Myalgic encephalomyelitis (or encephalopathy)/

Action for M.E.

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

This response is informed by:

1 our Big Survey of more than 4,000 people with
M.E./CFS conducted in 2019

1  our NICE Draft Guideline survey of more than 1,500
which ran from November to December 2020

1 our frequent and sometimes sustained contact with
and support of children, young people, adults and
families living with M.E./CFS across the UK, through
our Action for M.E. support services.

We feel that this guideline is an important step forward and
would like to express our thanks to the expert witnesses,
guideline committee (especially the lay members) and the
M.E./CFS community for engaging in every step of the
process.

Action for M.E. is pleased to see increased emphasis on the
patient experience in this guideline, including a reflection of the
disbelief that has been experienced. People with M.E./CFS
have repeatedly stated the disbelief and harms they have
experienced by healthcare professionals and this draft
guideline goes some way to acknowledge that.

We also welcome the change in direction away from
inappropriate therapies like Graded Exercise Therapy (GET)
and Cognitive Behavioural Therapy (CBT) being used as a
treatment or cure. Because of the lack of research and
evidenced treatments, strong consideration needs to be given
to those with lived experience of the condition, with weight
given to patient experience.

We are however concerned with some of the definitions used
in this guideline and the departure from terms used by many
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Thank you for your comments.

Black, Asian and ethnic minority populations

An equality impact assessment (EIA) has been completed for
this guideline and is available on the guideline webpage.

When evaluating all the evidence the committee considered all
the groups identified in the EIA, the applicability and
generalisability of the evidence was considered by the committee
in their discussion of the evidence. Very little specific evidence
was identified for any of the groups and the committee agreed
that the recommendations should equally apply to all groups and
did not discriminate against any particular group and separate
recommendations were not thought necessary for any of these

groups.
The committee agree these factors need to be considered when
delivering care and have added

socioeconomic, cultural and ethnic background, and faith group,
and think about how these might influence their symptoms,
understanding and choice of
1.1.3.

ma

Recommendations for research

To raise awareness of this gap in the evidence pregnant women
and women in the post-natal period, black, Asian and ethnic
minority populations have been specified in the population for
the self-management strategies, sleep management strategies,
and dietary strategies research recommendations.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
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people with M.E./CFS, such as pacing. Patient experience tells
us that this is the most useful method in managing symptoms
and we feel this term should be used throughout the guideline
with a definition accepted by the patient community.

The comments detailed in our submission reflect the positives
in the guideline but also detail some areas which we remain
concerned about, such as:
1T the need for more emphasi
and decision making power in the relationship with a
healthcare professional
1 sections on physical activity which need
strengthening to ensure that they cannot be misused
or misinterpreted
wording around the use of CBT within this guideline
the lack of detail on the experiences of BAME people
with M.E./CFS
the lack of reference to the level of isolation people with
M.E./CFS can experience.

f
f

Action for M.E. Guideline General General We are pleased to see more emphasis on patient choice and Thank you for your comment.
the role patients play in choosing the care they receive. We The committee agree that the issue of choice is fundamental to
would like this role strengthened throughout the guidance. We | patient care. At start of the guideline the guideline links to the
would request that a summary is produced for people with NI CE page on O6Making decisions
M.E./CFSincludingopt i ons to recei ve i theimportance of people beinginvolved in making choices about
other formats. their care and shared decision making. The importance of choice

and person centered care is directly reinforced in the guideline
sections approach to delivering care and assessment and care
planning. It is made clear that the person with ME/CFS is in
charge of the aims of their care and support plan and that they
can withdraw or decline from any part of their care and support
plan without it affecting access to other aspects of their care.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees
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M.E./CFS is a neurological disease classified by WHO ICD10
G93.3. This classification is also recognised by the

Department of Health and Social Care. It is also recognised as
a disease by all of the US authorities and by many

researchers. Itwouldbeconsi st ent i f the te
throughout in place of O6Omedic
reflect the impact of M.E./CFS. In our 2020 NICE Guideline
Survey almost nine in ten respondents (89%) said that they
would like to see NICE make clear that M.E./CFS is a
neurological disease.

Many people with M.E./CFS have faced disbelief or
accusations that it is a psychological condition. A clear
statement from NICE acknowledging the physical realities of
M.E./CFS and supporting the WHO classification can go some
way to addressing this ongoing issue.

We request that additional information is added throughout
that emphasises the isolation that is experienced by people
with M.E./CFS. In our 2020 NICE Guideline Survey 73% of
respondents said that having the condition makes them feel
very isolated. We would like to see this highlighted with advice
on how this isolation could be reduced.

We would also like the addition of the benefits of peer support
for people with M.E./CFS. 50% of respondents said that being
connected with other people who have a similar experience
would be helpful to them. We also see this in the Action for
M.E. forums.

Action for M.E. welcomes the recognition that GET should not
be offered to people with M.E./CFS. Repeatedly patient
surveys have provided evidence of the harms caused by this
therapy. Action for M. E.&s Bi

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
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Thank you for your comment.

The text &édMyalgic encephal omye
of the nervous system in the SNOMED-CT UK and ICD10

(G93.3) has been added to the context.

Condition is a commonly used t
use does not diminish the impact of ME/CFS (for example,
Multiple sclerosis in adults: management
https://www.nice.org.uk/qguidance/cg186/chapter/Recommendatio

ns).

Evidence reviews A and C reported themes of people with
ME/CFS having experienced disbelief, prejudice and feeling
stigmatised by people,thswas supported by t
experience. Recognising this and the impact it can have on
people with ME/CFS the committee raised awareness this in the
principles of care section of the guideline. In the information and
support section of the guideline the committee have
recommended that people with ME/CFS should be given
information about self-help groups, support groups and other

local and national resources for people with ME/CFS.

Thank you for your comment.

The recommendations address what should or should not be
done. With reference to GET the recommendation is clear that a

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
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1  47% of those who had GET with support from an physical activity programme that does not follow the approach
M.E./CFS Specialist experienced a worsening effect set out in the guideline or uses fixed incremental increases in
on their health with 21% seeing no difference at all. physical activity or exercise ( for example graded exercise
It is therefore right that this therapy is removed as a therapy) should not be offered to people with ME/CFS. There is
recommendation. There should still be a statement of the likely | no need for a statement of likely harm in the recommendations,
harms added to ensure people with M.E./CFS are not put at Evidence review G includes the detail of the committee
risk by health professionals who have little understanding discussion on the physical activity and exercise evidence.

about the condition. This is further needed because it is a big
change from the 2007 guideline, we would like to ensure that
GET cannot be considered an option by any healthcare
professional.
Action for M.E. Guideline General General Missing 1 advice on Surgery Thank you for your comment.
Advice on surgery for people with ME/CFS was not prioritised by
Surgery - it is possible for people with M.E./CFS to have major | stakeholders during the development of the scope or by the

relapses after surgical operations, especially when poorly committee when finalising the evidence review questions. As
managed. Specific issues that may need addressing include; such evidence on surgery has not been searched for or reviewed
orthostatic intolerance, reduced blood volume, lowered and the committee were unable to make any recommendations
temperature control, sensitivity to anaesthetics, and longer on this topic.

recovery times. Certain types of anaesthesia may need to be

avoided.

For example, detailed guidance is provided in the International
Association for CFS/ME Primer, 2014 (Appendix E):
https://www.iacfsme.org/assets/docs/Primer_Post_2014_confe
rence.pdf

Action for M.E. Guideline General General Equality Impact Assessment Thank you for your comments.
The previous equality impact assessment for this draft
guideline reportedthatiat t he st akehol dei Anequalityimpactassessment (EIA) has been completed for

following populations were identified as having potential this guideline and is available on the guideline webpage.

equality issues and should be considered within the When evaluating all the evidence the committee considered all
development of the scope: older people, pregnant women, the groups identified in the EIA, the applicability and

black and minority ethnic, and men. It was noted that there generalisability of the evidence was considered by the committee

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees
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may be challenges for these groups to be identified and

di agnosed with ME/CFS and the
The current statement states t
evidence identified for these

prompted the committee to examine reasons for this by
formulating appropriate questions for literature searches and
discussion. It should therefore be reflected within the
recommendations for research.

We feel that the guideline should recognise the additional
difficulties faced by black, Asian and ethnic minority people in
obtaining a timely diagnosis and adequate care for M.E./CFS.
These difficulties were documented in Evidence review C of
the draft guideline. Several papers were analysed, including de
Carvalho Leite 2011; Bayliss 2014, de Silva 2013; and Hannon
2012.

It should also be recognised that in the provided evidence,
Guideline commissioned surveys and charity surveys including
our 2019 Big Survey, may not be wholly representative of
ethnicity. This is further evidence that an additional research
recommendation is needed to focus on diagnosis, quality of life
and prognosis for BAME populations.

We suggest removing this paragraph entirely from the
guideline. It adds confusion and is open to misinterpretation.
The draft gui dpghysicahastiviggtsaotee s t h
cur ati ve orsoiisthereto tnaperoptiate to
indicate it as a possible approach.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
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in their discussion of the evidence. Very little specific evidence
was identified for any of the groups and the committee agreed
that the recommendations should equally apply to all groups and
did not discriminate against any particular group and separate
recommendations were not thought necessary for any of these

groups.
The committee agree these factors need to be considered when
delivering care and have added

socioeconomic, cultural and ethnic background, and faith group,
and think about how these might influence their symptoms,

understanding and choice of ma
1.1.3.

Recommendations for research

To raise awareness of this gap in the evidence pregnant women
and women in the post-natal period, black, Asian and ethnic
minority populations have been specified in the population for
the self-management strategies, sleep management strategies,
and dietary strategies research recommendations.

Thank you for your comment.

Based on the quantitative and qualitative evidence and their own
experience the committee concluded that it was important that a
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
When developing the guideline the committee was mindful of the
importance of developing a guideline for all people with ME/CFS.
The committee recognised there are people with ME/CFS that
may feel ready to incorporate a physical activity or exercise

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees
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In our 2020 NICE Guideline Survey we asked respondents for
their views on CBT:

1 54% said they have used or would like to be offered a
different type of talking therapy (eg counselling,
acceptance and commitment therapy) that helps them
cope with the impact of living with M.E./CFS

1 46% said they have used or would like to be offered
mindfulness/meditation to help them cope with the
impact of living with M.E./CFS.

1 41% said they have used or would like to be offered
other self-help strategies to cope with the impact of
living with M.E./CFS

T Just 27% have used or would like to be offered CBT
to help cope with the impact of living with M.E./CFS

1 19% said they would not consider using any type of
talking therapy or self-help strategy in this way.

We support the following comments made by Forward-ME:
Aln the evidence review at G
summarised the evidence on non-pharmacological
interventions for ME/CFS. Their conclusions (from lines 40 i
44) found that: Al n addda inont,

recommendationsfor CBT ét o treat or cu

advisory committees
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Health and Care Excellence
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programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed it was
important people are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

Thank you for your comment.

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

After reviewing the evidence for psychological and behavioural
interventions other than CBT the committee concluded that
although some benefit was reported for different types of
interventions the evidence was mainly based on single studies
and the evidence was low to very low quality. The committee
agreed that there was insufficient evidence to make any
recommendations for any of the interventions (see evidence
reports G and H).

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
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In the light of this finding, Forward-ME are mystified as to why
the draft guideline discusses CBT extensively.

This would appear to be discriminatory as the guideline for
multiple sclerosis (MS) i a disease that has been compared to
ME/ CFS, at 1.5.5 states -based y:
training, cognitive behaviour therapy or fatigue management
for treating MS-related fatigue.

Congestive heart failure- also compared with ME/CFS only
refers to Depression with reference to the NICE guideline on
that topic.

We can find no other chronic disease for which such extensive
advice is given on CBT.

We are aware that some patients may find psychological
support necessary and helpful. CBT is mentioned as having
two possible purposes:

(1) Supportin managing symptoms. CBT is only ever
relevant when a person is behaving in a maladaptive
fashion, grounded in unhelpful beliefs; therapist aims
to change mind-set to their benefit in terms of
changed behaviour.

(2) CBT for support with psychological distress as far as
we are aware does not exist. Person-centred
supportive counselling would be fit for purpose.

We are asking for this section to be re-written to state:

6Dbo not offer CBT to treat or
substantive evidence that it is effective. Patients may find
supportive, person-c ent red counsel ling

I't i s wrong to include the st
functioningdé within the ai ms
lead to misinterpretation. In the 2019 Action for M.E. Big
Survey, of those who undertook a course of CBT:

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees
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1 Only 8% said they were able to gradually increase
their activity.
This statement must be heavily caveated to ensure people are
aware that for most this is not a possibility and can have a
worsening effect on symptoms (13%)

Other respondents to our 2020 NICE Guideline Survey said:

il agree that providing psyc-h
to deal with the impact of this condition - but my view, both as

a doctor and as a patient, is that CBT is largely promoted

based on cost, rather than it really being the best treatment
modality. Particularly for people with a more severe disease, |
think CBT can be harmful in that it applies a general technique
to a vulnerable group who are often unable (physically /
mentally) to engage with or benefit from this technique, not
through any fault of their ow
chall enge édnegative cognition
well result in more harm than good if the person is actually

very disabled and cannot do much for themselves. Other
psychological modalities / techniques (including mindfulness,
acceptance based strategies)

il welcome the way CBT is des
with the illness and manage symptoms - but not as a cure. |
think most CBT counsellors could help provide this with some
training in CFS/ME - possibly professional modules taken
through online training - and think this could be explored
further. o

il t r aapergd-cenmtred, existential counsellor and
worked with people with severe/enduring mental health
problems [...] CBT was a rather short-lived success, if

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees
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successful at all [...] My clients would sometimes develop
another mental health condition, because the original condition
wasn't dealt with appropriate

This guideline is a new guideline and not a replacement of
CG53. Please correct this on the front page.

There is evidence suggesting that M.E./CFS can be developed
following a viral infection, so we would like to see this wording
revised to ensure that it is recognised some people with Long-
Covid or similar post-viral illnesses may be diagnosed with
M.E./CFS. If the person fits the diagnostic criteria for M.E./CFS
in this guideline then the information contained within must
override other advice from NICE.

We would like the addition of a principle that recognises that,
because of a lack of biomedical research, little is known about
M.E./CFS. It is essential that healthcare professionals learn
from those with lived experience when overseeing their care.
We would like an additional point that recognises that
M.E./CFS can affect any age group. We often hear from
people with M.E./CFS who have symptoms discounted
because of their age.

Because of the disbelief and misunderstanding that people

with M.E./CFS have experienced, we would like to see the
wording strengthened here. Changefic an have a ¢
i mpateitlbas a s ub st Wafeelthdis réfleced c
in the physiology of the condition and symptoms that a person
will have experienced for several weeks or months before
diagnosis.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

This has been edited.

Thank you for your comment.

The guideline states it was developed before the COVID-19
pandemic. The committee review the evidence relevant to the
key areas of the scope and the recommendations were
developed based on evidence reviewed before the COVID-19
pandemic. The committee have not reviewed the evidence on
COVID-19 and are not in a position to comment or make
recommendations in this area either about the long term
recovery from COVID-19.

Thank you for your comment.

Thank you for your comment.
A sentence noting that ME/CFS can affect all ages has been
added to the context section.

Thank you for your comment.

The committee agree that for everyone with ME/CFS there is an
impact on their lives. There is a wide range of impact, there are
people able to carry on some activities and they experience less
of an impact on aspects of their lives than people with substantial
incapacity and have difficulty with leaving or are unable to leave
their homes.. Taking into account the range of comments from

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees
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stakeholders about the importance of representation for all
people with ME/CFS this recommendation has been reworded to
reflect the range of impact that can be experienced with
ME/CFS.

To note other recommendations in this section acknowledge the
disbelief and stigma that people with ME/CFS have experienced
and that health and social care professionals should
acknowledge to the person the reality of living with ME/CFS and
how symptoms could affect them.

Action for M.E. Guideline 004 16 We strongly welcome this addition and the recognition of the Thank you for your comment.
injustice and disbelief people with M.E./CFS have faced. We When writing recommendations there is a fine line between
would like to see it repeated throughout the guideline in each reinforcing information and repeating information. Too much
of the sections to ensure healthcare professionals are aware of | repetition results in a guideline becoming unwieldy and unusable.
difficulties the person may have faced in the past. As you note there is further information on prejudices people
face in the guideline and for this reason your suggestion has not
One example of the difficulties people have faced is the been added to the recommendation.
continued misdiagnosis of Medically Unexplained Symptoms
(MUS). In our 2020 NICE Guideline Survey we asked ME/CFS specialist services
respondents whether they have personal experience of their Throughout the guideline the importance of ME/CFS specialist
M.E./CFS being misdiagnosed or incorrectly described as services is reinforced and where access to these services is
MUS. More than one in three of respondents have required. They have recommended that parts of the care and
experienced this. We feel this justifies stronger wording being support plan should only be delivered or overseen by healthcare
used in the diagnosis section that makes clear treatments professionals who are part of a ME/CFS specialist team, for
typically offered by MUS services are inappropriate for people example, for confirmation of diagnosis, development of the care
with M.E./CFS. and support plan, advice on energy management, physical
activity, and dietary strategies.
Action for M.E. Guideline 005 2 We would like to see the text here strengthened and replace Thank you for your comment.
Aishoul do with fAmusto. Must is used in a recommendation when there is a legal duty to

apply a recommendation. This is not the case here and no
This is because of the large number of people with M.E./CFS changes have been made to the recommendation.
who have reported negative experiences with healthcare
professionals. In our 2019 Big Survey we found that:

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees
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1 Just 28% feel they are fully/reasonably confident that
their GP understands M.E./CFS and how it affects
them.

We would also recommend an additional bullet point that
details the need for additional time in appointments to allow for
any cognitive/brain fog difficulties the person may be
experiencing. It is essential that health professionals are
patient and are led by the person with M.E./CFS.

There should be a further bullet point ensuring that Health
Professionals ensure that the person with M.E./CFS
understands the options available to them and that they have
the power to choose which approach they would like. It is
essential that the health professional has informed consent at
every stage of the relationship.

(Montgomery vs Lanarks Health Board 2015 UK Supreme
Court Judgement 11)

In our 2020 Big Survey we found that 64% of respondents do
not currently see any health professional about their M.E./CFS.
It is therefore important that health professionals know they will
need to rebuild trust and this should be reflected in the wording
here.

Regular monitoring of people with M.E./CFS is important and
should be maintained in this guideline. The current guideline
says: "Regular, structured review should be undertaken for all
people with CFS/ME." (1.8.1.1)

People with M.E./CFS often experience a fluctuation of
symptoms which would previously not be investigated due to a
one-off examination at the start of their diagnosis. This is

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Access to care is addressed in detail in section 1.8 and includes
your suggestions.

The committee agree that the issue of consent and choice is
fundamental to patient care. At start of the guideline the guideline
links to the NICE page on 0Mak
underpins the importance of people being involved in making
choices about their care and shared decision making. The
importance of choice and person/child centered care is directly
reinforced in the guideline se
and O0asseds mente ol anningb. |t
person with ME/CFS is in charge of the aims of their care and
support plan and that they can withdraw or decline from any part
of their care and support plan without it affecting access to other
aspects of their care.

Thank you for your comment.
The recommendation is clear that health and social care
professionals should build trust, this includes rebuilding trust.

Thank you for your comment.

After considering the stakeholder comments the committee have
added a recommendation in the review in primary care section
of the guideline on evaluating and investigating whether new
symptoms, or a change in symptoms, are due to the person's
ME/CFS or whether they are due to another condition.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
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important to rule out other conditions, which could be having
an adverse effect on their symptoms.

This would also maintain a relationship between the patient
and a healthcare professional. In our 2019 Big Survey we
found that almost two thirds of respondents do not see any
healthcare professional about their M.E./CFS

It is essential that this section stays so that healthcare
professionals know they need to understand severe M.E./CFS
and the special accommodations that must be made.

Delete 6 masertéar e 1l.i kely tob

The reason for this is to ensure that healthcare professionals
know to expect that this support is needed and offer the right
amount of information to a person with M.E./CFS or their
carers. Our 2019 Big Survey found that just 15% of
respondents identifying as severely affected had been given
information on how to apply for Social Care.

We feel this section shouldbe elaborated upon so it is clear
that aids and adaptions are not just about mobility but reducing
the burden of daily | iving on
electric wheelchairs or mobility scooters with the possibility for
the carer to control the direction, manual wheelchairs,
sunglasses, blue light blocking glasses for screens, ear plugs,
shower or kitchen stool, hoists, stair lifts, pressure relieving
mattress, hospital style beds, aids to help with hair drying,
speech to text computer software, blackout blinds, automatic

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
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Devel operds response

Thank you for your comment.

The committee agree that this section is important. Taking into
account the range of stakeholder comments on the descriptions
of severity in the guideline the committee have moved the
recommendations on people with severe and very severe
ME/CFS into a separate section to ensure that the particular
needs of people with severe and very severe ME/CFS were not
hidden within the guideline nor mistaken to reflect the experience
of all people with ME/CFS.

Thank you for your comment.

Not all people with severe or very severe ME/CFS will have all of
these symptoms all of the ti me

Thank you for your comment.

After considering the range of stakeholder comments this has
been edited t o, 0 a r-munt and mag heedu n ¢
support with all activities of daily living, including aids and
adaptions to assist mobility and independence in activities of
daily living ( for example whe
The section on aids and adaptions provides further information.
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or adapted cars, blenders for making food less effort to chew, These are examples in the recommendations and as with any list
drink with a straw as mugs are too heavy to lift. of examples these cannot be exhaustive for this reason your

suggestions have not been added.

Action for M.E. Guideline 007 22 We support the addition of risk assessing interactions with Thank you for your comment.
those with Severe ME. It is important that alongside this the
health professional has a demonstrable understanding of
M.E./CFS and how it affects the person. Our 2019 Big Survey
said that:

63% of respondents who identified as being severely affected
said that they are not very/not at all confident that their GP
understands M.E./CFS or how it affects them.

Action for M.E. Guideline 008 1 We are pleased with changes made to this section to Thank you for your comment.
recommend early diagnosis.

Action for M.E. Guideline 008 9 We would like to see the addition of baseline investigations as | Thank you for your comment.
it was in the 2007 CG53. This would give patients the
knowledge of which investigations should be offered to them Throughout the guideline the committee have recommended the
so they can challenge the healthcare provider should they not importance of carrying out investigations to exclude other
be receiving this. It would also ensure parity between diagnoses. The committee have now included examples of
healthcare professionals and the investigations they investigations that might be carried out. The examples are not
undertake. intended to be an exhaustive list and the committee note that any

decision to carry out investigations is not limited to this list. They
emphasise the importance of using clinical judgment when
deciding on additional investigations.

Action for M.E. Guideline 008 16 We feel this is slightly misleading and needs rewording. One Thank you for your comment.
respondent to our 2020 NICE Guideline Survey said,
After considering the stakeholder comments this bullet point has

il had a very specific and s u beendeleted. On reflection the bullet point above in

glandular fever and had a new symptom appear suddenly recommendation 1.2.4,86 the per
years into my illness which was not listened to or investigated occupational, educational, social or personal activities is

and instantly lumped in with ME. Some people with ME do not | significantly reduced frompre-i | | ness | evel sb
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have a specific onset to their ME but a gradual one they symptoms have developed and have not always been present
struggle to pin point. They may have also already suffered for covering that the symptoms are not lifelong. This now includes
years, as | did, before a diagnosis, making things harder to the cohort of people who develop symptoms gradually
remember and pinpoint. o sometimes over months or even years.

Action for M.E. Guideline 008 17 It is right that post-exertional symptom exacerbation is Thank you for your comment.

recognised as a defining symptom of M.E./CFS. Our 2019 Big
Survey of people with M.E./CFS emphasised the commonality | Unrefreshing sleep

of this symptom with 99% of the 4,038 respondents After considering the stakeholder comments on the description of

experiencing this following mental or physical activity. sleep symptoms the committee edited the bullet points to,
6unrefreshing sleep and /or sl

It would be helpful for NICE to highlight the importance of include:

using post-exertional symptom exacerbation in both clinical 1 feeling exhausted, feeling flu-like and stiff on waking

and research guidance. This would ensure there is alignment 1  broken or shallow sleep, altered sleep pattern or

with those being diagnosed with M.E./CFS and the research hypersomnia.

studies being undertaken. The committee hope this has added some clarity for readers.

We also believe that oOunr ef r e Debilitating fatigability. This has been edited to be more

could be replaced by o6unr ef r e descriptive of the fatigue experienced by people with ME/CFS,

di sturbances which may i ncl ud debiltating fatigue that is worsened by activity, is not caused by

everyonels experiences. excessive cognitive, physical, emotional or social exertion and is

We would also liketosee a cl ear definitilnot significantly relieved by

fatigabilityo to ensure it is

Action for M.E. Guideline 009 2 We are concerned that the list is not comprehensive and there | Thank you for your comment.

are some omissions which are common in people with The committee discussed the other symptoms you suggested

M.E./CFS such as visual problems. Evidence for such: should be on the list and they agreed to add gastrointestinal
symptoms.

https://pubmed.ncbi.nim.nih.gov/8201170/ Based on the evidence reviewed in evidence review D and on
their experience the committee did not agree that visual

https://pubmed.ncbi.nlm.nih.gov/27799582/ disturbances should be included in the list of associated

symptoms. The committee note that visual disturbances are
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https://pubmed.ncbi.nlm.nih.gov/24187048/ highlighted in recommendations within the guideline with
reference to the description of or the management of symptoms.

https://www.researchgate.net/publication/327074772_Visual _A
spects_of Reading_Performance_in_Myalgic_Encephalomyeli
tis_ ME

https://www?2.le.ac.uk/departments/npb/people/ch190

We would also like to see to addition of gastrointestinal
symptoms which are referred to on Page 6 Line 22 for those
with severe M.E./CFS.
Action for M.E. Guideline 009 4 It should be noted that there is no NICE Guideline for Thank you for your comment.
orthostatic intolerance so more information is needed here. The orthostatic intolerance section in the section on managing
They should also be aware of Postural Tachycardia Syndrome, = ME/CFS symptoms includes further information.
Neurally Mediated Hypotension and Orthostatic Hypotension.
The committee did not make any recommendations on the
The draft guideline says that the medicines usually prescribed | management of orthostatic intolerance noting that although this

for orthostatic intolerance can worsen other symptoms in can be straightforward it this can involve advice on diet, carrying

M.E./CFS - this needs to be much better explained, with out daily activities and activity support and should be tailored to

specific comments about the various different types of the person taking into account their other ME/CFS symptoms. As

medicines (beta blockers, volume expanders, vasoconstrictors, | you note the committee noted medicines usually prescribed for

etc.). Ol can worsen other symptoms in people with ME/CFS and to
address this should only be prescribed or overseen by a clinician

There should also be a set of final recommendations. with expertise in orthostatic intolerance. (see evidence review G).

Action for M.E. Guideline 010 9 It is essential that healthcare professionals offer to engage Thank you for your comment.

with the childbés place of edu

possible to ensure reasonable adjustments can be made. This The committee agree early communication with schools and

early intervention can support a child in staying in education colleges is very important. This recommendation refers to

and/or prevent symptom exacerbation from pressures to children and young people with suspected ME/CFS and the

maintain education. assumption should not be final diagnosis is ME/CFS. This

recommendation is to raise awareness in the short term and

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

15 of 1137


https://pubmed.ncbi.nlm.nih.gov/24187048/
https://www.researchgate.net/publication/327074772_Visual_Aspects_of_Reading_Performance_in_Myalgic_Encephalomyelitis_ME
https://www.researchgate.net/publication/327074772_Visual_Aspects_of_Reading_Performance_in_Myalgic_Encephalomyelitis_ME
https://www.researchgate.net/publication/327074772_Visual_Aspects_of_Reading_Performance_in_Myalgic_Encephalomyelitis_ME
https://www2.le.ac.uk/departments/npb/people/ch190

Stakeholder

Action for M.E.

Myalgic encephalomyelitis (or encephalopathy)/

Document

Guideline

Page No

011

Line No

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Throughout the guideline there should be greater emphasis on
the need to rest and not push through activity, whether
physical or cognitive. The section needs this addition to ensure
that it goes hand in hand with participating in education and
learning. We would like it reiterated that children should be
encouraged to find a balance between education and
social/family life.

We would like to see a recommendation that, in
communication from the healthcare professional to the
education setting, they stipulate the importance of the
school/college having a Medical Conditions Policy which will
set out commitments in how they will support the person with
M.E./CFS. Reference for this is the Department for
Education (Dec 2015) Supporting pupils at school with
medical conditions: statutory guidance for governing bodies of
maintained schools and proprietors of academies in England.

In our 2020 NICE Guideline Survey we asked respondents
whether they have personal experience of their M.E./CFS
being misdiagnosed or incorrectly described as medically
unexplained symptoms (MUS). More than one in three of
respondents have experienced this. We feel this justifies
stronger wording being used in the diagnosis section that
makes clear treatments typically offered by MUS services are
inappropriate for people with M.E./CFS.

We also asked people if they supported the change in
diagnosis time to three months for adults. Two thirds (68%)
supported this changes with 25% saying they had no strong
feelings.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
allows for further communication when the diagnosis is
confirmed.

Further advice is addressed in the recommendations in section
1.9 supporting people with ME/CFS in work ,education and
training. Also see the committee discussion in Evidence review
A:Information for people with ME/CFS.

Thank you for your comment.

Based on the evidence ( Evidence reviews A.B,C,D and I) and
the committeebds experience eef
was recommended for confirmation of diagnosis, development of
the care and support plan, advice on energy management,
physical activity, and dietary strategies. ME/CFS specialist teams
where seen as the most appropriate place for people with
ME/CFS to access support with GPs providing ongoing support
and review. The guideline is clear that referral is to a ME/CFS
specialist team and it is not necessary to include where people
should not be referred to.

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
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We would like it recognised that in practice it has taken people
with M.E./CFS significant time to get a diagnosis. In our 2019
Big Survey we asked how long after developing symptoms did
they get a diagnosis.

1 Just 3% said 0-3 months

T 13% said 4-6 months

T 19% said 7-12 months
59% said over a year
After Omanagemento6 insert 6an
It should also be recognised that there is a lack of specialist
services offering evidenced approaches for people with
M.E./CFS and therefore care may be required by a GP. We
therefore recommend that GP surgeries identify a lead GP
who will specialise in managing and supporting people with
M.E./CFS.
There is considerable variation in the specialist services
offered to people with M.E./CFS with some choosing to travel
long distances to see health professionals. This should be
reflected in this section or in referral to ensure patients have a
choice who they see and are supported to travel to visit the
most suitable specialist.

We would like the wording here changed to reflect that not all
methods in the link are for managing symptoms.

It is right and essential that people with severe or very severe
M.E./CFS are offered a home visit. This should be extended to
those who can evidence that a visit to a surgery or hospital will

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Thank you for your comment.
Management plan has
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)

been edite

Thank you for your comment.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NI CE page darecd Maloinrsg about youl
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and this
applies to all the recommendations in the guideline.

Thank you for your comment.

This has been edited to managing ME/CFS and symptom
management.

Thank you for your comment.

The committee agree that flexibility in accessing services is
important to all people with ME/CFS as the symptoms
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have a worsening effect on their health. As the condition can experienced can mean physically attending appointments can be
fluctuate, there will be some who are mild/moderate but will difficult and in the case of people with severe or very severe
become severely affected by the physical and cognitive activity | symptoms who are unable to leave their particularly challenging.
of visiting a healthcare setting. Home visits are used as examples of supporting people with

ME/CFS to access care. The committee note that other methods,
It should also be recognised that those who are very severe such as online communications may be more appropriate
may only be able to manage a short home visit. Further depending on the personds symp

investigations or queries can be carried out through text or
phone calls with the person with M.E./CFS or their carers. We
recommend that this flexible approach be adopted by
M.E./CFS services to ensure there is a variety of delivery
mechanisms to meet need.

Action for M.E. Guideline 013 14 We would like the addition of a section that recognises the Thank you for your comment.
difficulties people with M.E./CFS can experience when This section |links to the NI CE
applying for disability benefits and the role a healthcare in adult social care services and this is further detail on
professional should have in this process. Many of those who accessing disability benefits. In addition, there is information on
are unable to work face an uphill battle when asking for this accessing social care in this section on information and support.

support and proactive communication can reduce stress and
symptom exacerbation. We have heard from people with
M.E./CFS who struggled to get their doctor to write a
supporting letter which then worsens their quality of life.
Action for M.E. Guideline 014 18 Attheendinsert 6and ar e worsened by | Thankyou foryourcomment.
The impact of activity is addressed in the energy management
section of the guideline.
Action for M.E. Guideline 014 28 We would like the addition of common triggers here such as Thank you for your comment.
points in the menstrual cycle and surgery. There were several stakeholder comments about the examples
of triggers that worsen ME/CFS. Some of the examples were
considered potentially misleading information and not always a
trigger and as you have commented there are other examples
that could be added.
After considering the stakeholder comments the committee
agreed to delete the examples and not provide any examples in
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Action for M.E. Guideline 016 6-11 We have concerns that a Safeguarding section within this
Guideline may, in some cases, lead to more harm. We would
like the language changed to make it clear the reason for the
inclusion of this section is because of inappropriate referrals
that have been made due to a lack of understanding about the
condition.

In our 2017 survey of families of young people with M.E.:

1 90% of respondents were concerned that
professionals involved with their child did not believe
them

1 onein five (22%) said a safeguarding/ child protection
referral had been made against them

0 nearly half of these referrals related to
claims of fabricated/induced illness or Fll
(previously known as
Proxy), which occurs when a parent or carer
exaggerates or deliberately causes
symptoms of illness in the child; this
heightened frequency of Fll claims sits
widely outside the national prevalence rate

1 70% of all cases were dropped within a year

We agree with comments by Forward ME regarding this:

Replace 2 paragraphs with the following:

1.7.1 Recognise that people with ME/CFS, particularly those
with severe or very severe ME/CFS, are at risk of their
symptoms being confused with signs of abuse or neglect. In

Devel operds response

the recommendation recognising the variation in triggers in
people with ME/CFS.

Thank you for your comment.

Taking into account the range of stakeholder comments the
recommendations in this section have been reordered. This has
addressed the point you make about the order.

The committee discussion in Evidence review B includes in detail
why the recommendations on safeguarding have been included
in the guideline and this refers to the lack of understanding and
disbelief that parents have experienced.
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Comments

the case of children, ME/CFS should not be mistaken for very
rare conditions such as Munch
with fabricated or induced illness.

1.7.2 Safeguarding assessments in people with confirmed or
suspected ME/CFS should be carried out and overseen by
health and social care professionals who have training and
experience in ME/CFS.

We are pleased to see this statement, however, it needs to be
strengthened. People can experience a fluctuation of
symptoms over the course of a few hours or days, sometimes
triggered by unexpected emotional or physical events. We
suggest changing the paragraph to:

AiDo not di scharge someone whao
Contact them to explore why they could not attend and how to
support them in a way that takes into account their functional
ability."

Remove the word 6feardé and r e
Intheline6supporting their applic
appl i addinedsadhd financial suppol

We welcome these recommendations but would like to see the
addition of information and support in applying for a Blue
Badge, recognising the advantages this would have on a

patientds ability to plan act

N I C E National Institute for
Health and Care Excellence
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Thank you for your comment.

The recommendation is to raise awareness about exploring why
people with ME/CFS may miss appointments and as such your
suggestion does not add any further clarity and for that reason
has not been added.

Thank you for your comment.

After considering stakeholder comments about the word fear this
recommendation has been edited
worsen may prevent people fron
Thank you for your comment

These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment

These are examples in the recommendation and as with any list

of examples these cannot be exhaustive for this reason your
suggestions have not been added
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Comments
We welcome this recommendation.

We would like to see examples of the type of adjustments a
workplace can make to support a person with M.E./CFS in
employment. eg. working from home, flexible hours, reduced
hours, speech to text, a quieter working space, a space to rest
when needed, transport help, parking space closer to the
building, adaptations to the lighting levels or type of lighting
used, blue light blocking glasses.

Make clear that adjustments should be realistic, achievable
and solutions-focused based on need, with no employee
taking on more than they can manage.

At end add: o6full or part tin
to be gradual, if possible at all. Pushing to continue to work or
attend school or further education is likely to result in lasting
ill ness and disability.

I nclude 6Department for Work

We are pleased to see children being advised to find a balance
between education and social/family life.

We agree there needs to be a multidisciplinary approach but it
may be inappropriate for the specialist care of a person with
M.E./CFS to be led by a Psychiatrist or Psychologist. This
should be reflected in the statement. Patient surveys

conducted by the ME Association and #MEAction UK have
both identified that GPs/ Cons
choice in being involved in their care with psychologists being
the least preferred option.

N I C E National Institute for
Health and Care Excellence
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Thank you for your comment.

Thank you for your comment.

Further information on types of adaptions and adjustments are
included in the committee discussion in evidence review A and
the points your raise are highlighted there.

When writing recommendations there is a fine line between
reinforcing information and repeating information. Too much
repetition results in a guideline becoming unwieldy and unusable
and for this reason your suggestion has not been added to the
recommendation.

Thank you for your comment.

This is a general point about returning to work, school or college
and the suggestion you make does not add further clarity to the
recommendation and has not been added.

Thank you for your comment.

The remit of NICE does not extend to providing guidance for the
Department for Work and Pensions (DWP) and insurance
companies, the committee are not able to make
recommendations about providing information for them.

Thank you for your comment.

Thank you for your comment.

The committee were unable to draw conclusions about the
specific composition of a multidisciplinary team based on the
evidence but they agreed that good care for people with ME/CFS
results from access to an integrated team of health and social
care professionals that are trained and experienced in the
management of ME/CFS. Accordingly the committee
recommended and described the expertise that should be
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We feel that it should be a recommendation that a physician
must be involved in the multidisciplinary team.

At end and when abl e

We support this recommendation.

We feel that the addition of a named contact for children and
young people is an important step. We would like the
recommendation changed slightly to reflect the child or young
person should be involved in choosing the named
professional. This is also reflected in Evidence Review | page
25 Line 10.

We are concerned that there are no references to the
complimentary approaches that fall outside of mainstream
healthcare/medicine. People who responded to our 2019 Big
Survey informed us that they use these methods as part of a
management strategy. As these therapies are being sought
out by people with M.E., we would like reference to it in the
guideline so healthcare professionals are aware of the need to
ensure they are kept up to date with any therapies being used
by a person with M.E./CFS.

N I C E National Institute for
Health and Care Excellence
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available to a person with ME/CFS (Evidence review |
_Multidisciplinary care (Benefits and Harms section).

After considering stakeholder comments about the requirement
for medical expertise input into the care of people with ME/CFS
the committee agreed to replace the term 'a comprehensive
clinical history' in 1.2.2 with 'a medical assessment in the
recommendations on suspecting ME/CFS, assessment and care
and support planning and multidisciplinary care. This would
typically require access to a ME/CFS specialist physician or a
GP with a special interest in ME whilst not excluding a role for
the highly trained ME/CFS advanced practitioner.

Thank you for your comment.

This recommendation refers to the expertise that should be
available and does not make any judgement about if someone
needs the expertise. For this reason your suggestion has not
been added.

Thank you for your comment.

Thank you for your comment.

As you comment the committee noted the importance of
involving children and young people in their decision making
about their named contact in the discussion section however the
committee recognised that this may not always be possible or
practical and did not put this into the recommendation.

Thank you for your comment.

Complementary and alternative therapies were included in the
protocol for non- pharmacological interventions and when
reviewing the evidence the committee agreed that there is
insufficient evidence to recommend any complementary
approaches.
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Comments

We feel this should be reflected in the research
recommendations.

We support emphasis that energy management is not
curative/a form of treatment. It is about energy management
and operating at your baseline. It is essential that NICE
recommend additional training for medical professionals on
this. In our 2020 NICE Guideline Survey 74% of respondents
agr eed wi t h Itafh eoncprhed that ray G would not
have the expertise to support me to develop a pacing/energy-
management plan. 0

Almost four out of five respondents (79%) also said that they
would like to see more detail about what energy management
means.

We would recommend using the
energy management. Respondents to our survey describe this
as a quicker and easier term to grasp, with greater clarity on
how it works. It should also be recommended that advice on
pacing/energy management from the perspective of a person
with M.E./CFS should be provided to demonstrate real life
examples. In our 2020 NICE Guideline Survey, we asked
respondents for their opinion on this and 62% said they were
likely to refer to this approach as pacing.

It should also be acknowledged that this approach is still
challenging for people with M.E./CFS. In the survey 60% of
respondents said that they struggle with pacing/energy
management , but itds stild]l t h
We recommend inserti ng-exertiofabr n
symptom exacerbationd into th
overexertion. It also needs to be clear than this onset may

occur after hours or even days so extra care must be given.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Energy management

Evidence review G provides more information on energy
management in the committee discussion section.

The recommendation includes that energy management is a self-
management strategy that is led by the person. The personalised
nature of this makes it difficult to provide examples, as the risk is
that examples are seen as the only option.

Pacing

The committee discussed the use of the term pacing agreed that
it means something different to different people with many
different versions in use. The committee agreed that including it
would add further to the confusion around this term and for this
reason have not included it.

Thank you for your comment.

After considering the stakeholder comments this bullet point has
been edited to, 8 hel @mwounefenprhye
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Comments

Pl ease replace 6does not
Without this change, there is concern that this could be
misinterpreted.

assu

We would |ike the wording aroao
M.E./CFS should be informed that a goal could be reducing
activity levels to achieve symptom stabilisation.

We would like to see this sentence altered to include
references to both physical, emotional and cognitive activity. It
should also be clear that this activity could include something
as small as sitting up or looking at a clock, whereas for some it
may be more of an activity yet have the same level of
6paybackbd.

I't is very important to note
physical activity. Mental activity such as reading a book,
watching television, having a conversation in person or by
phone, also counts i as will emotional activity such as
receiving bad news.

Some people with M.E./CFS tell us that emotional activity can
be the most draining, and the hardest to measure and control.

Physical, mental and emotional exertion counts as activity,
even in small amounts. Examples include walking, reading a
book or having a difficult conversation with a friend or family
member.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
they have while reducing their risk of post-exertional malaise or
worsening their symptoms by ex
Thank you for your comment.

The committee deleted the bullet point on deconditioning noting
that this recommendation was about providing advice to people
with ME/CFS about the approaches to implement energy
management and this point was not useful in this context.

Thank you for your comment.

After considering the stakeholder comments, recommendation
1.11.12 has been edited to include that this is a flexible, tailored
approach so that activity is never automatically increased but is
maintained or adjusted (upwards after a period of stability or
downwards when symptoms are worse).

Thank you for your comment.

The principles of energy management are set out in
recommendation 1.11.2 and includes that energy management
refers to all types of activity (cognitive, physical, emotional and
social) and takes into account overall level of activity.
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Action for M.E. Guideline 026 1.11.8 The wording in this section is not appropriate and could lead to | Thank you for your comment.
misinterpretation and potentially a form of graded exercise
therapy being given to a person with M.E./CFS. The next Based on the quantitative and qualitative evidence ( evidence
comments are for the following points in the guideline: reviews A, G and H) and their own experience the committee

concluded that it was important that a physical activity or
iA are ready to progress t hei exerciseprogrammeis considered for people with ME/CFS
current activities of daily living where appropriate and where they choose this. When developing
A would like to inc por at e a the guideline the committee was mindful of the importance of
the management of t i r M. E. /| developing a guideline for all people with ME/CFS. Throughout
the process the committee recognised the difficulty in finding the
These points give the impression that this is an inevitability balance to reflect the variation in the impact and severity of
and that all people with M.E./CFS should be ready to increase | symptoms that people with ME/CFS experience. The committee
activity at some point. This interpretation can lead to pressure acknowledged there are people with ME/CFS that may choose to
from a healthcare professional for a person with M.E./CFS to incorporate a physical activity or exercise programme into
push beyond their capabilities. In order to protect people with managing their ME/CFS. Where this is the case the committee
M.E./CFS from harm there are changes needed to this section. | agreed that it was important that they are supported by

or
he

In our 2020 NICE Guideline Survey, we asked respondents healthcare professionals that are trained and specialise in
about the effect physical activity as part of self-management working with people with ME/CFS. See evidence reviews F and
has had on their health. Half of respondents said it had a G, where the committee outline where it is important that
worsening effect. professionals trained in ME/CFS deliver specific areas of care.
We suggest: The committee agree that the issue of choice is fundamental to
1  Greater emphasis on patient choice. It should be patient care. At start of the guideline the guideline links to the
made clearer that it is up to the person to choose if NI CE page on O6Making decisions
they wish to make any changes. the importance of people being involved in making choices about
1  Removing the two bullet points and replace with: their care and shared decision making. The importance of
Choose to make any changes to their activity and energy choice and person centered care is directly reinforced in the
management plan. guideline sections approach to delivering care and assessment

and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
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recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

25 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

support plan without it affecting access to other aspects of their
care.

Action for M.E. Guideline 026 8 We are pleased to see a section highlighting severe/very Thank you for your comment.
severe M.E./CFS. One respondent to our 2020 Draft NICE
Guideline Survey said:

fSevere and very severe ME can seem like a different illness
to the mild form. Many people and medical professionals only
see the "walking wounded" and no idea why a more severe
patient can't make it into the surgery for example, and don't
believe the patient's explanation. Severe patients should be
able to refer doctors to easi
Action for M.E. Guideline 026 16 We feel that some wording should be added to this section to Thank you for your comment.
ensure the recommendations are considered in line with other
advice given throughout this guideline. We therefore suggest a
caveat reminding health professionals to ensure all activity 6Strategies need
undertaken, including that of daily life, should be within the out throughout t
energy envelope.

to be carried
he daydéd has be
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Comments

Consideration should be given on the severity of the condition
when producing a physical maintenance plan in partnership
with the person with M.E./CFS.

We would like to see emphasis at this point that this is about
maintenance as opposed to increasing strength and fitness.

We agree with this recommendation
We agree with this recommendation

We believe that families should be given information about the
key symptoms. This would ensure they are better able to
support the patient but also can look out for new symptoms,
which might be a sign of a co-morbid condition.

In our 2020 NICE Guideline Survey, we asked respondents to
choose which element of the draft NICE Guideline was most
important to them. AlImost 80% saidthat6t he c | ear
people with M.E./CFS should not be offered any therapy based
on physical activity or exercise as a treatment of cure for their
M. Ewa®$the most important part.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
to clarify this is in the context of the priorities that people may
have.

After considering the stakeholder comments the physical

mai ntenance section has been r
and mobilityd and has been moy
section of the guideline to provide clarity that it is about advice

on maintaining and preventing the deterioration of physical
functioning and mobility.

Thank you for your comment.

After considering the stakeholder comments the physical

mai ntenance section has been r
and mobilityd and has been moy
section of the guideline to provide clarity that it is about advice

on maintaining and preventing the deterioration of physical
functioning and mobility.

Thank you for your comment.
Thank you for your comment.

Thank you for your comment and this information.

Thank you for your comment.

Based on the quantitative and qualitative evidence ( evidence
reviews A, G and H) and their own experience the committee
concluded that it was important that a physical activity or
exercise programme is available for people with ME/CFS where

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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Comments

In addition to this, 57% said that it is important there is a strong
emphasis throughout that any plan put in place to support
someone with M.E./CFS must be tailored to the individual, by
the individual, with appropriate support from a professional
with experience of M.E./CFS if needed.

We would also like it clarified that unstructured AND structured
exercise (as stated in the evidence review) can be harmful,
even with supervision, We would like to see it repeated
elsewhere in the guidance to ensure it is understood. In the
NICE Survey half of respondents (50%) feel there is not
enough warning about the impact of physical activity/exercise.

Other respondents to our survey said:

"Physical activity has only ever worsened my symptoms. |
would like to see realistic examples of how this could help,
based on actual M.E./CFS patients and with the
acknowledgement that this may not be a suitable approach for
many people with M.E./CFS (and that it should not be
continued to be pushed in the event that it worsens
symptoms). | also have concerns about the assumption that
patients are to be supported by a therapist or doctor with
knowledge or understanding of the condition - | have beenill
for 19.5 years now, and in that time have had maybe 2 doctors
who have more than cursory knowledge of M.E./CFS - and
many more who continue to refuse to acknowledge that it is
exists."

"l was helped enormously in the early 90's by a thoroughly
competent OT. In 2010, | experienced a 4-weekly 'intensive'
GET course which was full-time (9am-3pm, weekday

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
appropriate and where they choose this. When developing the
guideline the committee was mindful of the importance of
developing a guideline for all people with ME/CFS. The
committee recognised there are people with ME/CFS that may
feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed that it was
important that they are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

The committee agree that it is important that people with
ME/CFS take into account all types of activity (cognitive,
physical, emotional and social) and the overall level of activity
when developing and undertaking any energy management plan,
this includes how any physical activity might be included.
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attendance) was a personal disaster for me. | was lumped
in with people with Fibromyalgia (I have Fibromyalgia also) but
suffered badly, with pain and M.E./CFS crashes."

"Some physical activity is required for the basics of living. eg
chewing. Many bits of 'normal’ physical activity need to be
balanced and traded off against each other in a 'robbing Peter
to pay Paul' manner. I've been eating recently, but have not
been able to have a shower or wash my hair for over two
months. Ten years since I've been to a hairdresser. Two years
overdue for the dentist and four years overdue for the

optician."
Action for M.E. Guideline 028 1-11 We strongly support these statements in the guideline and the | Thank you for your comment.
emphasis that it should not be used as a treatment or cure. To note after considering the range of stakeholder comments on
the wording 6treatment or cur
agreed to remove the word O6tre
recommendations to avoid any misinterpretation with the
availability of treatments for the symptom management for
people with ME/CFS.
Action for M.E. Guideline 028 1.11.18 We support the below comment from Physios4ME. Thank you for your comment.

The committee agree that all health and social care staff
iWe are concerned about t he c deliveringcare to people with ME/CFS should have training

ME/CFS for Physiotherapists and Occupational Therapists. relevant to their role so they can provide care in line with the
Unpublished surveys by Physios for ME found ME was guideline and this is included in the recommendations in the
included in less than half of undergraduate physiotherapy training for health and social care professionals section of the

courses. Many existing training programmes are based on the | guideline.
deconditioning model and include graded exercise therapy.

We therefore recommend changing the wording from:

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

29 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

A physical activity programme, if offered, should only be
delivered or overseen by a physiotherapist or occupational
therapist with training and expertise in ME/CFS.

To:

AAny physi cal a dityimanagemmentwlant hi n
should be overseen by a physiotherapist or occupational
therapist who has undertaken current, evidence-based training
in exercise physiology relating to ME/CFS and can evidence
their continuing professional development within this speciality.
An awareness of the abnormally lowered anaerobic threshold,
lowered VO2 max, increased acidosis post-exercise and their
implications are essential.

Training should reflect the low to very low quality of evidence
relating to GET and the additional recent evidence related to
adverse physiological responses to exertion and the

i mplications for this on acti
Action for M.E. Guideline 028 10 We support this recommendation against the Lightning Thank you for your comment.
Process. Lightning Process, osteopathy, life coaching and neurolinguistic
programming
In our 2020 NICE Survey on the draft guideline, a number of After considering the stakeholder comments the committee
people have expressed disappointment that Osteopathy has agreed to edit this recommenda

been included in this section. We would like better clarification | ME/CFS therapies based on the Lightning Process6
here whether the recommendation is against Osteopathy as a

whole or when used in combination with life coaching,

neurolinguistics programming etc.

Action for M.E. Guideline 028 12 Remove this paragraph. This paragraph goes against earlier Thank you for your comment.
statements we have similar concerns as were set out in
Comment 54, page 26 1.11.8 Based on the quantitative and qualitative evidence ( evidence

reviews A, G and H) and their own experience the committee
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We suggest: concluded that it was important that a physical activity or
exercise programme is considered for people with ME/CFS
APhysical activity for peopl € whereappropriate and where they choose this. When developing
considered if they request it and it is part of a maintenance the guideline the committee was mindful of the importance of
plan for activity and energy management to support activities developing a guideline for all people with ME/CFS. Throughout
of daily living. It is essential that post exertional symptom the process the committee recognised the difficulty in finding the

exacerbation is recorded during any activity, and if progression | balance to reflect the variation in the impact and severity of

is considered by the patient then accurate recording is needed | symptoms that people with ME/CFS experience. The committee

to ensure any worsening of symptoms is identified and activity | acknowledged there are people with ME/CFS that may choose to

stopped. O incorporate a physical activity or exercise programme into
managing their ME/CFS. Where this is the case the committee
agreed that it was important that they are supported by
healthcare professionals that are trained and specialise in
working with people with ME/CFS. See evidence reviews F and
G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.
Action for M.E. Guideline 028 19 It is essential that people be warned about the risks of Thank you for your comment.

additional physical/cognitive activity and the need for accurate

monitoring during any activity. It should also be noted that the The committee agree that it is important that people with

act of recording symptoms is an activity in itself. We would ME/CFS take into account all types of activity (cognitive,
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alsolke to see the word
section as it gives the impression it is a formal exercise
programme and not reflective of the small amounts of activity
people should be considering.

It should be made clear that the majority have found that
physical activity programmes make their symptoms worse. The
current wording suggests equal proportions for improvement,
no difference and worsening when this is not the case when
patient feedback is examined.

This section needs expanding upon as not enough information
is given.

1 E.g. watching TV, laying on the sofa or
listening to an audio book is still a cognitive
activity, yet many use this as their rest.

1 To restimmediately as soon as symptoms
feel slightly worse than before they started
an activity. Do not push through, as this will
result in needing more rest later on and a
worsening of symptoms for longer.

1 Include advice on how to manage sleep
disturbances, insomnia and hyper-insomnia.

1 Sleep quality can get worse during relapses
and setbacks during a flare up in symptoms.

1  More help and support is needed than the
general sleep hygiene advice. It should also
be made clear that the person must listen to
their body and rest when needed and not try
to follow strict sleep/awake hours.

People should be advised not to rush trying to return to the
level of physical activity. Rather than just telling them that the

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

6 pr ogr an physical, emotional and social) and the overall level of activity

when developing and undertaking any energy management plan
(this is outlined in the principles of energy management), this
includes how physical activity might be included.

The committee agreed not to change the wording, this point was
to illustrate that the impact of a physical activity or exercise
programme can vary.

Thank you for your comment.

After considering the stakeholder comments the committee
agreed to include consensus recommendations on sleep
management for people with ME/CFS.

There was a lack of evidence identified for rest and sleep
strategies and the committee were unable to give specific advice
about strategies recognising the approaches should be tailored
to the individual. The recommendations include that people
should be given advice on the role of rest and sleep and
personalised sleep management advice.

Thank you for your comment.
The committee note this is personalised collaborative
programme and advice is specific to the individual. Including time
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time fivariesodo, explain that i frames here couldresultinpeople thinking they should be
or even months. meeting them.

Action for M.E. Guideline 030 13 This section needs personalising to the individual and the Thank you for your comments.
condition. For people with M.E./CFS exercise can be an The committee agree that care for people with ME/CFS should
inappropriate way to manage pain and comes with a potential be personalised and recommend a personalised care and
risk of significant harm. It should be made clear that any support plan in the assessment and care planning section of the
approach to manage pain should be done with this in mind. guideline. Management of pain should be part of the

personalised plan.

The committee have noted at the beginning of the managing

ME/ CFS section and dédmanaging ¢
recommendations in the section on principles of care for people
with ME/CFS and section on access to care and energy
management should be taken into account when managing
symptoms and coexisting conditions in people with ME/CFS.

Action for M.E. Guideline 031 5 We are concerned at the recommendation not to offer any Thank you for your comment.
medicines or supplements to treat or cure M.E./CFS. While After considering the stakeholder comments the committee
there is no treatment or cure, many people with M.E./CFS tell agreed the use of treatment in this context could be confusing
us that medicines and supplements can help their individual and edited the recommendati on
symptoms. We therefore request this statement be clarified. suppl ements to cure ME/ CFS. 6
Our 2019 Big Survey found that 68% of respondents use The committee note the following subsection in the guideline is
medication for individual symptoms, 70% of whom receive 6medicines for symptom managen
them from a healthcare professional. prescribers. The discussion section of Evidence review F:

Pharmacological management recognises some
In our 2020 NICE Guideline Survey, we asked respondents for | people with ME/CFS have found some drugs helpful in managing
their thoughts on the use of supplements/medication being the symptoms of ME/CFS and this should be discussed on an
referred to in the guideline. Three quarters of respondents individual basis.
(74%), said that they would like to see the NICE Guideline
make clear that, while there is no current treatment or cure,
there are approaches that can be used to help manage
individual symptoms.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

33 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

The comments in Evidence Review F page 64 state that a GP
should prescribe medication if in their judgement there is
potential benefit in terms of symptomatic relief. This should be
reflected in the recommendation.

In our 2020 NICE Guideline Survey, we asked those who said
they use medication or supplements which symptoms it was
for:

1 72% pain

1 55% sleep difficulties

1 25% nausea
20% Orthostatic intolerance

Action for M.E. Guideline 034 7 The phrasing 6CBT for ME/ CFS@ Thankyou foryourcomment.
established protocol (like CBT-E for eating disorders and
Trauma-Focused CBT for trauma). This is misleading. Based on the quantitative and qualitative evidence (evidence

reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

Action for M.E. Guideline 034 16 The use of O6assumed in this I Thankyou foryourcomment.
wording should be changed to
illness beliefs and behaviours are NOT an underlying cause of | The committee specifically rejected the assumption that people
M.E./CFS. with ME/CFS have 6abnormal 6 il
an underlying cause of their ME/CFS. Based on the quantitative
and qualitative evidence (evidence reviews G and H) and their
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own experience the committee concluded that CBT as described
in the guideline could be offered where this is appropriate and
chosen by the person with ME/CFS to help them manage their
symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

Action for M.E. Guideline 034 26 The phrase édwork towar ds mean Thankyou foryour comment.

interpretation and should be clarified to ensure no person with

M.E./CFS is pressured to set a goal beyond what they feel are The committee agree that the issue of choice is fundamental to

unmanageable. Our 2019 Big Survey showed that one in five patient care. At start of the guideline the guideline links to the

people who undertook CBT in the last five years experienced NI CE page on O6Making decisions

this. the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and this
applies to all the recommendations in the guideline.

The recommendations include that CBT is a collaborative
intervention and the goals are chosen themselves.

Action for M.E. Guideline 035 3 The Guideline recommends that CBT should: Thank you for your comment.
fexplore their personal me a n i| Based on the quantitative and qualitative evidence (evidence
how this might relate to how | reviewsG andH)and their own experience the committee
concluded that CBT could be offered where this is appropriate

This should be removed as it gives the impression that a and chosen by the person with ME/CFS to help them manage
person with M.E./CFS can reduce their physical symptoms by their symptoms and reduce the distress associated with having a
changing the way they think. chronic illness. The committee concluded it was important to
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Additional wording is needed here to ensure that any
management approach for a co-morbid condition is risk
assessed against the patientd
approach involving increased activity could then lead to post-
exertional symptom exacerbation.

We would like the guideline to acknowledge that for women,
having their period or certain stages of the menstruation cycle
can cause a flare in M.E./CFS symptoms. The common cold
can cause a flare in ME symptoms so it is not always acute
illness.

It should be made clear here that in the case of a relapse, a
person should reduce their activity levels in establishing a new
energy envelope and, in some cases, stop altogether.

This recommendation has been positively received in our 2020
NICE Guideline Survey.

We support this section. It is essential that training be given to
health and social care professionals. The overriding theme in
our 2020 NICE Draft Guideline Survey was that of medical
education and the need for coordinated approaches to health
and social care professionals to educate and inform about

N I C E National Institute for
Health and Care Excellence
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accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

Thank you for your comment.

The first two recommendations in this section advise that when
managing coexisting conditions in people with ME/CFS, the
recommendations in the sections on principles of care for people
with ME/CFS, access to care and energy management should be
taken into account.

The NICE guideline on Multimorbidity linked to in this section
refers to disease burden and for this to be taken into account
when considering the management approach.

Thank you for your comment.

These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment.

The committee agree and have recommend general advice to
reduce or stop activity, rest and reassess energy limits to
stabilise symptoms.

Thank you for your comment.

Thank you for your comment.

The committee agree that all staff delivering care to people with
ME/CFS should have training relevant to their role so they can
provide care in line with the guideline and this is included in the
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changes to the guideline and the risks that have been recommendations in the training for health and social care
evidenced with previously agreed approaches. professionals section of the guideline.

In this survey, over half of respondents (56%) are concerned At start of the guideline the guideline links to the NICE page on
that they are being advised to rely on support from 6Making decisions about your ¢
professionals who have experienced/understanding of of people being involved in making choices about their care and
M.E./CFS'i but this is not their experience. This demonstrates | shared decision making. The importance of choice and person
the need for coordinated efforts to increase understanding centered care is directly reinforced in the guideline sections
among the medical profession. approach to delivering care and assessment and care planning.

It is made clear that the person with ME/CFS is in charge of the
We would also like a recommendation that training is given to aims of their care and support plan.
all disciplines. One respondent to our 2020 NICE Survey said:

AiMany of wus find that detri me
about ME being psychological/psychosocial make it very
difficult to get heard and treated for non-ME health problems

as they often ascribe other symptoms to psychological causes,
are patronising and sometimes insulting in their assumptions,
and most seriously is a real danger of not diagnosing and
treating other conditions. 0

It should be recognised that no amount of training or literature
review by a healthcare professional could compare to the
knowledge a person with M.E./CFS has about his or her own

condition.
Action for M.E. Guideline 040 11 We would like a recommendation that a nationwide information | Thank you for your comment. A nationwide information campaign
campaign is conducted to inform health professionals about is beyond the remit of NICE.

the change in guideline and require new training and
assessment to ensure they are able to support people with
M.E./CFS.
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Del ete 6shoul do. l nsert 6must
Del ete O6shoul dob. l nsert 6must

The definition of activity should include activities of daily living

We would like it to make clear that those with mild M.E./CFS
who are able to work often have to reduce hours in order to
continue employment. Our 2020 Big Survey found that:

1 Only 8% of respondents are in full time work

1 90% of respondents have had to reduce their hours

or stop working altogether

It should be noted that many people with M.E./CFS who work
might have significantly reduced all non-work activities in their
life in order to sustain employment.

The rejection of almost all the current evidence for the
effectiveness and safety of both CBT and GET will lead to
services having no evidence based treatments to provide to
their patients. Since clinical commissioning groups do not fund
services that provide treatments withoEt evidence of efficacy,
this will likely lead to decommissioning of existing services.

This is a remarkable and inexplicable turn-around compared to
the 2007 guideline, which

N I C E National Institute for
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Thank you for your comment.

Must is used in a recommendation when there is a legal duty to
apply a recommendation. This is not the case here and no
changes have been made to the recommendation.

Thank you for your comment.

Must is used in a recommendation when there is a legal duty to
apply a recommendation. This is not the case here and no
changes have been made to the recommendation.

Thank you for your comment.

The definition of activity includes physical activity, the committee
decided not to include examples of any activity (physical,
cognitive, emotional or social) as any list of examples cannot be
exhaustive and there is the risk these are taken as the only
options available.

Thank you for your comment.

To provide clarity about the severity of ME/CFS and symptoms
the definitions of severity have been moved from the terms used
in the guideline to the front of the recommendations. The
introduction to the definitions of severity acknowledges that the
definitions are not clear cut and individual symptoms vary widely
in their severity and people may have some symptoms more
severely than others. It includes that the definitions provide a
guide to the level of impact of symptoms on everyday
functioning.

Thank you for your comment.

CBT

The management sections of the guideline include
recommendations to offer CBT to help people manage their
symptoms and reduce the distress associated with having a
chronic illness and are options for part of the care and support
plan where appropriate and chosen by the person with ME/CFS.

r e ¢ To accompany this the committee have made recommendations
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behavioural therapy (CBT) and/or graded exercise therapy that set out how CBT should be delivered for people with
(GET) should be offered to people with mild or moderate ME/CFS. See evidence reviews G and H for the evidence and

CFS/ME and provided to those who choose these approaches, | the committee discussion on these recommendations.
because currently these are the interventions for which there is

the clearest resear ch teattimd ¢the ¢ GET

research evidence supporting these treatments has grown

considerably. Evidence reviews G and H describe the quantitative and the
Would NICE please explain why a greater body of evidence qualitative evidence for graded exercise therapy and includes the
has led to a reversal of a recommendation that was supported | committee discussion The committee discussed this evidence

by less evidence back in 2007? with the findings from the review on access to care (report C),

diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
qualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)

The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
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This guideline will provide only limited useful guidance to
clinicians on effective management of patients with CFS/ME

This guideline fails to emphasise a rehabilitative management
approach using evidence based treatments to improve
symptoms, improve function, promote recovery, and lessen
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result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G. The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.

Based on the evidence mentioned above and their own
experience the committee concluded that it was important that a
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
The committee recognised there are people with ME/CFS that
may feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed that it was
important that people are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.
Thank you for your comment.

The committee have taken into account the comments from
stakeholders and have made changes to the guideline and hope
these will provide further support on the management of people
with ME/CFS.

Thank you for your comment.

The committee disagrees that the guideline focuses on passive
supportive care and an acceptance of chronicity and disability.
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Comments

debility/disability, but instead focuses on passive supportive
care and an acceptance of chronicity and disability.

We believe that the general effect of this guideline will be to
maintain disability, increase the duration of illness, reduce
hope of recovery, and lead to decommissioning of existing
specialist services.

The document 6The principle
NI CE guidance and standards
standards are underpinned by evidence that is relevant,

reliable and robust, recognising the hierarchies of evidence.

S
0

Devel operds response

Throughout the guideline the committee have
emphasised the importance of
needs and wishes, the need to be holistic and to listening to and
understanding the patientds p
recommendations in this guideline are based on this focus and in
addition the committee have edited the management plan to
6care and support plané in |i
plans https://www.england.nhs.uk/ourwork/patient-
participation/patient-centred/planning/.). This further supports the
guidelinebés emphasis upon bei
and wishes and adopting a holistic approach. The personalised
care and supportplansupport s t he personés
management of their health and well-being within the context of
their whole life and family situation.

Thank you for your comment.

When developing the guideline the committee was mindful of the
importance of developing a guideline for all people with ME/CFS.
Throughout the process the committee recognised the difficulty
in finding the balance to reflect the variation in the impact and
severity of symptoms that people with ME/CFS experience while
acknowledging the substantial incapacity that some people have
as a result of ME/CFS. After taking into consideration the
comments from stakeholders about the negative tone of the
guideline the committee reviewed all the recommendations and
edited those they agreed had a negative tone. These
recommendations now better reflect all people with ME/CFS (for
example, recommendation 1.1.1) and the long term outlook (see
recommendation 1.6.4) with particular reference to children and
young people (see recommendation 1.6.5.)

Thank you for your comment.

As you note all NICE guidelines follow the process for evidence
synthesis set out in Developing NICE guidelines: the manual.
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By disregarding and omitting evidence, introducing arbitrary
criteria to re-evaluate published data in post hoc fashion, and
putting disproportionate weight on anecdotal evidence,
surveys and some qualitative research, NICE will forfeit much
credibility in the development of this specific guideline and in
the development of guidelines generally.

Devel operds response

This guideline was no exception. Reviews are underpinned by
protocols, these are developed and agreed by the guideline
committee and set out the approach for the evidence synthesis
before the data is collected. No evidence that met the protocols
was disregarded or omitted from the guideline. The process for
quality rating used in NICE guidance is an internationally agreed
process and it is not unusual for evidence to be graded as low or
very low quality. This does not mean it cannot be used to make
recommendations but affects the strength of recommendations.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will take into account many
factors including the types of evidence, the strength and quality
of the evidence, the trade-off between benefits and harms,
economic considerations, resource impact and clinical and
patient experience, equality considerations. (See Developing
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NICE guidelines: the manual, section 9.1 for further details on
how recommendations are developed).

Barts Health Guideline General General Qualitative Thank you for your comment and two testimonies.
NHS Trust We believe that the patient feedback has been unbalanced,
which may reflect that recovered patients are not so well Underrepresentation from patients who have recovered from

represented as patients who are sadly still unwell. We provide | ME/CFS
two anonymous testimonies from two of our ex-patients, who The committee membership had a broad range of professional
both received GET (and CBT) with good effect, in order to help | and personal knowledge about the different experiences of

the committee redress this balance. people with ME/CFS and this was discussed and considered at
all stages of the decision making.

P1 ATo Whom it May Concern It is true that there is little representation in the literature of
people who have recovered from ME/CFS and the committee

Sadly because of the vitriol targeted at patients in the past | hope that where this can be published it will be as this can only

request that my feedback remains anonymous. further inform the care and support of people with ME/CFS.

Having lived with M.E. for almost 20 years | was privileged to
be referred to Barts Specialist CFS/M.E. service. My diagnosis
was confirmed and | was referred for Graded Exercise
Therapy which was life changing. Instead of having regular
and repeated relapses which | battled through | was eventually
able to return to full function without fear of relapse. It was a
truly person centred approach which enabled a relationship of
engagement and trust for which | am truly grateful.

If | could had the management 20 years earlier my life during
those years would have been significantly different avoiding
weeks, sometimes months off w

P2 ACFS/ ME affects every indi
experience.
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When | first developed what was subsequently diagnosed as
CFS/ME in 2012, the most worrying symptom for me was brain
fog. At the time, | was a [deleted to maintain anonymity]. The
effects of brain fog (combined with severe muscle pain,
migraines and debilitating fatigue) were devastating. | was my
f ami | y éwsnnebane lavds no longer able to work. At my
worst, | lost the ability to string a sentence together. | was not
capable of writing a shopping list let alone, what | was paid to
do, a business strategy.

However, there was help available at the time from a specialist
team at Barts Hospital. | credit the members of this team 1
together with my own determination to get well 7 with my
recovery. Today, Il dm abl e to
full-time work, albeit not now as a manager. But my brain and
body work again. | can both earn a living and enjoy my life.

Why do | think the way my case was handled at Barts was
successful?

First, | was put through a series of tests, building on what my
excellent GP had started, to make sure any obvious physical
conditions could be ruled out. That seemed sensible to me.
One should not underestimate the positivity that negative
results bring the patient. Next, | had a 2-hour session with a
psychiatrist who established | was not depressed and so my
symptoms where not a reflection of clinical depression. This
was also a huge relief. It was a logical start to a resolving a
problem. Through a process of exclusion, it meant the medical
professionals and | could all now concentrate on my recovery
from CFS/ME.
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The next thing that happened was a consultation with a
physiotherapist, trained to work with CFS/ME patients. | cannot
describe the relief, to someone who was feeling so ill,
confused and frightened at the time, of having a clear GET
programme set out for me, with simple goals that seemed to
be, and were, achievable. When you feel so ill that nothing
seems achievable, GET is powerful. GET proved to me | could
start to regain control of my body and, by extension, my life.

After several mont hs of GET,
about CBT but these sessions taught me to think in a different
way. There was, and remains for me, benefit in CBT exercises
and mindfulness. Building on the GET that had helped me to

get stronger physically, they helped me get stronger mentally.

Today, | rarely have relapses but pandemic-related anxiety
[deleted to maintain anonymity] has caused me to be slightly
unwell again. When this happens, the first thing | do is go back
to the calm, logical GET principles, together with some
mindfulness, and build myself back to health.

This is just my personal experience and my opinion. But,
reverting to what | said at t
experience of CFS/ME is slightly different, it is illogical to
dismiss tried-and-tested techniques that clearly help some
patients, myself included, and are also entirely safe
interventions. (We are not talking about medication or surgery,
for example.) | applaud any research into this horrible
condition and welcome any breakthroughs. But let us not throw
babies out with the bathwater
Barts Health Guideline 004 7-12 AME/ CFSé. can have a signif i ca Thankyouforyourcomment.
NHS Trust their families and carersd) ¢
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of daily living, family life, social life, emotional wellbeing, work
and education
A af f ect ondifarently apd earies widely in severity i
in its most severe form it can lead to substantial incapacity
(see recommendations 11 1. 1.8
We entirely agree with these statements about the debilitating
effects of this illness on patients, their| i v e s, and t
lives, which we have seen repeatedly over many years of
clinical practice.
freduced ability or inability to speak or swallow
gastrointestinal difficulties such as nausea, incontinence,
constipation and bloating

neurol ogical sympt omsotlseuch
visual di sorder s, di zzinesso

The presence of these symptoms and signs should cause a
clinician to question the diagnosis, since the majority of these
are not related to a diagnosis of CFS/ME.

ithe person has had alims(seelox1)h
for a minimum of 6 weeks in adults and 4 weeks in children

and young peopl eo
Contrary to the committeeds a
unusual to have persistent 0k

following acute illness, including viral illness, e.g. glandular
fever, Covid 19. However, the large majority of people who
have symptoms 6 weeks after an infection have recovered by
six months without any intervention. This time-scale is too
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Thank you for your comment.

This recommendation raises awareness about the symptoms
people with severe or very ME/CFS may experience and not the
symptoms for diagnosis.

Taking into account the range of stakeholder comments about
the location in the guideline of this section the committee have
revised the structure of the guideline highlighting the special
considerations of people with severe and very severe ME/CFS in
an individual section. In response to your comment this now
means that the criteria for suspecting and diagnosing ME/CFS
precedes this recommendation providing clarity about the
symptoms that are related to a diagnosis of ME/CFS.

Thank you for your comment.

The period of a minimum of 4 and 6 weeks is to alert clinicians to
the possibility of ME/CFS. Based on the qualitative evidence and
their experience the committee agreed it is important that people
with this combination of symptoms at this point are given advice
that may prevent them getting worse. In summary it would be
unusual for an acute illness, including a viral illness to persist
longer than this with all the symptoms. The committee
emphasised it is the combination and interaction of the
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short to tell patients that they may have an illness with little or symptoms that is critical in distinguishing ME/CFS from other
no chance of recovery, according to this guideline. conditions and illness. See Evidence review D- for the evidence
and committee discussion.

However after considering the stakeholder comments the
committee agreed to make some edits to the recommendations
on suspecting and diagnosing ME/CFS and hope this has
addressed your points and added some clarity for readers. In
summary the edits to the points you make are:

T 6Provisional é diagnosis has
reasons:

0 The committee agreed theter m 6 pr ovi si
di agnosi sbé6 was confusing
results of any assessments to exclude other
conditions before diagnosis at 3 months. This
section now focus solely on suspecting ME/CFS.
Diagnosis is now introduced at 3 months.

o0 The risks of early diagnostic labelling, the
committee agreed that people with suspected
ME/CFS could be give advice without the need to
be told they have a provisional diagnosis.

1 Further investigation/differential diagnoses. The committee
agree it is important to exclude other diagnoses and
recommended that where ME/CFS is suspected
investigations should be carried out to exclude other
diagnoses. After considering the stakeholder comments
about the lack of prominence and clarity around the
exclusion of other diagnoses the committee have added
examples of investigations to be done when suspecting
ME/CFS and have added that ME/CFS should be suspected
i f the 6symptoms are not ex

Barts Health Guideline 008 Box 1 ADebilitating fatigability, , d Thankyouforyourcomment.
NHS Trust

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

47 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response
Although fatigability is a feature of this illness, surely the After taking into consideration the comments made by
primary symptom is fatigue and should be listed as such in stakeholders about the potential for misunderstanding the
making a diagnosis? committee agreed to change fatigability. This has been edited to

be more descriptive of the fatigue experienced by people with
ME / C FDebhilitating fatigue that is worsened by activity, is not
caused by excessive cognitive, physical, emotional or social

exertion and is not s iTheconimiteea n
hope this has added some clarity for readers.
Barts Health Guideline 008 8 Aipsychol ogical wedl | bei ng as s e Thankyou foryourcomment.
NHS Trust We are not aware of such an assessment, apart from that The committee agree at this stage the person has not been
done by Psychological Well-being Practitioners in IAPT diagnosed with ME/CFS or any other condition and as you
services. Is NICE suggesting that IAPT services provide this comment it is important to investigate the possibility of other
for patients? diagnosis and co-existing conditions. The committee note the
In view of the commonest alternative diagnoses being mood assessment recommended describes the routine examinations
and anxiety disorders and in view of the commonest and assessments when a patient has an undiagnosed illness. To
comorbidities being the same, can NICE explain how such an clarify this the recommendation has been edited from
assessment will capture these important conditions? This is 6comprehensive clinical histor

particularly the case when depression is only mentioned once (including relevant symptoms and history, comorbidities, overall
in the guideline and anxiety disorders are not mentioned at all. | physical and mental health).
The only possible risk of premature death is by suicide; will this

assessment include a risk assessment for suicide? In addition psychological wel/l
assessment of the impact of symptoms on psychological and
social wellbeingd to clarify t
Barts Health Guideline 009 Box 1 Aféslurred copkesho®, di sor i ent| Thankyou foryour comment.
NHS Trust These are symptoms that are not part of this iliness, and These have been removed.

should lead to the assessing clinician seeking alternative
diagnoses, such as a neurological or neuropsychiatric

disorders.
Barts Health Guideline 010 17-19 fnot to use more energy than they perceive they have 1 they Thank you for your comment.
NHS Trust should plan their daily activity to stay within their energy After considering the stakeholder comments the committee

envel ope and not push t hr ough agreedthatthis conceptand energy envelope* might not always
Where is the research evidence for such a recommendation? be appropriate when suspecting ME/CFS. They acknowledged
Do NICE believe that such advice, which we believe will that some people with suspected ME/CFS may not be diagnosed
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maintain both disability and duration of ill health, should be
given in the absence of any significant research evidence of

ef ficacy? Has dpyrsgecifg nedieahmeaning p
or definition?

fDiscuss with people with ME/CFS the principles of energy
management, its role in supporting them to live with their

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
with ME/CFS and information on energy limits* may not be
helpful. The committee amended the recommendation to advise
people to manage their daily activity and not push through
symptoms.

*After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit energy envelope to use energy limits.
There is a definition of energy limits in the terms used in the
guideline.

Re energy management

Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

The energy management section of the guideline provides
information on the principles of energy management and is clear
that it includes all types of activity (cognitive, physical, emotional
and social) and takes into account their overall level of activity.
Energy management uses a patient led approach that is flexible
and tailored, so that activity is never automatically increased but
is maintained or adjusted (upwards after a period of stability or
downwards when symptoms are worse). (See Evidence review G
for the committee discussion on self-management strategies).

Thank you for your comment.
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symptoms, the potential benefits and risks and what they Energy management
should expect. 0 Based on the evidence about the lack of information and support
What does NI CE mean by O&6pr i nc peoplewith ME/CFS reportin managing their symptoms
This engineering concept does not have much scientific (Evidence review A) and their experience the committee
validity in human biology and appears to be used here as concluded that people with ME/CFS should have access to
pseudo medical term. How does NICE expect clinicians to personalised advice as part of their care and support plan that
explain fithe potential benefi supportsthem tolearnto use the amount of energy they have
no evidence to advise them? The only large trial of such an while reducing their risk of post-exertional malaise or worsening
approach showed that adaptive pacing therapy, based on the their symptoms by exceeding their limits.
principles of energy management and supported by up to 15 This section of the guideline provides information on the
sessions from an occupational therapist, was no more effective | principles of energy management and is clear that it includes all
than specialist medical care, and, if anything, exacerbated types of activity (cognitive, physical, emotional and social) and
physical disability (White et al, 2011, takes into account their overall level of activity. Energy
https://doi.org/10.1016/S0140-6736(11)60096-2, Dougall et al, | management uses a patient led approach that is flexible and
2014, https://doi.org/10.1016/j.jpsychores.2014.04.002). tailored, so that activity is never automatically increased but is

maintained or adjusted (upwards after a period of stability or
downwards when symptoms are worse). (See Evidence review G
for the committee discussion on self-management strategies).
Whereas Adaptive Pacing Theory focuses on physical activity
and the aim is to maximise what can be done on the one hand
but to limit activity related exacerbations of symptoms on the
other. With reference to the PACE trial the committee concluded
that the study population was indirect and it was not clear if
people had PEM, so may not reflect the population as set out by
this guideline in the criteria for suspecting ME/CFS.

Barts Health Guideline 024 4-5 fBe aware there is no current treatment or cure (non- Thank you for your comment.

NHS Trust phar macol ogi cal or phar mac ol g After considering the stakeholder comments on the wording
This is a very strange statement. Firstly, it is not true, since 6treatment or cure for ME/ CFS®
there are two non-pharmacological treatments with good the word 6treat ment 6 fsrtocamoidarly e s
evidence of efficacy in patients with CFS/ME. Secondly, why misinterpretation with the availability of treatments for the
use the word Acureo, when it | symptommanagementfor people with ME/CFS.

NICE guidelines for other chronic conditions?
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Does NICE agree that such a statement is not only inaccurate, | Cure

but will remove all hope of recovery in patients with CFS/ME? Their discussion of how the evidence informed the

Primum non nocere. recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. The rationale for this
recommendation outlines that the committee agreed it was
important to raise awareness about the claims that have been
made about cures for ME/CFS and that there is often a financial
cost to people with ME/CFS when they pursue these. While the
committee agree there are peoplewhor ecover ther
currently a cure for ME/CFS.

Barts Health Guideline 025 18-20 freduce activity as the first step Thank you for your comment.

NHS Trust Aplan periods of rest and activity, and incorporate the need for
preeempti ve resto After considering the stakeholder comments this bullet point has
Would NICE advise where clinicians can access research been edited to, agree a sustainable level of activity as the first
evidence for always reducing step, which may mean reducing
efficacegmpfi ipreest o? The committee agreed that rest was an important part of
We already know that there are two, probably three, managing activity in people with ME/CFS. The role of rest and
identifiable patterns of physical activity in patients with sleep are further addressed in section 1.12 and the rationale
CFS/ME (van der Werf et al, 2000, provides further information on this.

https://doi.org/10.1016/S0022-3999(00)00197-5; King E et al
2020, https://doi.org/10.1016/j.jpsychores.2020.110154).
Would NICE please advise how this advice applies to all of
these patterns of activity? Is it really a good idea to reduce
activity in those who are already inactive all the time?

Barts Health Guideline 025 25-26 fAdvise people with ME/CFS to reduce their activity if Thank you for your comment.
NHS Trust increasing it triggers symptoms, or if they have fluctuations in
their daily energy |l evels. o After considering the stakeholder comments this has been edited

Would NICE please provide the research evidence to support to, 6 Advise people with -udEahdCF S
this advice? If it is solely based on the experience of the
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committee and patient group surveys, rather than research,
why is this advice so strongly recommended in a NICE
guideline? In fact, recommendations in the guidelines appear
to be weighted more toward selected experiential and
gualitative surveys rather than evidential research.

fDo not advise people with ME/CFS to undertake unstructured
exercise that is not part of a supervised programme, such as
telling them to go to the gym or exercise more, because this
may worsen their symptoms. o
We entirely agree with this sensible advice, and suspect that
this is one of the reasons for the sometimes negative view of
GET held by some patients. i.e. that they thought they were
receiving GET when they were not. (Gladwell PW et al, 2014,
https://doi.org/10.3109/09638288.2013.797508)

Do not offer people with ME//!
activity or exercise programmes i this includes programmes
devel oped for healthy peopl e
We entirely agree that it is not safe to simply encourage

patients to undertake a programme of exercise or physical
activity that might be designed for a healthy person.

ifiDo not offer people with ME/
A any therapy based on physic
treat ment or cure for ME/ CFSO

Why is NICE giving such advice when it flies against the clear
evidence of benefit for GET as a treatment for this illness?
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relapses (see the section on managing flare-ups in symptoms
and relapse). 0

Thank you for your comment.

Thank you for your comment.

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
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guantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Evidence reviews G and H describe the quantitative and the
qualitative evidence for graded exercise therapy and includes the
committee discussion The committee discussed this evidence
with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
gualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)
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iDo not offer people with ME/
on fixed incremental increases in physical activity or exercise,
for example graded exercise t
We entirely agree that patients should not be offered a
Aprogramme based on fixed
activity or exerciseo. But
an example of such a programme is graded exercise therapy.
As available manuals, leaflets, and papers make clear, GET is
a mutually agreed programme of exercise, designed for each
individual patient, which starts with stabilisation of physical
activity, before mutually agreeing small increments in the time

i nc
it
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The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G.

. The committee recommended that physical activity or exercise
programmes that are based on deconditioning and exercise
avoidance theories of ME/CFS, or that use fixed incremental
increases in physical activity or exercise, should not be offered to
people with ME/CFS.

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
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a patient is physically active, with adaptations of the therapy guantitative and qualitative evidence, calls for evidence for
that depend on symptoms. It is not fixed. unpublished evidence, expert testimonies, and two
Do NI CE agree that this i s a |commissionedreportsfocusingon people with ME/CFS that
should be removed. were identified as underrepresented in the literature. As with all

NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Evidence reviews G and H describe the quantitative and the
qualitative evidence for graded exercise therapy and includes the
committee discussion The committee discussed this evidence
with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
gualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)
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ifiDo not offer people with ME/
exercise programmes that are based on deconditioning as the
cause of ME/ CFSO

We are not aware of any studies or reviews that suggest that
deconditioning is a cause of ME/CFS. Again this is a straw
man fallacy. There was one early trial of GET designed as a
simple training programme, which involved a high initial
intensity of exercise, with consequent significant number of
patients dropping out of treatment (Wearden AJ, et al 1998,
https://doi.org/10.1192/bjp.172.6.485). But these authors did
not suggest that deconditioning was a cause. We now know
that GET does not work by improving physical conditioning
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The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G. The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.

Thank you for your comment.

The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS.These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
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(Chalder et al, http://dx.doi.org/10.1016/S2215-
0366(14)00145-X) and GET is not designed as a physical
training programme. Such therapies do not have high numbers
of patients withdrawing from treatment.

Would NICE agree that this false suggestion should be
removed from the guideline?

fil. Which areas will have the biggest impact on practice
and be challenging to implement? Please say for whom and
why. o

This draft guideline means that NHS services would be unable
to provide one of the two most evidence based treatments for
CFS/ME (graded exercise therapy GET) and only able to
provide the second evidence based treatment, cognitive
behaviour therapy (CBT), for the relief of distress, and not as a
treatment for CFS/ME. This would mean that NHS specialist
services would be unable to provide any evidence based
treatments, since self-management based on energy
management, which this guideline recommends instead, is not
an evidence based treatment. The first likely consequence
would be that physiotherapists and clinical psychologists would
leave the current CFS/ME services to move to other services
where they would be able to practise normally and provide
these treatments, such as chronic pain services (see current
draft NICE guideline for chronic pain) or other rehabilitation
based services
second likely consequence would be the closure of NHS

su€Cbvadotbherme
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exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G.6The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.

Thank you for your comment.

The committee have revised the wording of their
recommendations so that they are less negative regarding CBT
and are not restricted to the relief of psychological distress.
However, they continue to emphasise the need for patients and
clinicians to be informed about the limitations of this therapy for
people with ME/CFS. We anticipate there might be a reduced
demand for CBT, but it remains an important part of
management that many people with ME/CFS will benefit from.

The committee assert that this guideline is based on the broad
evidence base and are confident that commissioners will
demand these services.
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services for CFS/ME since clinical commissioning groups will
not fund services that do not provide evidence based services.
1.6. 4 Repl ace édmedical condi

Having done this myself, in the past, | just want to say that we
appreciate the hard work which has gone into producing this
guideline by the group, and the team behind them.

We appreciate too the efforts which have gone in to change the
tone of these guidelines and the removal of the
recommendation of GET
CFs.

We do, however, have concerns still about key areas we feel
have still not been appropriately addressed to accurately
recognise and reflect the serious neurological diseases of ME
and CFS. We hope that you will understand our comments
below are constructive feedback, to help create the constructive
guidance needed for the acknowledgement, diagnosis,
management and implementation of these guidelines for people
with neurological ME and CFS.

Why is there no introduction about ME? No mention of the
numbers of people with ME and CFS in the UK nor that 25% of
people with ME and CFS are severely/very severely affected.

Why is the fact that ME and CFS are classified as neurological
diseases under WHO G93.3 in both ICD 10 and ICD11, and are
acknowledged as such by the Dept of Health, not included in the
guideline?

and CB’

N I C E National Institute for
Health and Care Excellence
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Thank you for your comment.

There is controversy over the terms used to describe ME/CFS
and this is reflected in the stakeholder comments. After
discussing in detail the wording of this recommendation the
committee agreed not to change condition for disease.

Thank you for your comments.

Thank you for your comment.

The introduction section has been replaced with the context
section at the back of the guideline and includes this information.
The text O6Myalgic encephal omye
of the nervous system in the SNOMED-CT UK and ICD10

(G93.3) has been added to the context.
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Putting this statement in, is not stating the opinion of the group,
but simply stating the facts that WHO and the Dept of Health
classify ME and CFS as neurological diseases. Inclusion of this
statement in the guideline would go a long way to give clarity to
those who will refer to this guideline and help to dismiss the
erroneous myths around these diseases which have not been
acknowledged and managed appropriately for decades.

We strongly believe the below paragraph drafted by Forward
ME should be included:

AME/ CFS is a recognised
WHO ICD10 G93.3. This classification is also recognised by the
Department of Health and Social Care. It is also recognised as
a disease by all of

We do not agree with the term ME/CFS as we believe ME and
CFS to be 2 separate illness which share similar symptomology,
just as long Covid now shares similar symptomology with ME
and CFS, and may now either develop into ME or CFS, or
become part of the post-viral illness group which shares similar
symptomology.

When we attended the consultation events prior to the setting
up of the group overwhelmingly it was agreed that it should be
ME and/or CFS in the document and not ME/CFS.
Encephalopathy is not recognised by WHO.

neur

the US au
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Thank you for your comment.

The committee agree that none of the currently available terms
are entirely satisfactory. The rationale for using ME/CFS was
initially set out in the scope for the guideline, 6 Thi s gui d
scope uses OME/ CFS6 but this i
particular definition of this illness, which has been described

using many different namesdé a n dreaddressed in the context
section of the guideline, 6 The t er ms ME, CFS,
ME/CFS have all been used for this condition and are not clearly
defined. There is little pathological evidence of brain

inflammation, which makes the term 'myalgic encephalomyelitis'
problematic. Many people with ME/CFS consider the name
‘chronic fatigue syndrome' too broad, simplistic and judgemental.
For consistency, the abbreviation ME/CFS is used in this
guidel ine. d
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Why is there no list of exclusionary tests and alternative
diagnoses as in the previous guideline? These are helpful
signposts for doctors when making a diagnosis and creating a
baseline of levels for when reviews are taking place.

| still strongly believe that Ferritin should be added to the
previous list as many people can have a low ferritin level whilst
also displaying a normal/near normal blood picture, a low iron
level is easily manageable and could stop someone being sent
down a diagnosis and management pathway which is
unnecessary.

We support the guideline withdrawing the recommendation of

GET and CBT as 0t r eatiieastaement
must now be made stating that these can potentially cause

harm, and NICE in no way reco
We are concerned though that exercise is still included with the

support of Oappropriately ¢tr

still be misinterpreted and lead to exercise programmes which

go beyond the anaerobic threshold and cause an exacerbation

of symptoms and worsening of condition.

We fully support the need to include the list of physiological
effects of exertion in these guidelines as in the evidence
provided by Physios for ME.

iWe were disappointed to see
effects of exertion in the review. We feel it is essential for health
professionals working with people with ME/CFS to have

National Institute for
Health and Care Excellence

NICE
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The text O6Myal gic enc e pderaliseases €
of the nervous system in the SNOMED-CT UK and ICD10

(G93.3) has been added to the context.

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of carrying out investigations to exclude other
diagnoses. The committee have now included examples of
investigations that might be carried out. The examples are not
intended to be an exhaustive list and the committee note that any
decision to carry out investigations is not limited to this list. They
emphasise the importance of using clinical judgment when
deciding on additional investigations.

Thank you for your comment.

GET

Thank you for your comment.

The guideline includes a definition of post exertional malaise and
describes the impact of activity on people with ME/CFS.
Exploring the specific physiological effects of exertion was not
prioritised by stakeholders during the development of the scope
or by the committee when finalising the evidence review
guestions. As such evidence on the physiological effects of
exertion has not been searched for or reviewed and the
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knowledge of the physiological processes that occur during
over-exertion.

Research has shown that exercise in people with ME leads to
abnormal physiological responses

including:

1. reduced maximum heart rate 1-3

2. reduced maximum oxygen consumption 3-5

3. reduced cardiac output 1,2,6

4. insufficient blood pressure increase on exertion 4,7

5. decreased capacity to use oxygen 1

6. anaerobic threshold and maximum exercise are reached at
much lower oxygen

Capacity 3,8

7. exhaustion reached more rapidly and accompanied by
relatively reduced intracellular

concentrations of ATP 9

8. increased intracellular acidosis in exercising muscles and
reduced post-exercise

recovery from acidosis 10,11

9. activation and worsening of symptoms which can be
immediate or delayed by several

days 12, 13

10. when exercise is repeated the next day, abnormalities are
more severe 14

11. decreased cognitive functioning and prolonged reaction time
15

12. prolonged recovery period: usually 24 hours, often 48 but
can last days, weeks or

cause a relapse 1,14,16

1. De Becker P, Roeykens J, Reynders M, et al. Exercise
capacity in chronic fatigue syndrome. Arch Intern Med

N I C E National Institute for
Health and Care Excellence
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committee were unable to make any recommendations on this
topic.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

61 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response
2000;160:3270-77. [PMID: 11088089]

2. Inbar O, Dlin R, Rotstein A, Whipp BJ. Physiological
responses to incremental exercise in patients with chronic
fatigue syndrome. Med Sci Sports Exerc 2001; 33: 1463-70.
[PMID: 11528333]

3. Jones DE, Hollingsworth KG, Jakovljevic DG, Fattakhova G,
Pairman J, Blamire AM, Trenell MI, Newton JL. Loss of capacity
to recover from acidosis on repeat exercise in chronic fatigue
syndrome: a case-control study. Eur J Clin Invest 2012; 42: 186-
94.. [PMID: 21749371]

4. Farquhar WB, Hunt BE, Taylor JA, Darling SE, Freeman R.
Blood volume and its relation to peak O2 consumption and
physical activity in patients with chronic fatigue. Am J Physiol
Heart Circ Physiol 2002; 282: H66-71. [PMID: 11748048]

5. Jammes Y, Steinberg JG, Mambrini O, Brégeon F, Delliaux
S. Chronic fatigue syndrome: assessment of increased
oxidative stress and altered muscle excitability in response to
incremental exercise. J Intern Med 2005; 257: 299-310. [PMID:
15715687]

6. Peckerman A, La Manca JJ, Dahl KA, Chemitiganti R,
Qureishi B, Natelson BH. Abnormal impedance cardiography
predicts symptom severity in chronic fatigue syndrome. Am J
Med Sci 2003; 326: 55-60. [PMID: 12920435]

7. Streeten DH. Role of impaired lower-limb venous innervation
in the pathogenesis of the chronic fatigue syndrome. Am J Med
Sci 2001;321:163-7.
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8. Vermeulen RCW, Kurk RM, Visser FC, Sluiter W, Scholte HR.
Patients with chronic fatigue syndrome performed worse than
controls in a controlled repeated exercise study despite a
normal oxidative phosphorylation capacity. J Transl Med 2010;
8: 93. [PMID: 20937116]

9. Wong R, Lopaschuk G, Zhu G, Walker D, Catellier D, Burton
D, Teo K, Collins-Nakai R, Montague T. Skeletal muscle
metabolism in the chronic fatigue syndrome. In vivo assessment
by 31P nuclear magnetic resonance spectroscopy. Chest. 1992;
102: 1716-22. [PMID: 1446478]

10. Chaudhuri A, Behan PO. In vivo magnetic resonance
spectroscopy in chronic fatigue syndrome. Prostaglandins
Leukot Essent Fatty Acids. 2004; 71: 181-3. [PMID: 15253888]

11. Jones DE, Hollingsworth KG, Taylor R, Blamire AM, Newton
JL. Abnormalities in pH handling by peripheral muscle and
potential regulation by the autonomic nervous system in chronic
fatigue syndrome. J Intern Med 2010; 267: 394-401. [PMID:
20433583]

12. Yoshiuchi K, Farkas |, Natelson BH. Patients with chronic
fatigue syndrome have reduced absolute cortical blood flow.
Clin Physiol Funct Imaging 2006; 26: 83-6. [PMID: 16494597]

13. VanNess JM, Stevens SR, Bateman L, Stiles TL, Snell CR.
Postexertional malaise in women with chronic fatigue
syndrome. J Womens Health (Larchmt) 2010; 19: 239-244.
[PMID: 20095909]

14. Van Oosterwijck J, Nijs J, Meeus M, Lefever |, Huybrechts
L, et al. Pain inhibition and postexertional malaise in myalgic
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encephalomyelitis/chronic fatigue syndrome; an experimental
study. J Intern Med 2010; 268: 265-78. [PMID: 20412374]

15. La Manca JJ, Sisto SA, DelLuca J, Johnson SK, Lange G,
Pareja J, Cook S, Natelson BH. Influence of exhaustive
treadmill exercise on cognitive functioning in chronic fatigue
syndrome. Am J Med 1998; 105: 59S-65S. [PMID: 9790484]

16. VanNess JM, Snell CR, Stevens SR. Diminished
cardiopulmonary capacity during postexertional malaise. J
Chronic Fatigue Syndr 2007; 14: 77-8 5 . 0

Whilst we appreciate there are multiple references to specialist
teams in ME and CFS, we must recognise that there is a dearth
of specialist teams around the country, and many of these are
set up to provide harmful GET and illness beliefs CBT, and often
run by psychiatrists/psychologist/OTs.

There is a real genuine concern at the lack of people trained
and knowledgeable in neurological ME and CFS. Training and
setting up of specialist clinics, providing appropriate care, is
urgently needed, especially as numbers are now likely to
increase with the addition of long-covid. These clinics also need
to provide ongoing care, review and management particularly
for the severely/very severely affected and those with co-morbid
conditions.

A recommendation is needed that specialist multi-disciplinary
teams should be urgently set up and to include specialist
doctors, nurses, OTs, dieticians, paediatric services and
domiciliary services, and should include staff specialised in
severe ME, and all staff should be appropriately trained in

N I C E National Institute for
Health and Care Excellence
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Devel operds response

Thank you for your comment. The committee agree that there is
variation in the delivery of some of the recommended services
across the NHS and there are areas that may need support and
investment, such as training costs, to implement some
recommendations in the guideline.

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Commissioners are listed as one of the groups that the guideline
is for and the committee hope that new guideline will be taken
into account when commissioning services for people with
ME/CFS.
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neurological ME and CFS and the clinics provide diagnosis,
management and ongoing review and management.

Although this guideline has tried to improve the tone around ME
and CFS, and no longer recommends GET and CBT as
treatments, and we welcome this, we still have many concerns
around diagnosis and how these guidelines could be
interpreted, and misinterpreted, and safeguards must be put in
place to ensure that this does not happen. | was assured that
this would happen with the last guidelines and it did not.

Which areas will have the biggest impact:

1. A dearth of specialist services and appropriately
trained HCPs in neurological ME and CFS.

2. Not having correctly trained HCPs who are
knowledgeable and understanding of neurological ME
and CFS, and the impact of these diseases, will mean
implementation of these guidelines will be more
difficult, until correct and appropriate medical training
is implemented at medical school and throughout.
Until this is done, and many HCPs misconceptions of
ME and CFS, and the erroneous myths around them,
are dispelled and addressed, then they will continue to
perpetuate, and therefore will still lead to misdiagnosis,
mismanagement, and poor and inappropriate patient
care.

3. One of the biggest failures of the document is the
section on suspecting ME and CFS and diagnosis. We
do understand the need for wide referral criteria, to

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comments.

1 and 2. Training

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

3.Suspecting and diagnosing ME/CFS

The committeebds discussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. For more detail on the
committee discussion about the IOM criteria see Evidence
review D-Diagnosis.

The committee agree these symptoms in the criteria are seen in
other conditions particularly fatigue, but note it is the combination
and the interaction of the symptoms, particularly with the addition
of PEM, that are important in the diagnosis of ME/CFS. The
committee note all 4 key criteria needing to be present is stricter
than the previous CFS/ME NICE guideline.

4. Misdiagnosis

Throughout the guideline the committee have recommended the
importance of carrying out

investigations to exclude and identify other diagnoses. The
committee have now included examples of investigations that
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catch many, but this is far too wide and is likely to catch
anyone with fatigue as a symptom.

Once at a specialist clinic/GP specialist, narrower diagnostic
criteria must be used to create homogenous groups of people,
especially as there is no diagnostic test, ie Fukuda 1994 for CFS
and ICC 2011 for ME.

We truly fear that the use of IOM for diagnosis will create such
a heterogeneous group that it will prove difficult for people to be
diagnosed and managed correctly; people with other conditions
will not be investigated sufficiently, and just get labelled as ME
or CFS, and time-sensitive conditions may be missed, and/or
co-morbid diagnoses may be missed.

The IOM criteria are neither helpful, nor descriptive, of ME and
CFS and how severe, multi-system, multi-organ diseases they
can become. It demeans these diseases again to just be fatigue
syndromes, and they are so much more, the IOM does not
recognise the debilitating neurological disease we all know them
to be.

The IOM is not helpful for either diagnosis nor research into ME
or CFS. These are serious multi-system, multi-organ diseases
and should not be demeaned, and dumbed down, all the time to
fatigue, just because, presently, science has not found the
cause, or fully understands these diseases. They will never be
taken seriously, as they deserve to be, until the medical world
and the government documentation, takes them seriously, and
unfortunately this is yet another failure to do so.

4. A lack of list of basic tests and exclusionary tests,
along with the use of IOM criteria could lead to a rise

N I C E National Institute for
Health and Care Excellence
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Devel operds response
might be carried out. The examples are not intended to be an
exhaustive list and the committee note that any decision to carry
out investigations is not limited to this list. They emphasise the
importance of using clinical judgment when deciding on
additional investigations.

5. Introduction

The introduction section has been replaced with the context
section at the back of the guideline and includes this information.
The text OMyalgic encephal omye
of the nervous system in the SNOMED-CT UK and ICD10

(G93.3) has been added to the context.

6. Prognosis
This is addressed in the information and support section of the
guideline.

7. Complications of ME/CFS

This was not included within the scope of this guideline as a topic
to consider, and therefore the evidence not reviewed and the
committee are unable to make recommendations on this topic.
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in misdiagnosis, and time-sensitive alternative
diagnoses being missed, causing not only trauma and
distress, and possibly death for the patients if not
corrected soon enough, but increased costings for the
NHS.

5. There is no introduction or basic overview on ME and
CFS at the start of the document. There is no
acknowledgement that ME and CFS are classified as
neurological diseases by WHO (ICD 10 G93.3) and
acknowledged as such by the Dept of Health. There is
no mention of the numbers of people in this country
thought to have ME 1 estimated around 250,000 (twice
as many as estimate 130,000 with Multiple Sclerosis),
nor is there mention that 25% of these will be
severely/very severely affected. All of this is
information needed when setting up services.

6. There is no real mention of prognosis in these
guidelines, nor acknowledgement, as there is in the
CMO report, that those who have been severely
affected for more than 5 years have a poorer prognosis
T this information is especially useful when looking at
service provision and for benefits.

7. There is no mention of the research which shows that
people can die from either complications of ME and
CFS or are more susceptible to die earlier from other
co-morbid conditions such as cardiovascular and
cancer as shown in the paper by Jason et al 2008.

8. We are extremely pleased that the NICE guidelines are
no longer recommending GET or any progressive
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exercise programme or regime and CBT as treatment
or cures for ME and CFS both of which are not helpful
and can be harmful, particularly GET, for people with
ME and CFS.

We really do not understand this section. There are perfectly

valid and extremely useful criteria out there being used. We feel

that one of the biggest failures of the document is around

diagnosis. We do understand the need for wide referral criteria,

to catch many, but the IOM is far too wide and is likely to catch

anyone with fatigue as a symptom. Any patient going in with

your 4 key symptoms could be a host of different conditions i

this 6criteriad does not narr
waters.

Once at a specialist clinic/GP specialist, narrower diagnostic
criteria must be used to create homogenous groups of people,
especially as there is no diagnostic test, ie Fukuda 1994 for CFS
and ICC 2011 for ME which was written by a multitude of highly
respected Drs specialist in ME from around the world.

We truly fear that the use of IOM for diagnosis will create such
a heterogeneous group that it will prove difficult to820
diagnose and manage people correctly; people with other
conditions will not be investigated sufficiently, and just get
labelled as ME or CFS, and time-sensitive conditions may be
missed, and/or co-morbid diagnoses may be missed.

The IOM criteria are neither helpful, nor descriptive, of ME and
CFS and how severe, multi-system, multi-organ diseases they
can become. It demeans these diseases again to just be fatigue
syndromes, and they are so much more, the IOM does not

N I C E National Institute for
Health and Care Excellence
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Thank you for your comment.

Suspecting and diagnosing ME/CFS

The committeebs discussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. For more detail on the
committee discussion about the IOM criteria see Evidence
review D-Diagnosis.

The committee agree these symptoms in the criteria are seen in
other conditions particularly fatigue, but note it is the combination
and the interaction of the symptoms, particularly with the addition
of PEM, that are important in the diagnosis of ME/CFS. The
committee note this criteria with all 4 key criteria needing to be
present is stricter than the previous CFS/ME NICE guideline.
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recognise the debilitating neurological disease we all know them
to be.

The IOM is not helpful for either diagnosis nor research into ME
or CFS. These are serious multi-system, multi-organ diseases
and should not be demeaned, and dumbed down, all the time to
fatigue, just because, presently, science has not found the
cause, or fully understands these diseases. They will never be
taken seriously, as they deserve to be, until the medical world
and the government documentation, takes them seriously, and
unfortunately this is yet another failure to do so.

We agree with the Forward ME submission below:

Ailn the evidence review at G
summarised the evidence on  non-pharmacological
interventions for ME/CFS. Their conclusions (from lines 40 i 44)
found that: Ailn additddn, ndth
recommendations for CBT éééto t
In the light of this finding, Forward-ME are mystified as to why
the draft guideline discusses CBT extensively.

This would appear to be discriminatory as the guideline for
multiple sclerosis (MS) i a disease that has been compared to
ME/ CFS, at 1.5.5 states -basddy
training, cognitive behaviour therapy or fatigue management for
treating MS-related fatigue.

Congestive heart failure- also compared with ME/CFS only
makes reference to Depression with reference to the NICE
guideline on that topic.

We can find no other chronic disease for which such extensive
advice is given on CBT.

N I C E National Institute for
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Thank you for your comment.

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion

on these recommendations).

After considering the stakeholder comments on the wording

6treat ment or cure for

ME/ CFS&

the word 6treatmentd from thes
misinterpretation with the availability of treatments for the

symptom management for people with ME/CFS.
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We are aware that some patients may find psychological
support necessary and helpful. CBT is mentioned as having two
possible purposes:

(3) Support in managing symptoms. CBT is only ever
relevant when a person is behaving in a maladaptive
fashion, grounded in unhelpful beliefs; therapist aims
to change mindset to their benefit in terms of changed
behaviour.

(4) CBT for support with psychological distress as far as
we are aware does not exist. Person-centred
supportive counselling would be fit for purpose.

We are asking for this section to be re-written to state:

6Do not of fer CBT to treat
substantive evidence that it is effective. Patients may find
supportive, person-c ent r ed counsel ling

Care workers need to be appropriately trained by people
knowledgeable and experienced in diseases which are
neurological ME and CFS. Any multi-disciplinary team also
needs people appropriately trained to understand severe ME
and CFS, and working with children/young people with ME and
CFS.

We are extremely concerned by this section. We do understand
the need for wider referral criteria, to catch many, but this is far
too wide and is likely to catch anyone with fatigue as a symptom.

We truly fear that the use of Institute of Medicine (IOM 2015)
criteria for suspecting ME/CFS and/or diagnosis will create such
a heterogeneous group that people with other conditions will not
be investigated sufficiently, and just get labelled as ME or CFS,

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

CBT is not a treatment for ME/CFS but could be useful for some
people with ME/CFS with supporting them in managing their
symptoms.

After reviewing the evidence for psychological and behavioural
interventions other than CBT the committee concluded that
although some benefit was reported for different types of
interventions the evidence was mainly based on single studies
and the evidence was low to very low quality. The committee
agreed that there was insufficient evidence to make any
recommendations for any of the interventions (see evidence
reports G and H).

Thank for your comment.

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Thank you for your comment.

Suspecting and diagnosing ME/CFS

The committeebs ttdesidencs isformed the f
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. For more detail on the
committee discussion about the IOM criteria and their decision to
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10 November 2020 - 22 December 2020

Comments

and time-sensitive conditions may be missed, and/or co-morbid
diagnoses may be missed and people will be mismanaged.
Fatigue and cognitive dysfunction, along with several other ME
symptoms are not exclusive to ME.

We, of course, accept the characteristic, overwhelming and
delayed onset fatigue and post-exertional malaise as core
symptoms, but we cannot understand why core symptoms of
pain and flu-like symptoms have been relegated to the second
section, pain in particular, and are not placed in box 1. We will
never forget being in a room of about 250 people with ME, with
a prominent ME doctor, and when he asked them to put their
hands up if fatigue was their most prominent symptom only 6
hands went up, when asked if pain was their most prominent
symptom the rest of the room put their hands up.

Pain is overwhelming, it is intense, unrelenting, unremitting,
throughout the body and often more difficult to manage than
fatigue.

You will find it extremely hard to find anyone with ME, in
particular severe ME who does not have all the symptoms, and
people with CFS will have many of the symptoms listed.

We are extremely disheartened that once again criteria have
been used that are neither helpful, nor descriptive, of ME and
CFS and how severe, multi-system, multi-organ diseases they
can become. It demeans these diseases again to just be fatigue
syndromes, and they are so much more, the IOM does not
recognise the debilitating neurological disease we all know them
to be.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
include pain as one of the commonly associated symptoms and
not a key criteria see Evidence review D-Diagnosis.

The committee agree these symptoms in the criteria are seen in
other conditions particularly fatigue, but note it is the combination
and the interaction of the symptoms, particularly with the addition
of PEM, that are important in the diagnosis of ME/CFS. The
committee note this criteria with all 4 key criteria needing to be
present is stricter than the previous CFS/ME NICE guideline.

Misdiagnosis

Throughout the guideline the committee have recommended the
importance of carrying out

investigations to exclude other diagnoses. The committee have
now included examples of investigations that might be carried
out. The examples are not intended to be an exhaustive list and
the committee note that any decision to carry out investigations
is not limited to this list. They emphasise the importance of using
clinical judgment when deciding on additional investigations.
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Comments

Coupled with the disturbing use of the IOM for criteria is the lack
of information around which baseline investigations should be
done, and other exclusionary diagnoses and co-morbid
diagnoses.

The baseline investigations list was a helpful signpost last time
to guide HCPs on which tests to do. | still strongly believe that
Ferritin should be added to the previous list, as many people
can have a low ferritin level whilst also displaying a normal/near
normal blood picture, a low iron level is easily manageable and
could stop someone being sent down a diagnosis and
management pathway which is unnecessary.

We have serious concerns on the safeguarding section, we fear
that such a large section, rather than preventing the horrendous
erroneous safeguarding issues experienced by people with ME
and CFS, will instead put safeguarding into the minds of HCPs
where it may previously not have been.

2 points, as highlighted by Forward ME, but with some of our
own adjustments, with a brief recognition of the horrendous
problems, both historically and currently, being faced by
children/young people and vulnerable adults is needed, but
stating that issues of safeguarding are no more necessary for
ME and CFS than any other chronic condition would suffice.

Replace 2 paragraphs with the following:

1.7.1 Recognise that people with ME/CFS, particularly
children/young people and those with severe or very severe
ME/CFS, are at risk of their symptoms being confused with
signs of abuse or neglect, especially where physical symptoms
do not fit with a commonly recognised illness, or where more
than one family member has ME/CFS.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of carrying out investigations to exclude other
diagnoses. The committee have now included examples of
investigations that might be carried out. The examples are not
intended to be an exhaustive list and the committee note that any
decision to carry out investigations is not limited to this list. They
emphasise the importance of using clinical judgment when
deciding on additional investigations.

Thank you for your comment.

After considering the stakeholder comments the committee have
made edits to this section, including moving the second
recommendation to the top
safeguarding assessments
added some clarity for readers.

The committee agreed this is an important topic for the issues
you raise and consider the all recommendations are appropriate.

olf
ar e
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1.7.2 Safeguarding assessments in people with confirmed or
suspected ME/CFS, if needed, should be carried out and
overseen by health and social care professionals who have
training and experience in neurological ME/CFS.

We are concerned that more harm than good could happen, and
we wish to protect children/young people and vulnerable adults
and prevent them being taken down an erroneous, traumatic
and damaging path. We recognise that this is a fine balance, but
one that must be found, and is not there at the moment.

Our concern again is who is providing the training and ensuring
that these people truly do understand neurological ME and CFS.

I't states that AThis guidelir

we were under the distinct impression that this guideline was
replacing CG53. Please could you clarify whether this is an
updated or a o6replacement 6.

1.1.1 Replace fimedical condi't

As medical condition diminishes the impact of ME and CFS

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Evidence review B includes the committee discussion on
training programmes on ME/CFS, the committee agreed that
should have evidence-based content and training methods ( that
are developed and supported by ME/CFS specialist services with
input from people with ME/CFS) and are run by trainers with
relevant skills, knowledge and experience.

To note the training recommendations have been edited.

Thank you for your comment.
This has been edited.

Thank you for your comment.

There is controversy over the terms used to describe ME/CFS
and this is reflected in the stakeholder comments. After
discussing in detail the wording of this recommendation the
committee agreed not to change condition to disease. Reference
to the ICD10 classification has been included in the context
section of the guideline.
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e fishoul do with Amusto

Repl ac
té6 do this.

6 mus

1.1.3 Add additional bullet point.

fensure that any management

agreed with the patient, and that the patient, at every stage, is
fully informed of all the benefits and risks to any
pharmacological, or non-pharmacological, management, and
their informed consent has be

1.1.4 We completely agree that accurate diagnosis is essential,
the earlier the better, but to do this you need to use criteria that
creates a homogeneous group of people, not a large
heterogeneous group, which will include any condition with
fatigue as a symptom.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Must is used in a recommendation when there is a legal duty to
apply a recommendation. This is not the case here and no
changes have been made to the recommendation.

Thank you for your comment.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NI CE page on O6Maki ng d ¢hisumsldrping s
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.

When writing recommendations there is a fine line between
reinforcing information and repeating information. Too much
repetition results in a guideline becoming unwieldy and unusable.
This point is made later and then reinforced in the management
section of the guideline and for this reason your suggestion has
not been added to the recommendation.

Thank you for your comment.
Evidence review D- Diagnosis sets out the evidence and the
committee discussion for the diagnostic criteria.
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1.1.4 Regular monitoring and review are very important, not only
for when symptoms are worsening or changing, but should be
ongoing, especially for the severely/very severely affected, and
particularly the long term severely affected, and those with co-
morbidities, which can cause complications, therefore please
add t o t he end Aworsening,
severely/very severely affected or has co-morbidcond i t i «

1.1.5 | am pleased you kept in 1.1.5 which | fought so hard to
have in the previous guidelines, but | still wish that you would
remove the fiother aspects of¢
their care if they withdraw from any part of their management
plan.

1.1.9 We welcome the section on severe neurological ME, and
the recognition of the additional complexities when managing
and assessing these people who are so severely ill, who are in
so much pain, and for whom their disease has often become
8multi-system and multi-organ, and have often developed co-
morbid conditions.

Repl ace fisomed with fAmanyo yo
who are severely affected wi

6many 6, if not O6mostd of t he

diminishes the severity of their condition.

1.1.9 In relation to page 7 line 4 and line 8. By definition to be
severely/very severely affected you are house/bed bound for
the majority of the time and will use aids such as a wheelchair -
there is oqudt 6mayo6 ab

N I C E National Institute for
Health and Care Excellence
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- Stakeholder comments table

Devel operds response

Thank you for your comment.
Review is addressed in detail in the review in primary care
section of the guideline and includes the points you make.

Thank you for your comment.
This has been edited to, 6 any
clarity.

Thank you for your comment.
Not all people with severe or very severe ME/CFS will have all of
these symptoms and as such O0ma

Thank you for your comment.

As you note not all people with severe or very severe ME/CFS
wi || have all of these sympton
is appropriate.
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Comments

1.1.9 Additional bullet point needed to read

facknowl edge t hatcarprafamiliesnmayshave r
become isolated due to the severity of the illness and may need
mutually agreed supporto.

1.1.10 Extra bullet point needed to read:

Afappropriately trained and sp

Are you referring here to specialists in ME or to say specialists
in eg neurology, cardiovascular, rheumatology, pathology,
gastroenterology etc

We reiterate again, you cannot diagnose ME or CFS using the
IOM criteria of 1.2.3. This is basically the criteria of a fatigue
syndrome it will create too heterogeneous a group of people so
that it will be difficult to diagnose and manage people correctly;
people with other conditions will not be investigated sufficiently,
and just get labelled as ME or CFS, and time-sensitive
conditions may be missed, and/or co-morbid diagnoses may be
missed. The impact from this will not only be on the person and
the trauma they go through with misdiagnosis and

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

This section highlights the symptoms that people with severe or
very severe ME/CFS may have and how these may be
managed. The impact on families and carers is recognised
throughout the guideline and is highlighted in the supporting
families and carers of people with ME/CFS section of the
guideline.

Thank you for your comment.

The committee agree that all staff delivering care to people with
ME/CFS should have training in line with this guideline and this is
included in the recommendations in the training health and social
care professionals section of the guideline.

When writing recommendations there is a fine line between
reinforcing information and repeating information. Too much
repetition results in a guideline becoming unwieldy and unusable
for this reason your suggestion has not been added to the
recommendation.

Thank you for your comment.

Appropriate specialist here refers to expertise in supporting the
interpretation of signs and symptoms where there is uncertainty
and a possible alternative diagnosis. Throughout the guideline
where a specialist refers to a ME/CFS specialist this has been
made clearer by including ME/CFS before specialist.

Thank you for your comment.

Suspecting and diagnosing ME/CFS

The committeebs discussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. For more detail on the
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mismanagement, and possibly death if a time sensitive
diagnosis is not made in time, but also it will increase costs to
the NHS.

Diagnosis of CFS should be made using the Fukuda 1994
criteria and diagnosis of ME using the International Consensus
Criteria (2011)

15.2
Repl ace fAmanagement pl ano wi

pl and as you manage the disea

1.5.2 Symptom management should be the first bullet point in
this list as the management of the symptoms should be the first
step when developing a management and support plan.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

committee discussion about the IOM criteria see Evidence
review D-Diagnosis.

The committee agree these symptoms in the criteria are seen in
other conditions particularly fatigue, but note it is the combination
and the interaction of the symptoms, particularly with the addition
of PEM, that are important in the diagnosis of ME/CFS. The
committee note this criteria with all 4 key criteria needing to be
present is stricter than the previous CFS/ME NICE guideline.

Misdiagnosis

Throughout the guideline the committee have recommended the
importance of carrying out

investigations to exclude other diagnoses. The committee have
now included examples of investigations that might be carried
out. The examples are not intended to be an exhaustive list and
the committee note that any decision to carry out investigations
is not limited to this list. They emphasise the importance of using
clinical judgment when deciding on additional investigations.

Thank you for your comment.
Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Thank you for your comment.

The bullet points are not in any order of priority.

1.5.5 Adj ust sentence to r ei Thankyou foryourcomment.

provision of their management plan as well as regular review

and monitoring of their condi

Provision of care
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Stakeholder Document Page No Line No Comments Devel operds response

Continuity of care should be included as it is vital for building up | The committee agree that flexibility in accessing services is

a mutually trusting relationship and to enable the HCPs to @ important to all people with ME/CFS as the symptoms

recognise any change inthe per sonds sy mpt on experienced can mean physically attending appointments can be

indicate a co-morbid condition developing. difficult particularly for people with severe or very severe
ME/CFS. In the Access to care section of the guideline and
section on people with severe and very severe ME/CFS home
visits are used as examples of supporting people with ME/CFS to
access care. The committee note that other methods, such as
online communications may be more appropriate depending on
the personds sympt oms.

Review

The review in primary care section of the guideline recommends

a review of the care and support plan at least once a year
depending on the personéds circ

The committee recommended a named contact in the
multidisciplinary care section of the guideline and continuity of
care is further addressed in the awareness of severe or very
severe ME/CFS and its impact.

BRAME (Blue Guideline 014 18 1.6. 4 Add on to end of sent e Thankyou foryourcomment.

Ribbon for the and cognitive exertiono The impact of activity is addressed in the energy management

Awareness of section of the guideline.

ME)

BRAME (Blue Guideline 014 23 1.6. 4 Very few peopl e 6r ec o| Thankyou foryour comment.

Ribbon for the remains dormant waiting to come to the surface again at any | After considering the range of stakeholder comments on this

Awareness of time. bul et point it has been edeimt ed

ME) outlook from person to person i although a proportion of people
recover or have a long period of remission, many will need to
adapt to |living with ME/CFS. 6

all people with ME/CFS.
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Stakeholder Document Page No Line No Comments Devel operds response
BRAME (Blue Guideline 015 10 1.6.7 Replace 6conditiond wil Thankyou foryourcomment.
Ribbon for the There is controversy over the terms used to describe ME/CFS
Awareness of and this is reflected in the stakeholder comments. After
ME) discussing in detail the wording of this recommendation the

committee agreed not to change condition to disease. Reference
to the ICD10 classification has been included in the context
section of the guideline.

BRAME (Blue Guideline 018 18 1.8.1 Need an extra b ul | e t| Thank you for your comment.

Ribbon for the appointment by restingo This recommendation raises awareness about the reasons

Awareness of people may miss an appointment not about preparation for an

ME) appointment and for that reason your suggestion has not been
added.

BRAME (Blue Guideline 019 1 1.8.5 Need to add in o6t aki n¢ Thankyou for your comment.

Ribbon for the it reads fAdi scuss wit h capeetakmg | This recommendation refers to all people with ME/CFS and

Awareness of into account 1.1.8, and whet h recommendation1.1.8is specific to people with severe or very

ME) severe ME/CFS. For this reason your suggestion has not been
added.

To note after considering the stakeholder comments the
committee have revised the structure of the guideline highlighting
the special considerations of people with severe and very severe
ME/CFS in an individual section. The committee agreed this
would ensure that the particular needs of people with severe and
very severe ME/CFS were not hidden within the guideline nor
mistaken to reflect the experience of all people with ME/CFS.

BRAME (Blue Guideline 019 17 1.8.6 Repl ace Omanagement | Thank you for your comment.

Ribbon for the support planb Management plan has been edite
Awareness of line with personalised care and support plans

ME) https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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Stakeholder Document Page No Line No Comments Devel operds response
BRAME (Blue Guideline 021 5 1.9.1 Add to the end-tofmetéh e | Thank you for your comment.
Ribbon for the This is a general point about returning to work, school or college
Awareness of and the suggestion you make does not add further clarity to the
ME) recommendation and has not been added.
BRAME (Blue Guideline 021 10 1.9.1 Add to the end-tofmetdéh e | Thank you for your comment.
Ribbon for the This is a general point about returning to work, school or college
Awareness of and the suggestion you make does not add further clarity to the
ME) recommendation and has not been added.
BRAME (Blue Guideline 023 4 1.10.1 Add to end of sent enc Thankyou foryour comment.
Ribbon for the This recommendation refers to the expertise that should be
Awareness of available and does not make any judgement about if someone
ME) needs the expertise. For this reason your suggestion has not

been added.

BRAME (Blue Guideline 025 21 1.11. 4 Agree with Physi ods 1 Thankyou foryourcomment.
Ribbon for the both cognitive and physical activity can cause symptom | The principles of energy management are set out in
Awareness of exacerbation, so the sentence needs to read: recommendation 1.11.2 and includes that energy management
ME) refers to all types of activity (cognitive, physical, emotional and

AAl ternate and vary b et we e n | social) and takes into account overall level of activity.
cognitive and physical, and break them into small chunks to
avoid triggering Post Exertia

BRAME (Blue Guideline 025 25 & 26 1.11.6 Pl ease signpost t h e | Thank you for your comment.

Ribbon for the section on page 37

Awareness of After considering the stakeholder comments this has been edited
ME) to, 6 Advise people with -udEahdCF S

relapses (see the section on managing flare-ups in symptoms
and relapse). 6

BRAME (Blue Guideline 026 1.11.8 1.11.8 Have serious concerns about this section, any referral | Thank you for your comment.

Ribbon for the must only be made if mutually agreed with the patient and all

Awareness of the risks and benefits have been fully explained allowing them | Based on the quantitative and qualitative evidence ( evidence

ME) to make an informed choice. | have concerns about the inclusion | reviews A, G and H) and their own experience the committee
of any of the bullet point in this section, as explained below: concluded that it was important that a physical activity or

exercise programme is considered for people with ME/CFS
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Comments
Would suggest a rewriting of the entire point 1.11.8 to read

AfRefer people with ME/CFS to
additional support with activity and energy management
planning,andifmutual ' y agreed with th

1.11.8 Have concerns about people just being referred because
they have had reduced mobility or physical activity levels for a
while, this could lead to people who are severely affected, in
severe pain being referred as well as people who do not wish to

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
where appropriate and where they choose this. When developing
the guideline the committee was mindful of the importance of
developing a guideline for all people with ME/CFS. Throughout
the process the committee recognised the difficulty in finding the
balance to reflect the variation in the impact and severity of
symptoms that people with ME/CFS experience. The committee
acknowledged there are people with ME/CFS that may choose to
incorporate a physical activity or exercise programme into
managing their ME/CFS. Where this is the case the committee
agreed that it was important that they are supported by
healthcare professionals that are trained and specialise in
working with people with ME/CFS. See evidence reviews F and
G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the

NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.

Thank you for your comment.

After considering stakeholder comments this bullet point has
been editedt o, difficalties caused by reduced physical
activity or mobility (also see the sections on physical functioning
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10 November 2020 - 22 December 2020

Comments

be referred, as any activity leads to an exacerbation of
symptom. | would remove this bullet point

1.11.8 | would also remove this bullet point, as who is making
the decision that a person is ready to progress their activity
beyond their current abilities 7 this sounds like it is an HCP
making this decision and not the person themselves, as this
suggest s t hat the person can ac|l
when physically able to do so without exacerbation.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
and mobility and care for people with severe and very severe
ME/ CFS) 6.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.

Thank you for your comment.

After considering stakeholder comments this bullet point has
been edited to, 6 feel ready6o.

Based on the quantitative and qualitative evidence ( evidence
reviews A, G and H) and their own experience the committee
concluded that it was important that a physical activity or
exercise programme is considered for people with ME/CFS
where appropriate and where they choose this. When developing
the guideline the committee was mindful of the importance of
developing a guideline for all people with ME/CFS. Throughout
the process the committee recognised the difficulty in finding the
balance to reflect the variation in the impact and severity of
symptoms that people with ME/CFS experience. The committee
acknowledged there are people with ME/CFS that may choose to
incorporate a physical activity or exercise programme into
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1.11.8 This is the only bullet point that states the wishes of the
person to incorporate physical activity ie it is their choice, but
caution should also be used, as you should not just refer people
when they say they want to do physical activity, as they may
end up causing a relapse, or flare up, by trying to do too much
too soon. Physical activity incorporates a wide range of activity,
including daily activities, and should be within the confines of

their energy envelope and without triggering symptom
exacerbation.

1.11.11 Need to add in

a patientés pai n, ability a

N I C E National Institute for
Health and Care Excellence
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- Stakeholder comments table

Devel operds response
managing their ME/CFS. Where this is the case the committee
agreed that it was important that they are supported by
healthcare professionals that are trained and specialise in
working with people with ME/CFS. See evidence reviews F and
G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the

NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care. In line with this someone could decline a referral to a
specialist ME/CFS physiotherapy or occupational therapy service
Thank you for your comment.

The committee agree that this needs to discussed alongside the
expertise of physiotherapist or occupational therapist working in
a ME/CFS specialist team and this is why they have
recommended referral at this stage.

aatcouatn Thank you for your comment.
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1.11.16

Consultation on draft guideline
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Comments

exacerbation of symptoms and keeps below their anaerobic
threshol do

Should be more emphasis on maintenance in this section rather
than endurance etc which could be misinterpreted as need for
progression.

Need to add in the importance of families and carers
understanding that a person may not be able to achieve things
every day, that they need to keep within their energy envelope
and help the person to minimise symptom exacerbation.

We strongly support the inclusion of this statement as it can
cause a serious exacerbation of symptoms and abnormal
physical response (see comment 6)

We strongly support that NICE are no longer recommending the
use of structured and progressive exercise programmes and

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

6Strategies need to be carried
out throughout the dayé has be
to clarify this is in the context of the priorities and symptoms

that people may have.

After considering the stakeholder comments the physical

mai ntenance section has been r
and mobilityd and has been moy

section of the guideline to provide clarity that it is about advice
on maintaining and preventing the deterioration of physical
functioning and mobility.

Thank you for your comment.

After considering the stakehol
be carried out in small amounts and spread out throughout the
dayd has been added to the fir
to clarify that any strategies implemented are in the context of
the priorities and symptoms that people may have. This would

be part of the information that families and carers receive.

In addition the physical maintenance section has been renamed
to 6physical functioning and n
symptom management section of the guideline to provide clarity
that it is about advice on maintaining and preventing the
deterioration of physical functioning and mobility.

Thank you for your comment.

Thank you for your comment.
Treatment or cure
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Consultation on draft guideline
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Comments

regimes for people with ME or CFS. These were never a
treatment nor a cure, and patient evidence repeatedly showed
that it could caused a worsening of symptoms, supported by the
multiple research papers showing the abnormal physical
response to exercise seen in people with ME and CFS. We are
pleased that the NICE evidence review itself has now found the
quality of evidence of clinical effectiveness of GET ranged from
low to very low

e

Concerned again about t he tol
progresso it should be when
more i mportantly, is Oabl ebd

whilst maintaining their energy envelope, without symptom
exacerbation and below their anaerobic level.

As with all through this document, the training must be
appropriate and in relation to neurological ME and CFS. With
particular regard to OTs and PTs they need specific training and
awareness in the adverse reactions and symptom exacerbation
experienced by people with ME and CFS to exercise, and the
abnormal physical reactions experienced by people with ME
and CFS eg lowered anaerobic threshold etc.

1.11. 31 Add anot her bull e
medi cation to counter side e
Pl ease add another bull et p
should not be automatically

t
f

a
d

National Institute for
Health and Care Excellence

NICE
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- Stakeholder comments table
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After considering the range of stakeholder comments on the
wordi ng 6treatment or cure f
to remove the wor d nédomneendations ot
avoid any misinterpretation with the availability of treatments for
the symptom management for people with ME/CFS.

Thank you for your comment.
After considering stakeholder comments this bullet point has
been edited to, o6 feel ready?d.

At this point the person is referred to a physiotherapist or
occupational therapist working within a ME/CFS specialist team
to explore this.

Thank you for your comment.

The committee agree that all health and social care staff
delivering care to people with ME/CFS should have training
relevant to their role so they can provide care in line with the
guideline and this is included in the recommendations in the
training for health and social care professionals section of the
guideline.

Thank you for your comment.

The committee have included in the other considerations section
of Evidence review F:Pharmacolgical management that it is
important that medicines management is tailored to the person
with ME/CFS and as a result could not provide detailed advice
on how to manage intolerance.

Thank you for your comment.

The committee agree and it is clear in the recommendations that
CBT is only delivered to people with ME/CFS by healthcare
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add to the en
and exacer

1.12.2 Pl ease
hypersensitivities

Many people with ME and CFS suffer from hypersensitivity to
medication, and medication, where possible, should be started
at a lower level and then gradually increased. Some co-morbid
conditions include exercise within the management of the
condition, and the personds N\

1.14. 3 Add to the end fand

these new symptoms, or change in symptoms, are due to the
patientds ME or CFsS or w
diagnosed/undiagnosedco-mor bi d condi ti on¢

1.15.1 Change 6shoulddé to 6n
1.15.1 Remove the words dAwh
Aunderstanding that ME and C

which can become multi-system/multi-organ, and its diagnosis
and management 0

Though you talk of diagnosis, this guideline is not helpful for the
diagnosis of ME or CFS, only for diagnosing general fatigue
conditions, to properly diagnose then the use of Fukuda criteria
1994 for CFS and the ICC 2011 for ME, which was written by
specialists in ME from around the world, should be used.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
professionals with appropriate training and experience in CBT for
ME/CFS, and under the clinical supervision of someone with
expertise in CBT for ME/CFS.

Thank you for your comment.

In the medicines for symptom management section of the
guideline there are recommendations addressing the points you
raise.

When writing recommendations there is a fine line between
reinforcing information and repeating information. Too much
repetition results in a guideline becoming unwieldy and unusable
and for this reason you suggestion has not been added.

Thank you for your comment.

The recommendation on what to review includes that symptoms
and any new symptoms should be discussed and after
considering the stakeholder comments the committee have
added another recommendation to ensure that any new
symptoms or a change in symptoms are investigated.

Thank you for your comment.

Must is used in a recommendation when there is a legal duty to
apply a recommendation. This is not the case here and no
changes have been made to the recommendation.

Thank you for your comment.

The committee discussed the level of detail that should be
included in training programmes and agreed on a general
description to avoid a prescriptive interpretation of the content
allowing the recommendations to remain relevant as research in
the area develops.
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To note the text OMyalgic ence
diseases of the nervous system in the SNOMED-CT UK and
ICD10 (G93.3) has been added to the context.

Diagnosis

The committeebds di scussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in Evidence review D-Diagnosis. The committee note it
is the combination and the interaction of the symptoms,
particularly with the addition of PEM, that are important in the
diagnosis of ME/CFS.

BRAME (Blue Guideline 041 2 1.15. 3 Repl ace 6shoul d6é wi t h Thankyou foryour comment.

Ribbon for the
Awareness of
ME)

BRAME (Blue
Ribbon for the
Awareness of
ME)

BRAME (Blue
Ribbon for the
Awareness of
ME)

Management Plani r ep | ac e

new points
support plan, which should be mutually agreed and developed
betweenthepat i ent

read

and

nmana

speci al

iTh

Must is used in a recommendation when there is a legal duty to
apply a recommendation. This is not the case here and no
changes have been made to the recommendation.

Thank you for your comment.

Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Thank you for your comment.

Management plan has been edite
line with personalised care and support plans.
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)

The definition is a summary and includes an overview of what is
within the care and support plan, it is not meant to be exhaustive.
For this reason you suggestions have not been added.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
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Repl ace Amayodo with Auswuallyo

This was recommended last time, and the diagnostic criteria,
which is still the best for diagnosing ME (ICC) and CFS (Fukuda)
are still being ignored, for a catch all fatigue syndrome criteria,
which is of no use to anyone.

Until these guidelines actually recommend helpful criteria then
the practices of diagnosing will not be standardised, the IOM
criteria will diagnose nothing more than a fatigue syndrome and
will lead to misdiagnosis and so wide a heterogeneous group
that it will not be helpful to anyone.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
NI CE page on OMaking
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.

Thank you for your comment.

To provide clarity about the severity of ME/CFS and symptoms
the definitions of severity have been moved from the terms used
in the guideline to the front of the recommendations. The
introduction to the definitions of severity acknowledges that the
definitions are not clear cut and individual symptoms vary widely
in their severity and people may have some symptoms more
severely than others. It includes that the definitions provide a
guide to the level of impact of symptoms on everyday
functioning.

Thank you for your comment.

Thank you for your comment.

The committeebs discussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in Evidence review D-Diagnosis. The committee agree
these symptoms are seen in other conditions particularly fatigue,
but note it is the combination and the interaction of the
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Comments

If the IOM criteria continue to be used then there may be
additional costs to the NHS as people are misdiagnosed and
potentially time critical illnesses are missed, in addition to the
trauma and illness impact to the patient.

We cannot agree that no one criteria is better overall because
clearly the ICC 2011 criteria creates a homogeneous group of
people which fit the diagnosis of ME.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
symptoms, particularly with the addition of PEM, that are
important in the diagnosis of ME/CFS.

Thank you for your comment.

After considering the stakeholder comments the committee
agreed to make some edits to the recommendations on
suspecting and diagnosing ME/CFS and hope this has
addressed your points and added some clarity for readers. In
summary the edits to the points you make are:

T 6Provisional é diagnosis has
combination of symptoms cannot be considered normal and
should be investigated but the committee agree the term
6provisional diagnosiso6 was
results of any assessments to exclude other conditions
before diagnosis at 3 months. This section now focus solely
on suspecting ME/CFS.

1 Further investigation/differential diagnoses. The committee
have similar experience of people being referred and having
another diagnosis and throughout the section on suspecting
ME/CFS the committee have recommended that
investigations should be done to exclude other diagnoses
and this should continue where ME/CFS is suspected. If in
any doubt specialist advice should be sought. The
committee have added to the criteria for suspecting ME/CFS
and where O0symptoms are not
conditiono.

See evidence review D-diagnosis for the evidence and
committee discussion on the diagnostic criteria.

Thank you for your comment and information

See evidence review D-diagnosis for the evidence and
committee discussion on the diagnostic criteria.
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14-17
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

6expertised is a |loaded phras
person as an expert, their beliefs on ME and CFS and the
education, information and training they have received.

Research is only valid and useful if the research criteria used
creates a homogeneous group of people such as Fukuda for
CFS, and ICC for ME, to allow for an accurate diagnosis of the
conditions. To use the Oxford or IOM (which is only one step up
from Oxford) will lead to just anyone with a fatigue syndrome
being used, and therefore the results cannot be extrapolated for
use for people with ME or CFS. These guidelines dangerously
recommending the IOM criteria will not help in any way for
diagnosis or research and may lead to misdiagnosis and
research extrapolated for use for the population it is supposed
to be for.

Add to the end of the senten
pl an, where appropriate and n
Still have real concerns, | am pleased that the group

acknowledges that exercise should not be used as a treatment
or cure, but concerned that in effect by saying that the
programme should only be delivered by a PT or OT who has

N I C E National Institute for
Health and Care Excellence
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Thank you for your comment.

The committee agree that all staff delivering care to people with
ME/CFS should have training relevant to their role so they can
provide care in line with the guideline and this is included in the
recommendations in the training for health and social care
professionals section of the guideline. This applies to this
section on safeguarding.

Thank you for your comment.

Suspecting and diagnosing ME/CFS

The committeebs discussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. For more detail on the
committee discussion about the IOM criteria see Evidence
review D-Diagnosis.

The committee agree these symptoms in the criteria are seen in
other conditions particularly fatigue, but note it is the combination
and the interaction of the symptoms, particularly with the addition
of PEM, that are important in the diagnosis of ME/CFS. The
committee note this criteria with all 4 key criteria needing to be
present is stricter than the previous CFS/ME NICE guideline.
Thank you for your comment.
Management plan has
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)

been edite

Thank you for your comment.

Based on the evidence ( see evidence review G) and their own
experience the committee concluded that it was important that a
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training in ME/CFS, then it is still saying exercise programmes
are ok. There is also the concern as to the training and whether

it is appropriate.

Guideline 069 15-19 It should also be recognised that sometimes a flare up or
relapse can happen for no reason whatsoever even when the

person is managing everything within their envelope.

Guideline 071 10-14 We cannot agree that there is little pathological evidence, as
there are multiple papers showing differences in the grey and
white matter of the brain and inflammation of the spinal cord has
been observed in post mortems such as that found in a young
woman whose post mortem has been well documented in the

public domain.

As we have stated before, we believe that ME and CFS are 2
different diseases which share similar symptomology and

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
The committee recognised there are people with ME/CFS that
may feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed it was
important people are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

To note after considering the stakeholder comments on the
wordi ng 6treat mé&E®O® ot heurce mmao
to remove the word Otreatmentd
avoid any misinterpretation with the availability of treatments for
the symptom management for people with ME/CFS.

Thank you for your comment.

After considering the stakeholder comments a recommendation
raising awareness that flare- ups and relapses can happen in
ME/ CFS even if the personfds sy
been added to the flare up and relapse section of the guideline.
Thank you for your comment.

The committee agree that none of the currently available terms
are entirely satisfactory. The rationale for using ME/CFS was
initially set out in the scope for the guideline, 6 Thi s gui d
scope uses OME/ CFSO6 but this i
particular definition of this illness, which has been described

using many differentnamesé and t hen r e aahtéxt
section of the guideline, 6 The t er ms ME, CFS,
ME/CFS have all been used for this condition and are not clearly
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management techniques, and therefore the guideline should
have separated them throughout to ME and CFS or ME and/or
CFS. This was also agreed by just about everyone that came to
the consultation event pre guidelines.

We agree that there is no diagnostic test but many do accept
that ICC creates an accurate diagnosis for ME and Fukuda for
CFS and these should be used, as to use the IOM will create
too heterogeneous a group of patients leading to a very likely
high potential of misdiagnosis and time sensitive alternative
diagnoses being missed i we believe the use of the IOM is
potentially dangerous and could also lead to an unnecessary
increase in cost for the NHS.

Dear committee members,

We were pleased to see the release of the recent update to
ME/CFS guidance, and note the preliminary recommendations
on assessment and management for this complex group. The
British Neuropsychiatric Association is the leading scientific
society for medical practitioners, and professionals allied to
medicine in the UK, working at the interface of the clinical and
cognitive neurosciences.

Our objective has always been the advancement of health for
the public benefit by bringing about improved health care for
people with neuropsychiatric disorders, in particular by
increasing, integrating, and disseminating knowledge of the
relationships between brain function and human behaviour
through open learned meetings.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
defined. There is little pathological evidence of brain
inflammation, which makes the term 'myalgic encephalomyelitis'
problematic. Many people with ME/CFS consider the name
‘chronic fatigue syndrome' too broad, simplistic and judgemental.
For consistency, the abbreviation ME/CFS is used in this
guideline. o

Thank you for your comment.

See Evidence review D-Diagnosis for evidence and committee
discussion on the diagnostic criteria.

Thank you for your comments.
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Our members have considerable expertise in the management
of this condition, and we have canvassed opinion from our
Committee to provide commentary on the document.

We hope you find the attached commentary on specific
sections of the guidance helpful, which is focused on
improving the quality of care and patient experience for this
highly disabling condition.

AUse a -cerereda@mr oacho. [ We woul Thankyou foryour comment.

addition of the wording @i nc a Thisrecommendation refers toinvolving people in their own care
psychol ogical, and soci al mod notmodels of care. For this reason your suggestion has not been
assess people's needso, as i s added.

neuropsychiatric and psychiatric disorders (e.g. Epilepsy,

stroke, mul tiple sclerosis, F

schizophrenia, obsessive-compulsive disorder).

Box 1. ODyslexiab6 is a ter m t Thankyou foryourcomment.
di agnosis equivalent to a reaThis has b e énaudiagproblemd finding wdrds or
relates to a specific learning disability, or damage sustained numbers, difficulty in speakin

from a brain (parietal lobe) injury. There is no recognised term
for "temporary dyslexia or dyscalculia” within the medical
literature. The working understanding is that extreme fatigue
impairs attentional processes that result in problems reading,
speaking, or performing higher-order cognitive tasks such as
calculation. We would suggest
activities of daily living e.g. problems with reading or

cal cul ationo, in order to avo

Given there is no known cause for this condition, we would Thank you for your comment.
suggest that the standard approach to medicine (full history,

symptoms, physical and mental health) is necessary. We

would point out that in such circumstances an individual
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patient formulation becomes more important - incorporating
potential predisposing, precipitating (e.g. trigger by a virus),
and identification of factors pertinent to therapy - even more
important than in other areas of medicine. This goes on to
inform the management plan. We suggest inclusion of this
point in the guidance.

We recognise the need to be understanding of the complex
interplay of a parent caring for a child with a disabling

condition, especially when that condition is poorly understood.
We feel the statement, however, to be too vague. The physical

symptoms still need to have a biological plausibility to them.
For instance, a patient suddenly going blind would not be
consistent with the condition. There is a risk that this reads as
if all symptoms should be recognised as linked to chronic
fatigue. We would appreciate it if the panel thought to

National Institute for
Health and Care Excellence

NICE
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After considering stakeholder comments about the assessment

the recommendati on was edited

carry out:

1 amedical assessment (including relevant symptoms and
history, comorbidities, overall physical and mental health)

I aphysical examination

1 an assessment of the impact of symptoms on psychological
and social wellbeing assessment

1 baseline investigations to exclude other diagnoses, (for
example (butandnot | i mi ted to) é.d

The committee have now included examples of investigations
that might be carried out and include those you mention. The
examples are not intended to be an exhaustive list and the
committee note that any decision to carry out investigations is
not limited to this list.

The committee discussed the inclusion of triggering events but
decided not to include reference to this as it is not clear what
causes ME/CFS and the inclusion of any examples of triggers
may be taken as an absolute list. The context section notes that
in many cases, symptoms are thought to be triggered by an
infection.

Thank you for your comment.

The importance of this is discussed at length in the committee
discussion in Evidence review B. In summary the committee
discussed how a lack of knowledge and understanding about
ME/CFS and the nature of the symptoms has led to people not
being believed and this has had negative consequences
particularly for children and young people, and their families.
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operationalise this further, as it may otherwise affect clinical
management (for instance justifying unnecessary
investigations, or even worse, unnecessary treatments).

British Guideline 017 017 - 018 | Again, we feel that this comment warrants further clarity. It is
Neuropsychiatri clearly important that parents support their children, and that
¢ Association we take a flexible approach to care that does not place

children under duress. Similarly, it is important that healthcare
professionals have access to the child, in whatever agreed
format is deemed acceptable in order to provide the best care
available. This sentence runs the risk of unquantified amounts
of time where a healthcare worker may be unable to speak to
the child patient.

Devel operds response

Recommendation 1.7.5 is clear that recognising and responding
to possible child abuse and neglect (maltreatment) is complex
and should be considered in the same way for children and
young people with confirmed or suspected ME/CFS as with any
child with a chronic iliness or disability. The NICE guidelines on
child maltreatment and child abuse and neglect should be
followed.

This is clear that if a professional has concerns they should be
addressed in the same way as with any person. Recognising that
this can be compounded by the risk of symptoms being
misunderstood is the reason the committee have recommended
that health and social care professionals who have training and
experience in ME/CFS should be involved to support this
process and identify where there might be a risk.

Thank you for your comment.

The importance of this is discussed at length in the committee
discussion in Evidence review B. In summary the committee
discussed how a lack of knowledge and understanding about
ME/CFS and the nature of the symptoms has led to people not
being believed and this has had negative consequences
particularly for children and young people, and their families.

Recommendation 1.7.5 is clear that recognising and responding
to possible child abuse and neglect (maltreatment) is complex
and should be considered in the same way for children and
young people with confirmed or suspected ME/CFS as with any
child with a chronic illness or disability. The principle applies to
adults.

This is clear that if a professional has concerns they should be
addressed in the same way as with any person. Recognising that
this can be compounded by the risk of symptoms being
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Non-attendance at school would be deemed somewhat of an
emergency, and would be an indication for specialist services
involvements, if not already involved in the care of the child.
We would advise this be made explicit in the document. We
would hope that such a comment would be helpful in
escalating concerns about the child should they not be
receiving adequate help and support.

There is no mention of Lasting Power of Attorney in this
section. For instance, if a patient is admitted to hospital, how
might they continue to deal with existing obligations such as
bills etcé

We very much agree that deconditioning is not a cause of
ME/CFS. However, as this document is intended in part to
inform those less familiar ME/CFS, we feel some
acknowledgement that deconditioning is often present as a
result of prolonged (understandable) inactivity should be
mentioned here, as it would be for any disorder such as stroke,
brain injury or multiple sclerosis. This is pertinent to
management, and is in line with other comments in the
document about the risk of further muscle loss or contractures.

We wonder what the pamediitedme an
hypotensiond and the evidence
feel the paragraph warrants greater explanation, and an
underlying clarity on the referenced source of this view and

data supporting it.
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misunderstood is the reason the committee have recommended
that health and social care professionals who have training and
experience in ME/CFS should be involved to support this
process and identify where there might be a risk.

Thank you for your comment.

These recommendations are to raise awareness about the
difficulties that some children and young people and their
families have experienced when safeguarding concerns have
been raised.

The section of the guideline on supporting people with ME/CFS
in work, education and training has further detail on providing
support for children and young people at school.

Thank you for your comment.

After considering the stakeholder comments the committee have
added that the points listed are a minimum, taking into account
that an assessment should be personalised and for this reason
no other examples have been added.

Thank you for your comment.

After considering the stakeholder comments the physical

mai ntenance section has been r
and mobilityd and has been moy
section of the guideline to provide clarity that it is about advice

on maintaining and preventing the deterioration of physical
functioning and mobility.

Thank you for your comment.
After considering the stakeholder comments this has been
deleted.
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British Guideline 034 016 - 018 | We have significant concerns that this comment is in a NICE Thank you for your comment. The committee agreed that it
Neuropsychiatri guidance document, and is not pertinent to CBT used for other | would not be correct to suggest a causative role between a
¢ Association medical conditions (e.g. CBT for cancers or neurological personés thoughts or beliefs a3

conditions such as Par ki nson @ butrecognised that thoughts, feelings, behaviours and
referencing personal grievance against healthcare physiology interact with each other, in line with modern CBT
professionals who may perhaps be less familiar with the principles. Thus CBT, as described here, aims to support people
condition. We suggest a less emotive approach may be with ME/CFS to adapt to and manage the impact of symptoms of
achieved with the following: "is a method designed to help the ME/CFS. This is consistent with your comment, but does not
individual develop understanding in the manner that their allow the interpretation that
physiology, thoughts, feelings, and behaviour may have a illness beliefs, abnormal or otherwise.
contributory role to their |e

agree, that in line with modern CBT principles, you do not

need to assume that everything (or indeed anything) is
‘abnormal’, in therapy and completely normal coping

responses (like avoidant coping) and cognitions ("I'm a failure")
can still be a cause of disability when they end up as important
components in cycles of maintenance for a particular problem.
CBT is agnostic to what gets identified as 'abnormal’ (it
attempts to use the patientos
from the early Beck focus on ‘irrational’ beliefs to a focus on

‘unhelpful’ _ beliefs.

British Guideline 051 022 - 026 | In relation to a suggestion that the criteria should be amended | Thank you for your comment.

Neuropsychiatri by the duration of fatigue to three months to meet caseness for | After clarifying that ME/CFS is suspected at 4 and 6 weeks and

¢ Association disorder, we ask the committee for justification on such a this is not a provisional diagnosis the only reduction in the time to
decision. Specifically, what is known of the percentage of diagnose ME/CFS from the previous NICE guideline on CFS/ME
those who might meet ME/CFS at three months, who no is now in adults and it is reduced by 1 month.
longer, meet criteria at six months? Given NICE guidance See evidence review D-diagnosis for the evidence and

should follow robust evidence, we feel information needs to be | committee discussion on the diagnostic criteria.
explicit to justify such a change. Additionally, it is unclear how

such recommendations tie into earlier comments about mild,

moderate, and severe symptoms.
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Fatigue is a common symptom within a range of neurological,
and neuropsychiatric disorders. It has been studied and
investigated in a large number of conditions without reliable
replication of a severity tool that satisfactorily/accurately
reflects real-world (also referred to as ecologically valid)
measures of severity. This is part-related to the subjective
component of fatigue, akin to the subjective nature of pain.
Thisdoes notinanywayimpl y t hat the
up, or all in the heado.
fatiguability are used in the research setting, and should
continue to be investigated and developed, we would
emphasise equal understanding needs to go into how these
measures impact on social and occupational functioning. Our
rationale for this is that this is clearly what our patients tell us
to be the most disabling aspects of living with ME/CFS.

We agree home visits provide useful information in patient
management. Given the significant duress, travel can impose
in this condition, we would suggest the committee consider
additional mention of teleconferencing. Our view is that this is
clearly not suitable for initial contact but may be suitable for
some (although not all) follow-up contacts, especially in the
earlier stages when fatigue may be more marked.

It is our view that navigating secondary care services often
proves more difficult for patients (once they have received a
diagnosis) than primary care. We wonder about the
committee's views on recommending, where possible, a single

National Institute for
Health and Care Excellence
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Thank you for your comment and information.

Thank you for your comment.

The committee agree that flexibility in accessing services is
important to all people with ME/CFS as the symptoms
experienced can mean physically attending appointments can be
difficult particularly for people with severe or very severe
ME/CFS. In the Access to care section of the guideline and
section on people with severe and very severe ME/CFS home
visits are used as examples of supporting people with ME/CFS to
access care. The committee note that other methods, such as
online communications may be more appropriate depending on
the personds sympt oms.

Thank you for your comment.
In the multidisciplinary care includes a recommendation that
people with ME/CFS have a hamed contact to coordinate their
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physician in secondary care, in addition to a single physician in
primary care, to help navigate the different health care
professions in this area, especially in those with significant
comorbidity.

We ask the committee for the evidence of outcomes in those
who may have received treatment for orthostatic intolerance.
We feel it is important to differentiate any suggestions that
such services may be preferred by ME/CFS sufferers from
evidence for efficacy. In other words, we feel inclusion of this
recommendation should only be justified if there is a sufficient
level of evidence on (1) definition of this range of syndromes,
and (2) efficacy of treatment.

We welcome this inclusion of an evidence base for the
management of pain which as mentioned above has some
similarities in terms of a subjective symptom. It is notable that
the NICE guidance on chronic pain has, in our view very
appropriately, a biopsychosocial approach at its heart, and
psychological therapies are recommended as part of treatment
in view of this.

Our understanding is that this document is intended to inform
clinicians, and sufferers of ME/CFS. Given this, we feel it
would be helpful to comment on what the committee means by
benefits and harm. Such information may serve to forewarn
individuals, should they be involved in patients who start to
develop stated evidence of such harms.

Diagnostic criteria

We have concerns about the diagnosis of chronic fatigue
syndrome, and we question the wisdom of straying from the
evidence used by the guideline group concerning the

National Institute for
Health and Care Excellence
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management plan, help them access services and support them
during periods of relapse ( Evidence review I).

Thank you for your comment.

The recommendation on referral is not about preference of
services but about ensuring that the most appropriate care is
accessed if symptoms related to orthostatic intolerance are
severe or worsening, or there are concerns that another
condition may be the cause.

The importance of seeking advice from an appropriate specialist
is highlighted throughout the guideline.

Thank you for this comment.

Thank you for your comment.

This is the short rationale for the recommendation. The
recommendations link to Evidence review G and H provides
detail on the evidence and the committee discussion, these
includes the benefits and harms.

Thank you for your comment.
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diagnosis. The concerns are as follows: Evidence review D-diagnosis reviews the seven diagnostic
A. The paper by Rowe et al (2017) highlights the range of criteria for adults and two diagnostic criteria for children and
symptoms that have been considered central by some people, | young people that met the inclusion criteria set out in the
and not included by other people. protocol, these are criteria that are commonly recognised in the
B. The choice to use this particular set of criteria suggests that | clinical practice of ME/CFS. It is commonly acknowledged that
there is a o6correctd and 0de f| thereisongoing discussion inthe ME/CFS community about
is separate from all other conditions. which diagnostic criteria should be used to diagnose ME/CFS. If
C. The evidence review has therefore discounted research there was an agreed set of criteria there would be no need for
based on earlier sets of criteria as if the researchers were the committee to have addressed this question.
researching some completely different phenomenon. The committee recognised this guideline adds another set of
D. The list of #fApossi bl e c¢ ond consensuscriteriato the literature but noted the evidence calling
(as differential diagnoses) on page 57-58 overlooks the most for clarity over diagnostic criteria (see Evidence review
important, and difficult ones: chronic pain syndrome, B:Information and Support for health and social care
fibromyalgia, functional neurological disorders and others, all professionals) and agreed that it was important to have a set of
being common, having a very similar early stage, and sharing criteria that is informative and enables health and social care
most if not all symptoms. professionals to recognise ME/CFS.

The committee made a consensus decision based on their
interpretation of the evidence review comparing the criteria that
the IOM 2015 criteria were a useful set of criteria, having
advantages over other criteria in terms of usability and an
optimum balance of inclusion/exclusion criterion.

Recognising that their recommended criteria are untested and
this is an absence of validated diagnostic criteria they made a
research recommendation to develop validated criteria.

Discounted research

All NICE guidelines follow the process for evidence synthesis as
set out in Developing NICE guidelines: the manual. This
guideline was no exception. Reviews are underpinned by
protocols, these are developed and agreed by the guideline
committee and set out the approach for the evidence synthesis
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before the data is collected. Accordingly, no study has been
excluded that met the review protocols.

This point about discounted research we think refers to the
decision by the committee to downgrade evidence that did not
use a diagnostic criteria that includes post exertional malaise
(PEM) as essential.

PEM is widely acknowledged in ME/CFS specialist practice as
being a characteristic feature of ME/CFS but the difficulty for
interpreting the evidence is that in the trials that do not use a
criteria that has PEM as essential (and therefore a 100%
ME/CFS population) numbers of people with PEM are rarely
reported. The committee do not assume that people recruited to
trials do not experience PEM they just do not know how many if
the information is not reported.

Where this is the case, the trial population could include people
that do not have ME/CFS and this makes it difficult for the
committee to be confident of the benefits and risks of the
interventions on people with ME/CFS.

Using GRADE and CERQual the committee agreed that
evidence without this informat
CERQual) acknowledging this uncertainty about the population.
As such the evidence was considered taking this into account.
See the methods chapter for more information on GRADE and
CERQual.

After considering the stakeholder comments the committee
agreed to revisit the evidence for the intervention reviews further
scrutinising the information on PEM reported in the quantitative
and qualitative evidence and the application of indirectness and
relevance. As part of this they agreed that any evidence with a
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population > 95% with PEM_would be considered direct. (See
evidence reviews G and H (appendix G) for the approach taken,
the analysis and the impact on the results and interpretation of
the evidence.)

Differential diagnosis

Other chronic pain disorders, including fibromyalgia is included in
the list. After considering the stakeholder comments the
committee agreed to edit this section of the discussion to add
clarity to the conditions that are commonly co-existing or result in
a differential diagnosis in people with ME/CFS. The committee
note that exhaustive lists are not possible and these are

examples.
British Society Guideline General General We wel come the guidelineds en Thankyou foryour comment.
of Rehabilitation the patientds needs and wi s h ¢ Inadditionthe committee have edited the management plan to
Medicine to be holistic, and we also welcome the emphasis given to 6care and support plané i nsupbdrtn
l'istening to and wunder st andi n plans https:/www.england.nhs.uk/ourwork/patient-
experience. participation/patient-centred/planning/.). This further supports the
gui dekbmpbéasis upon being centr
We noted that there are aspects of the guideline that are and wishes and adopting a holistic approach. The personalised
obviously reasonable. They include an emphasis upon: care and support plan supports
1 taking a holistic approach management of their health and well-being within the context of
f  working with the patient (although the guideline is their whole life and family situation.

written as if most people do not work with the patient,
which is unlikely to be the case)

1 explaining the risks and benefits of any particular
course of action

i tailoring recommendations to the specific needs of
the specific patient, including the specific symptoms
that are troublesome

1 involving a multidisciplinary team familiar with the
condition
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1 recognising the role for treatments such as cognitive
behavioural therapy, gradually increasing the amount
of daily activities that an individual undertakes, and
the use of medication for mood disturbance

1 educating the patient (and family if appropriate) about
the condition

1 considering plausible alternative or additional
diagnoses

The many features mentioned are all central to a rehabilitation

approach. We therefore find it surprising that the guideline only

mentions rehabilitation once, and then incidentally (1.10.1,
bullet 7).

We strongly suggest that embedding rehabilitation within the
guideline will simplify and strengthen the guideline, because
the approach used by rehabilitation is precisely that being
suggested. Only holistic rehabilitation services will have this
approach built-in to their clinical practice.

We wel come the guidelinebs
fatigue syndrome, but we question the incorporation into the
guideline of any specific recommendations for several
reasons.

A. There is no evidence that allows identification of specific
individuals who are at high risk of developing chronic fatigue
syndrome.

B. The number of patients who have some of the features
suggestedisverylarge,and i ndeed it i s
and seen) to have these symptoms not only after presumed
viral illness but after many other acute health events.

C. Many of the people with these symptoms are managed well
by GPs, rehabilitation services and general services and would
overwhelm any more focused service.
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¢ g Thank you for our comment.

The committeebs discussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. For the points you make see
Evidence review D-Diagnosis.

6 n Advice for people with suspected ME/CFS

The committee note in the rationale for suspecting ME/CFS that
it is the combination and interaction of the symptoms that is
critical in distinguishing ME/CFS from other conditions and
illness. The period of a minimum of 4 and 6 weeks is to alert
clinicians to the possibility of ME/CFS. Based on the evidence
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D. There is no specific evidence on which to base any specific
recommendations, other than to note that common

rehabilitation interventions i education about the symptoms,
and self-management; psychosocial interventions; undertaking
physical activity within a pe
extending performance with guidance; and a range of specific,
interventions tail oiraetkelytobea p
helpful.

E. The guideline concerns a diagnosis that, according to its

own preferred diagnostic criteria (Rowe et al, 2017) requires
symptoms to be present for six months.

We suggest that it is both confusing and outside the scope of
this guideline to make any specific recommendations about
diagnosis and management before six months. We
recommend a generic statement that anyone with symptoms
similar to those seen in chronic fatigue syndrome for less that
six months should be seen as soon as possible in a
rehabilitation service or other similarly experienced service for
active assessment and management in the hope that it will
reduce the risk of developing long-term problems.

We have concerns about theguideli neds approac
diagnosis, and its loosening of diagnostic criteria which were
derived for an extensive review. There are several concerns:
A. As noted above, the guideline has selected to base
diagnosis upon one set of criteria (out of many possible sets of
criteria), and the criteria require symptoms to be present for at
least six months before making the diagnosis.

B. If this is a guideline on the diagnosis and management of
chronic fatigue syndrome, then it should be bound by the
evidence it chose to use, and not give any advice concerning
any aspect of diagnosis or management prior to that.

C. The guideline, as presented, has three major sections
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and their experience the committee agreed it is important that
people with this combination of symptoms are given advice that
may prevent them getting worse as early as possible. The
committee recognised that not everyone with suspected ME/CFS
will have a diagnosis of ME/CS and that the advice
recommended at 4 and 6 weeks (for the next 8 and 6 weeks)
would not be detrimental to people who are then not diagnosed
with ME/CFS. Diagnosis is now clarified in the guideline at 3
months with referral to ME/CFS specialist services for
confirmation of the diagnosis and development of a care and
support plan.

Thank you for our comment.

The committeebs di scussion of
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters. For the points you make see
Evidence review D-Diagnosis.

Advice for people with suspected ME/CFS
The committee note in the rationale for suspecting ME/CFS that
it is the combination and interaction of the symptoms that is

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

104 of 1137



Myalgic encephalomyelitis (or encephalopathy)/
Consultation on draft guideline

Stakeholder Document Page No Line No

British Society Guideline General General

of Rehabilitation
Medicine

10 November 2020 - 22 December 2020

Comments

(principle of care, suspecting the condition, and managing the
suspected condition) before making a diagnosis. Clinical
practice starts with making the diagnosis, and a clinical
guideline should do the same.

We suggest that the guideline should restrict itself to its own
definition of the diagnosis. As soon as the guidelines strays
outside this, it needs to recognise that there are very many
patients who have the same set of symptoms who get better,
or, if they do not get better, are often diagnosed with a
functional disorder such as a functional neurological disorder,
chronic spinal pain, and fibromyalgia. It also needs to consider
a very much broader range of evidence.

The BSRM is concerned at the large number of
recommendations made without any supporting evidence.
They are presumably based on the opinions of committee
members, and the invited experts. These opinions do not
constitute evidence, and (as in all other areas of medicine and
guidelines), opinions are subject of bias from many causes.
The BSRM feels that a national document should base
recommendations on published evidence of an appropriate
quality, and it should otherwise admit that there is insufficient
evidence.
The BSRM is also concerned that evidence for the benefit of
exercise has been downgraded inappropriately because:
1. Itis not possible to use the same methodology for
rehabilitation interventions as is used for drug trials.
The intervention needs to be personalised, the
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critical in distinguishing ME/CFS from other conditions and
illness. The period of a minimum of 4 and 6 weeks is to alert
clinicians to the possibility of ME/CFS. Based on the evidence
and their experience the committee agreed it is important that
people with this combination of symptoms are given advice that
may prevent them getting worse as early as possible. The
committee agreed this should be a separate section of the
guideline to avoid confusion with the management of ME/CFS.
The committee recognised that not everyone with suspected
ME/CFS will have a diagnosis of ME/CS and that the advice
recommended at 4 and 6 weeks (for the next 8 and 6 weeks)
would not be detrimental to people who are then not diagnosed
with ME/CFS. Diagnosis is now clarified in the guideline at 3
months with referral to ME/CFS specialist services for
confirmation of the diagnosis and development of a care and
support plan.

Thank you for our comment.

Decision making

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
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important outcomes are by definition subjective and it
is never possible to be truly double blind

2. Results from trials of exercise in closely linked

conditions, and in this condition before syndromic
criteria were changed in 2015, were discounted

Note was taken only of the longest follow up data available.

Many patients will have changed their behaviour by then and

groups will have become contaminated and converged.
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were identified as underrepresented in the literature. All NICE
guidelines follow the process for evidence synthesis set out in
Developing NICE guidelines: the manual. This guideline was no
exception. As with all NICE guidelines the committee uses its
judgment to decide what the evidence means in the context of
each topic and what recommendations can be made and the
appropriate strength of the recommendation.

The committee will consider many factors including the types of
evidence, the strength and quality of the evidence, the trade-off
between benefits and harms, economic considerations, resource
impact and clinical and patient experience, equality
considerations. (See Developing NICE guidelines: the manual,
section 9.1 for further details on how recommendations are
developed).

Methodology

Developing NICE guidelines: the manual. Chapter 4 Developing
review questions and planning the evidence review addresses
the topic about approaches to take when considering the design
of studies to be included in a systematic review.

In summary the effectiveness of an intervention is usually best
answered by a RCT because a well-conducted RCT is most
likely to give an unbiased estimate of effects. Where such
evidence is not available (for example, where interventions it can
be difficult or unethical to assign populations to control and
intervention groups). In such cases, a non-randomised controlled
trial might be a more appropriate way of assessing association or
possible cause and effect. The Medical Research Council (MRC)
has produced guidance on evaluating complex interventions
(Craig et al. 2008) and using natural experiments to evaluate
health interventions delivered at population level (Craig et al.
2011).
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When developing the protocols for the intervention reviews, a

RCT was agreed to be the most appropriate study design to
evaluate clinical effectiveness. This was informed by the

commi tteebds knowledge that the
in this area.

In recognition that the views of people with ME/CFS who had
experienced the interventions was important a qualitative review
was done with an accompanying call for evidence to identify any
unpublished evidence.

Risk of bias was assessed using Randomised Controlled Trial:
Cochrane RoB (2.0) in the studies and then using GRADE in
evaluating the quality of the evidence (as described in
Developing NICE guidelines: the manual.) We agree that there
are difficulties in blinding in some trials and the result of this is a
risk of bias. The role of the committee is then to discuss this
limitation and the impact it has on the results and then in turn on
the making any recommendations about practice. As noted
above the decision making for developing recommendations is
multifaceted and complex.

Downgrading and indirectness

This point about discounted trials on exercise we think refers to
the decision by the committee to downgrade evidence that did
not use a diagnostic criteria that includes post exertional malaise
(PEM) as essential.

PEM is widely acknowledged in ME/CFS specialist practice as
being a characteristic feature of ME/CFS but the difficulty for
interpreting the evidence is that in the trials that do not use a
criteria that has PEM as essential (and therefore a 100%

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

107 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

ME/CFS population) numbers of people with PEM are rarely
reported. The committee do not assume that people recruited to
trials do not experience PEM they just do not know how many if
the information is not reported.

Where this is the case, the trial population could include people
that do not have ME/CFS and this makes it difficult for the
committee to be confident of the benefits and risks of the
interventions on people with ME/CFS.

Using GRADE and CERQual the committee agreed that
evidence without this informat
CERQual) acknowledging this uncertainty about the population.
As such the evidence was considered taking this into account.
See the methods chapter for more information on GRADE and
CERQual.

After considering the stakeholder comments the committee
agreed to revisit the evidence for the intervention reviews further
scrutinising the information on PEM reported in the quantitative
and qualitative evidence and the application of indirectness and
relevance. As part of this they agreed that any evidence with a
population > 95% with PEM_would be considered direct. (See
evidence reviews G and H (appendix G) for the approach taken,
the analysis and the impact on the results and interpretation of
the evidence.)

Follow- up data

Data was extracted at the longest follow-up available, as
specified in the protocol for this review. There is an increasing
call for evidence to reflect the real-world situation of patients and
not just that of ideal and controlled short term circumstances.
The committee considered that long-term data of treatments for
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We have every sympathy with patients who feel they have

been disbelieved, or treated in a rigid and unyielding way, or

not offered the support they need. We understand that this no
doubt is the experience of some patients with chronic fatigue
syndrome. Similar comments are made by patients with many
other conditions such as people whose diagnosis of cancer is
del ayed, people who develop F
with multiple sclerosis. Rehabilitation clinicians see many
disabled patients who recount similar stories, usually very
believable.

We feel the guideline is much more likely to improve care if it is
written in a positive manner that values all that is good,
validating the efforts that almost all clinical teams make. We
feel that the current guideline will be rejected by many clinical
readers, in that they will simply not read it when faced with
many statements that can only be interpreted as being critical.
Very similar feelings were expressed in a national audit of
services for people with multiple sclerosis, but the guideline
does not present such a critical tone.

We accept fully that services for patients with chronic fatigue
syndrome are not optimal, either in the number of patients that
can be managed or in the quality of services, and this is the
implication of many of the statements. However, it must be
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ME/CFS to be more reflective of real-world efficacy and more
helpful for decision making and implementation in clinical
practice. Longer term follow-up reflects the likelihood that people
may decide to discontinue the treatment and change treatments,
this is an important consideration when making
recommendations for interventions. As such, we did not extract
the shorter timepoints where longer follow-up was available.

Thank you for your comment.

The evidence reviews and the discussion sections summarise
and reflect the evidence and the committee agree that some of
this evidence, in particular Evidence review A and the
commissioned reports (Appendices 1 and 2), is challenging.
However challenging and uncomfortable it is, it is important that
this evidence is heard and considered when making the
recommendations. Please see comment 228 for a summary of
decision making. The committee note that the evidence
highlights that disbelief and prejudice was common where health
and social care professionals lacked knowledge and did not
understand ME/CFS. It was much less reported in specialist
services. The training section of the guideline addresses this
recommending that health and social care providers should
ensure that all staff delivering care to people with ME/CFS
should receive training relevant to their role and in line with the
guideline (see evidence review B).

Thank you for your comments.

The population for this guideline is people with suspected or
diagnosed ME/CFS and the guideline has no remit to make
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recognised that identical comments are made by people with recommendations for other conditions. The guideline reflects the
many other conditions. Patients routinely feel that they have evidence for best practice for people with ME/CFS, accordingly,
been deserted by healthcare by six months after their stroke, the committee have made recommendations about appropriate
and many published qualitative studies record similar care for people with ME/CFS. The committee note that much of
perceptions in most long-term disabling conditions. the guideline reflects care that anyone with a long-term condition

should be able to access and has not always been available to
There is nothing exceptional about the implied observation that | people with ME/CFS.
there are insufficient resources to provide either healthcare or
social care and support for patients with chronic fatigue The aim of NICE guidance is to provide advice to improve health
syndrome. and social care and to reduce inequity in the access and
provision of services and not to accept where services are
Rehabilitation services are faced with this problem many times | suboptimal.
each day. We are therefore concerned that many of the
statements and recommendations imply that patients with
chronic fatigue syndrome should have a quality of service that
exceeds that available for the very many other patients in a
similar situation with, for e
stroke, spinal cord injury, most childhood disorders where
someone survives into adulthood, chronic mental health
problems and so on.

The guideline is implying a discrimination in favour of one
group at the expense of all others, and this is not acceptable in
a national guideline. Patient groups can and do campaign for
better treatment for their disorder; and national guideline
should not imply that one group gets preferential treatment.

British Society Guideline 001 5 We note the change in the title from 2007, to give preference Thank you for your comment.

of Rehabilitation to Myalgic Encephalomyelitis, a change that we consider The committee agree that none of the currently available terms

Medicine unwise. (a) The term, chronic fatigue syndrome is the term are entirely satisfactory. The rationale for using ME/CFS was
used in the majority of research, (b) the term, chronic fatigue initially set out in the scope for the guideline, 6 Thi s gui d
syndrome is a much better reflection of the uncertainty around | scope uses OME/ CFS6 but this is
and difficulty in determining a precise diagnosis, (c) the term, particular definition of this illness, which has been described
myalgic encephalomyelitis suggests a specific pathology, for using many differentnamesé and t hen readdr ¢
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with there is no evidence i Roweetal,201 7 say @ATh
has not been established. 0 as

We recommend retaining chronic fatigue syndrome as the
diagnostic term, to avoid generating additional fears in patients
who might, reasonably, conclude that they had a diffuse
disease of the brain and spinal cord.

(1.1.1 first bullet)

The word, medical, should be removed. It does not clarify
anything, as there is no obvious contrast; a healthcare
guideline would not be written about a non-medical condition.
We are concerned that it is implying that there is some specific
biological abnormality, for which there is as yet no evidence.
Furthermore, stating that it is "affecting" multiple body systems
is again not supported by evidence. What is true is that
symptoms that might be attributed to disturbance in multiple
body systems occur.

We suggest it would be better to state that it is "a complex and
chronic condition liable to relapses and remissions where both
the factors causing it and the pathophysiological mechanisms
underlying it are unknown."

In this part of the guidance, there is no justification for picking
out the severe form. It would be more important, if something
is to be said, to emphasise that for many people it is relatively
minor, short lived, and not necessarily liable to recurrence. It
would be better to finish the point at the word, severity. This is
an example of the lack of balance and sense of proportion in
the guideline.
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section of the guideline,6 The t er ms ME, CFS,
ME/CFS have all been used for this condition and are not clearly
defined. There is little pathological evidence of brain
inflammation, which makes the term 'myalgic encephalomyelitis'
problematic. Many people with ME/CFS consider the name
‘chronic fatigue syndrome' too broad, simplistic and judgemental.
For consistency, the abbreviation ME/CFS is used in this
guideline. o

Thank you for your comment.

There is controversy over the terms used to describe ME/CFS
and this is reflected in the stakeholder comments. After
discussing in detail the wording of this recommendation the
committee agreed not to change the terms used. The committee
agree the pathophysiology of ME/CFS is an ongoing area of
investigation and have edited the

bullet point to reflect this.

Thank you for your comment.

The committee agreed that for everyone with ME/CFS there is an
impact on their lives. There is a wide range of impact, there are
people able to carry on some activities and they experience less
of an impact on aspects of their lives than people with substantial
incapacity and have difficulty with leaving or are unable to leave
their homes.. Taking into account the range of comments from
stakeholders about the importance of representation for all
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people with ME/CFS this recommendation has been reworded to
reflect the range of impact that can be experienced with

ME/CFS.

I'n the 6information about ME/ C
variation in long-term outlook is highlighted and includes that a
proportion of people recover.

British Society Guideline 004 13 It is unnecessary to specify the range, and again is Thank you for your comment.

of Rehabilitation emphasising severe debility (not debilitation) and ignoring the

Medicine fact that some people can live normally for much of the time. The committee agreed that for everyone with ME/CFS there is an
This statement should end at the word, longer. impact on their lives. There is a wide range of impact, there are

people able to carry on some activities and they experience less
of an impact on aspects of their lives than people with substantial
incapacity and have difficulty with leaving or are unable to leave
their homes.. Taking into account the range of comments from
stakeholders about the importance of representation for all
people with ME/CFS this recommendation has been reworded to
reflect the range of impact that can be experienced with

ME/CFS.

British Society Guideline 005 9-11 This statement is, on one level, self-evidently good. But, the Thank you for your comment.

of Rehabilitation definition states that it cannot be diagnosed until six months After considering the stakeholder comments the committee have

Medicine so, by definition, an o6early |replaced O6earlyd with O6timelyé
possible. Everything that flows on from this is invalid.

British Society Guideline 005 2 This statement, and many others which we will not comment Thank you for your comment.

of Rehabilitation on individually, is a generic statement of good clinical practice. | The committee agree this is good clinical practice. This

Medicine Every rehabilitation service would use this approach and, asit | recommendation is supported by the evidence. Lack of belief in
is central to advice from the General Medical Council and, no ME/CFS and understanding about the impact of their symptoms
doubt, many other professional regulatory bodies, it seems was reported by people with ME/CFS in Evidence review A,
unnecessary to say it. It simply adds to an impression that all Appendices 1 and 2 and support

clinical readers are being criticised, as it is stating the obvious. | experience.
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British Society Guideline 005 27 This is an example of a statement likely to upset any person Thank you for your comment.
of Rehabilitation working with children, because it is central to the philosophy of | The aim of the recommendation was to raise awareness that
Medicine paediatric care. children and young people with ME/CFS have experienced

prejudice and stigma and is based on the evidence identified in
the Evidence reviews A and C a

British Society Guideline 006 8 It is not clear what the point of this series of statements (and Thank you for your comment.
of Rehabilitation other similar statements elsewhere) is. It seems more This section highlights the difficulties that people with severe or
Medicine appropriate for a textbook on chronic fatigue syndrome. very severe ME/CFS may have and is supported by Appendix 2,

EvidencereviewCiaccess to care and t
experience. The committee agreed it was important to raise
awareness about these difficulties and the support that may be
needed to live.

Taking into account the range of stakeholder comments about
the location in the guideline of this section the committee have
revised the structure of the guideline highlighting the special
considerations of people with severe and very severe ME/CFS in
an individual section. In response to your comment this now
means that the criteria for suspecting and diagnosing ME/CFS
precedes this recommendation providing clarity about the
symptoms that are related to a diagnosis of ME/CFS.

British Society Guideline 007 17-21 This statement is an example of requesting exceptional Thank you for your comment.

of Rehabilitation treatment because of the diagnosis. Every single person This recommendation reflects good practice for all people

Medicine receiving personal care and support, for whatever reason, accessing health and social care services. See NICE guideline
would like this, stating it in official national guidance risks on Patient experience in adult NHS services: improving the
placing commissioners and providers in an invidious position. experience of care for people using adult NHS services.

Do they act ethically, and continue to give everyone with equal
need and equal priority, risking criticism for failing to adhere to
a national guideline, or do they capitulate and knowingly
discriminate in favour of one group simply on account of their
diagnostic label, thereby infringing the equality and diversity
discrimination action?
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British Society Guideline 008 1 While we fully understand why this might have been included, Thank you for your comment.
of Rehabilitation the logical and practical difficulties are such that this section We think you refer to removing the section om suspecting
Medicine should be removed i as we have made clear in a general ME/CFS. This was identified by stakeholders as an important

comment. We have suggested a general recommendation that | area to review and provide advice on in the guideline. The

anyone who has persisting problems that are attributed by the | evidence for the diagnostic criteria in the guideline and times to

patient, to an acute illness or other event should be referred to | diagnosis and referral is set out in Evidence review

a rehabilitation service if the patient is not recovering D_Diagnosis. Their discussion of how the evidence informed the

spontaneously and at an expected rate. recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters.

British Society Guideline 009 17 We have already stressed our concern about making a Thank you for your comment.
of Rehabilitation diagnosis at a time when it cannot be made, by definition. We This recommendation was to ensure that clinicians were alerted
Medicine have grave concerns that this statement, for which there is no to the possibility of ME/CFS as soon as possible. Based on the

evidence, will lead to a self-fulfilling prophesy particularly if the | qualitative evidence and their experience the committee agreed it

patient reads this guideline with its emphasis upon the severity | is important that people with this combination of symptoms are

and incurability of the condition. given advice that may prevent them getting worse as early as
possible. See Evidence review D- for the evidence and
committee discussion.

However after considering the stakeholder comments the
committee agreed to make some edits to the recommendations
on suspecting and diagnosing ME/CFS and hope this has
addressed your points and added some clarity for readers. In
summary the edits to the points you make are:
T 6Provisional 6 diagnosis has
reasons:
o The committee agreed the
di agnosi sbé6 was confusing
results of any assessments to exclude other
conditions before diagnosis at 3 months. This
section now focus solely on suspecting ME/CFS.
Diagnosis is now introduced at 3 months.
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010 18 We are uncertain about what is being said here, but if it refers

to avoidingtheso-c al | ed fABoom and Bust
then we agree with the underlying idea but are worried about
the terminology used. Although several of our members have
foundthe cl inical term, Oenergy
It is not derived from any scientific theory and not based on

any evidence.

British Society Guideline
of Rehabilitation

Medicine

We think that this phrase and the many statements associated
with it and its derivative is trying to make the following points:

9 itis unwise for anyone to increase, suddenly and without
preparation, the amount of activity (usually but not
necessarily involving exercise) they undertake by two or
more times because, in anyone including people with
chronic fatigue syndrome, the person will be more tired
afterwards and will often experience other symptoms. It is
a normal phenomenon.

9 anyincrease in activity should be planned, and done in
small increments, expecting to feel that more has been
done but not excessively. The size of the increment and
the rate of change, needs to be agreed between the
patients and his or her clinical advisor. One approach is
to increase the minimum level of activity undertaken over
a 24 hour period, rather than to aim to increase the
maximum amount.

9 the effect of any increase needs to be evaluated by the
patient and clinician at an agreed point.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

0 The risks of early diagnostic labelling, the
committee agreed that people with suspected
ME/CFS could be give advice without the need to
be told they have a provisional diagnosis

Thank you for your comment.

After considering the stakeholder comments the committee
agreed that this concept and energy envelope might not always
be appropriate when suspecting ME/CFS. They acknowledged
that some people with suspected ME/CFS may not be diagnosed
with ME/CFS and information on PEM and energy limits* may
not be helpful. At such keeping a diary at this stage may not be
appropriate. The committee amended the recommendation to
advise people to manage their daily activity and not push through
symptoms.

*After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit energy envelope to use energy limits.
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We think this is what is being said, albeit in a series of
unconnected statement scattered around, and it is an
approach we would support wholeheartedly, given the
evidence for the effectiveness of this approach in many
conditions. It appears to be vital for the patient to establish
some control of their symptoms and not be subject to frequent

worsening.
British Society Guideline 011 5 This is making a diagnosis outside the agreed diagnostic Thank you for your comment.
of Rehabilitation criteria used by this guideline. No evidence is given to support
Medicine this statement which does not acknowledge or discussthefact | | n summary based on the evidel
that people with fibromyalgia and chronic spinal pain will also experience, they agreed the four criteria for the diagnosis of
be captured, ME/CFS were fatigue, post-exertional malaise, unrefreshing
sleep and sleep disturbance (or both), and cognitive difficulties.
Key to the diagnosis of ME/CFS is the presence and combination
of the four symptoms. Pain may be associated but is not
exclusive to with ME/CFS, this was supported by the IOM
diagnostic criteria (2015). The committee note that pain is the
dominant symptom in fibromyalgia and in chronic spinal pain as
such the two populations are differentiated.
British Society Guideline 011 7 This suggests referring every patient, and we doubt this is Thank you for your comment.
of Rehabilitation sensible. Many patients are managed successfully by GPs or
Medicine existing services, and they will be de-skilled if this Based on the evidence ( Evidence reviews A.B,C,D and I) and
recommendation is followed. It will also lead to a much higher the committeebds experience ref
workload for services that are already insufficient, further was recommended for confirmation of diagnosis, development of
reducing their ability to help patients with more needs. It the care and support plan, advice on energy management,
should be qualified. physical activity, and dietary strategies. ME/CFS specialist teams

where seen as the most appropriate place for people with
ME/CFS to access support with GPs providing ongoing support
and review.

In reference to your point the committee acknowledged that non-
specialists may not feel confident in diagnosing ME/CFS and
recommended that people with suspected ME/CFS are referred
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to a ME/CFS specialist service for confirmation of the diagnosis (
Evidence review B).

The committee agree that training for health and social care
professionals is important and have recommended that
health and social care providers should ensure that all staff
delivering care to people with ME/CFS should receive
training relevant to their role and in line with the guideline.
To note the training recommendations have been edited.

British Society Guideline 011 13 The BSRM notes the frequent r Thankyou foryour comment.

of Rehabilitation ME/ CFS t eamo. Based on the evidence ( Evidence reviews A.B,C,D and I) and

Medicine the committeebds experience ref
The BSRM is fully supportive of patients with complex or was recommended for confirmation of diagnosis, development of
difficult problems being seen by a team that has the the care and support plan, advice on energy management,
experience and expertise to assess, advise and if needed physical activity, and dietary strategies. ME/CFS specialist teams
manage the patientds needs. where seen as the most appropriate place for people with

ME/CFS to access support with GPs providing ongoing support
The BSRM has significant ¢ onc andreview. The committee acknowledged that non-specialists
specialist ME/CFS team6 whi ¢ h maynotfeelconfidentin diagnosing ME/CFS and
that the team only sees patients with ME/CFS and will not see | recommended that people with suspected ME/CFS are referred
any other patients, however much the needs of other patients to a ME/CFS specialist service for confirmation of the diagnosis (

might overlap. Second, that patients with chronic fatigue Evidence review B).

syndrome should only be seen in a labelled specialist team.

Our concerns are clinical and practical. The committee does not think that being part of an ME/CFS
specialist team necessarily precludes them from also working

The practical concern, which is not trivial, is that there are with patients who have other conditions as well, especially if this

currently few Specialist ME/CFS teams that are truly multi- makes services more viable. However, they have concluded that

di sciplinary. There may3 be ma itisessentialthat ME/CFS patients are cared for by staff with

physiotherapists and/or occupational therapists, but the experience of the disease, since their care needs are so different

number of patients that would need to be seen if this guideline | to other patients, particularly with respect to exercise and activity.
were acted on would greatly exceed capacity. Coupled to this
is a very pertinent and practical concern about proliferation of
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specialist teams for long-term conditions. They are suggested
or campaigned for to see people with: stroke, multiple
sclerosis, post-Covid syndrome, traumatic brain injury, chronic
pain etc etc. The core expertise needed across all these
conditions is shared. The proliferation of teams will make each
one too small to accumulate expertise, survive one or two
people leaving, manage fluctuations in demand, etc.

The consequence of this implied recommendation would

simply be a general deterioration of all services as the same
number of rehabilitation experts are split up into smaller and
smaller teams. At the same time, the focus on single, narrowly
defined conditions will lead to more people not being able to
access a service that could meet all their needs because they
have not been given the O6corr
already a major problem.

The clinical concern is that the term specialist is being
misused. The important point is not that a team only sees
patients with the condition; the important point is that they
have the knowledge and skills required to assess, advise and
manage the person. This need only be one or two particular
people, who can support other team members.

A third concern is that general services that are offering
thoroughly appropriate services to patients with CFS/ME will
no longer be viewed as compliant because they are not
6Specialistéo.

Therefore, the BSRM recommends a more nuanced approach,
referring to services that have the appropriate knowledge and
skills within the team.

Devel operds response

The committee were unable to draw conclusions about the
specific composition of a multidisciplinary team based on the
evidence but they agreed that good care for people with ME/CFS
results from access to an integrated team of health and social
care professionals that are trained and experienced in the
management of ME/CFS. Accordingly the committee
recommended and described the expertise that should be
available to a person with ME/CFS (Evidence review |
_Multidisciplinary care (Benefits and Harms section).

The committee recognised parts of the care and support plan
should only be delivered or overseen by healthcare professionals
who are part of a specialist team, for example a ME/CFS
specialist physiotherapist to oversee physical activity
programmes. See evidence reviews F and G, where the
committee outline where it is important that professionals trained
in ME/CFS deliver specific areas of care.

The committee agree there is inequity in the provision of services
and access to ME/CFS specialist teams. They discuss further
access to ME/CFS specialist teams in Evidence review |-
Multidisciplinary care, they note that children and young people
are likely to be cared for under local or regional paediatric teams
that have experience working with children and young people
with ME/CFS in collaboration with ME/CFS specialist centres. In
these situations confirmation of diagnosis and the development
of the care and support plan is supported by the ME/CFS
specialist centres

A description of ME/CFS specialist teams has been added to the
terms used in the guideline and this includes the model with local
and regional teams.
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British Society Guideline 011 15 This recommendation i s dir ect Thankyouforyourcomment.
of Rehabilitation points arise. These are the minimum areas to be considered in the
Medicine assessment the list is not meant to be exhaustive and does not
First, we would support the processes recommended as a exclude the areas you have mentioned.
rehabilitation service offering a holistic approach. We do note,
however, that the list of items to be covered is incompleteand 'whi | e it 6s r ec o g n ikeginthisareaare likely i
misses some important areas such as: to be carrying out this sort of assessment there is variation in the
- the patientds wishes, exp accesstoservicesanditwasimportantto set this outin the
f the patientasdcét ef eabpues guideline so as to ensure good quality care. As you note this is
aspects of their life are important and what their important information to commissioners when planning services.

lifetime aspirations are)

1 factors that may have precipitated or made them
vulnerable to the illness

1 factors that may be exacerbating, maintaining or
perpetuating the iliness together with relevant
protective factors

1 information that indicates potential risk or need for
safeguarding

1 their emotional state
1 their past medical history, and illness experiences.
Second, this recommendation s

will not know what to do, which is perhaps not the best way to
encourage clinicians to pay attention to this guideline. If you
are in fact aiming this at, for example, commissioners then it

should be rephrased, e.g. ACoO

a holistcassessment i s carried out cc
British Society Guideline 012 10 We would like to comment on something that is absent but Thank you for your comment.
of Rehabilitation should start on line 10. In every health encounter in any Management plan has been edite
Medicine service for any condition, the important step after history and line with personalised care and support plans

examination is to formulate the situation. In acute situations, https://www.england.nhs.uk/ourwork/patient-participation/patient-

this is usually just a disease diagnosis, but in every long-term centred/planning/.)
condition it is far more. It is developing a shared understanding
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with the patient how various factors interact and contribute to
the problems faced. It is the start of a process coming to an
agreed management plan.

At present it reads as if the clinician develops a plan which is
then discussed, without any explanation as to how she or he
has arrived at the suggested plan. It is a vital stage in any
rehabilitation plan for any person with a complex long-term
condition, and should be part of any patient-centred, holistic
service.

We strongly recommend adding this stage. It might also help
the guideline group to have a rehabilitation expert to advise on
normal rehabilitation practice and how it can help patients.

We agree that the patientds
the clinical team should establish them and check them over
time. Identification and setting of goals is a central
rehabilitation skill, and it is axiomatic that all actions should be
concordant with their overall goals.

However, this section misses some important aspects of
rehabilitation planning:

1 practical considerations must be considered in any
plan; it is not fair to the patient to develop an ideal
plan that cannot be delivered, and often in current
circumstances less than ideal plans are devised for
almost all patients with long-term disability. The role
of the clinical team under these circumstances is to
balance what should be done with what can be done,
and to support the patient with this.

National Institute for

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel oper 6s

The plan is developed in collaboration with the person with

ME/CFS and explores their aims and the management of their

health and well-being within the context of their whole life and
family situation. It should be proportionate, flexible and
coordinated and adaptable to
situation and care and support needs.

The committee composition was agreed during the scoping

phase as appropriate for the expertise for the guideline scope.
Great care was taken to ensure the committees was formed to
reflect as far as practically possible, the range of stakeholders

and groups whose activities, services or care will be covered by
the guideline. This committee had a balance of perspectives and

experiences. The committee membership does reflect the
multidisciplinary approach to treating ME/CFS and includes

Health and Care Excellence

response

a

medically qualified clinicians and allied health professionals who

lead and work in specialist ME/CFS services.
Thank you for comment.
Management plan has
line with personalised care and support plans

been edi

t o

https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.).

In line with this the bullet points have been deleted as this is
reflected in the aims of a care and support plan.

The personalised care and support planis basedonthep er s o

needs and includes the areas listed. The plan is developed in
collaboration with the person with ME/CFS and explores their

aims and the management of their health and well-being within

the context of their whole life and family situation. It should be
proportionate, flexible and coordinated and adaptable to a
personds health condition, S
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helping the patient re-establish control. The goal of most

rehabilitation is to

control infers taking on again their roles and responsibilities.
This may have to be re-learned, and part of planning
management with a patient is to help them re-establish control
over their life.

We believe that this series of statements is unnecessarily
nihilistic. As an example, no guideline on spinal cord injury
would recommend explaining that the person will never regain
movement, or sensation, and would always be incontinent etc
etc.

British Society Guideline 014 15
of Rehabilitation

Medicine

A rehabilitation approach, which is much more patient-centred
than this, would explain that, although no absolute cure is
likely, and the future is unpredictable, nevertheless a person
can develop a new, meaningful life. We believe that this
section should be recast to explain that people with chronic
fatigue syndrome can still participate in life, and the focus of
rehabilitation is not exclusively aimed at care and support.

ma X i atilitys €
to make choices and to exercise control. Having autonomy and

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

After considering the range of stakeholder comments the

committee agreed to edit this recommendation to:

Explain that ME/CFS:

1 is afluctuating medical condition that affects everyone
differently, in which symptoms and their severity can change
over a day, week or longer

9 varies in long-term outlook from person to person i although
a proportion of people recover or have a long period of
remission, many will need to adapt to living with ME/CFS

T varies widely in its impact
their daily activities, family and social life, and work or
education (these impacts maybe severe)

1 can be worsened by particular triggers 7 these can be
known or new triggers or in some cases there is no clear
trigger

1 can be self-managed with support and advice (see the
section on energy management)

1 caninvolve flare-ups and relapses even if symptoms are
well managed, so planning for these should be part of the
energy management plan.

The previous section on assessment and care and support

planning by a specialist team describes the process of the

holistic assessment and development of a personalised care and
support plan that underpins management planning in this
guideline. The personalised care and support plan is based on
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Is there any epidemiologically sound evidence to support your
contention that it is less common to have long periods of
remission. Can you point to an inception cohort of patients
followed up over time? This is one of many statements for
which there is no evidence other than anecdote. Evidence
from support societies is necessarily biased, because people
who recover will rarely join a support society. People who
receive good care and get better rarely publicise it!

We believe that this is a dangerous statement. It is equally if
not more serious to contemplate that signs of abuse and
neglect are interpreted as being attributable to chronic fatigue
syndrome when they are in fact due to abuse. It is a one-sided
approach, not recognising that there may be other equally
plausible and valid explanations for observations. The
statement poses a significant risk to some vulnerable patients.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

the personds needs and include
developed in collaboration with the person with ME/CFS and
explores their aims and the management of their health and
well-being within the context of their whole life and family

situation. It should be proportionate, flexible and coordinated and
adaptabl e to a per sinaidnanditaresahdt h
support needs.

Thank you for your comment.

After considering the range of stakeholder comments on this
bull et point it has beéndong-texrdi t €
outlook from person to person i although a proportion of people
recover or have a long period of remission, many will need to
adapt to living with ME/CFS. d
all people with ME/CFS.

Thank you for your comment.

The importance of this section is discussed at length in the
committee discussion in Evidence review B. In summary the
committee discussed how a lack of knowledge and
understanding about ME/CFS and the nature of the symptoms
has led to people not being believed and this has had negative
consequences particularly for children and young people, and
their families.

Recommendation 1.7.5 is clear that recognising and responding
to possible child abuse and neglect (maltreatment) is complex
and should be considered in the same way for children and
young people with confirmed or suspected ME/CFS as with any
child with a chronic illness or disability. The NICE guidelines on
child maltreatment and child abuse and neglect should be
followed.
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Although we are not specialised in paediatric matters, we
believe this is another dangerous statement. It will make it very
difficult for any professional to suggest that a child is being
neglected or abused, particularly if the parent states that their
child has chronic fatigue syndrome, a statement that would be
difficult to refute. This is a one-sided statement, that does not
acknowledge that there are often many potential explanations
for observation, and that abuse is one (a new medical

condition would be another, and side-effects of drugs might be
another). This statement, if left as it stands, risks leaving
children who are being abused to continue being abused
because, i f the par entnpmagraphe s
1.7.6 says what it says, and that this paragraph explains
everything that has been reca
would be very difficult for any team to continue. Given how
much child abuse is already not acted on, partly because of

the fear o f | egal or othatthokmts ©
statement needs to be removed or heavily qualified with
counter-recommendations.

We think that this series of statements suggests that
everybody should adapt their service to the wishes and
requirements of the patient. WE agree that this is an ideal, or
aspiration, that most healthcare services and social services

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
This is clear that if a professional has concerns they should be
addressed in the same way as with any person. Recognising that
this can be compounded by the risk of symptoms being
misunderstood is the reason the committee have recommended
that health and social care professionals who have training and
experience in ME/CFS should be involved to support this
process and identify where there might be a risk.

Thank you for your comment.

The importance of this is discussed at length in the committee
discussion in Evidence review B. In summary the committee
discussed how a lack of knowledge and understanding about
ME/CFS and the nature of the symptoms has led to people not
being believed and this has had negative consequences
particularly for children and young people, and their families.

Recommendation 1.7.5 is clear that recognising and responding
to possible child abuse and neglect (maltreatment) is complex
and should be considered in the same way for children and
young people with confirmed or suspected ME/CFS as with any
child with a chronic illness or disability. The principle applies to
adults.

This is clear that if a professional has concerns they should be
addressed in the same way as with any person. Recognising that
this can be compounded by the risk of symptoms being
misunderstood is the reason the committee have recommended
that health and social care professionals who have training and
experience in ME/CFS should be involved to support this
process and identify where there might be a risk.

Thank you for your comment.

The committee agree that flexibility in accessing services is
important for all people and is best practice (see NICE guidelines
on patient experience in adult NHS services).This guideline is
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would like to do for every patient, and in principle there is no
problem with this.

Our serious concern is that this recommendation appearing in
this national guideline implies that services should favour
patients with chronic fatigue syndrome over other people
requiring the same services and wanting the same standard of
flexibility. If that is how it is interpreted, then it is discriminatory
against other people with similar needs and problems arising
from other causes. There is no reason given to suggest
discrimination is justified, and this is contrary to the spirit of the
Equality and Diversity Act.

We believe that this is an unnecessary and, to many clinicians,
hurtful recommendation. Somebody with chronic fatigue
syndrome can always contact the hospital either before the
appointment, or after the appointment, to explain that they are
not attending, and why or that they did not attend, and why.
Furthermore, many clinics either phone or write to the patient.
This also seems to be privileging patients with chronic fatigue
syndrome above other patients, if it is intended that there
should be a greater effort for these people.

If this recommendation is left in, then it should be
counterbalanced by a recommendation that people with
chronic fatigue syndrome should make every effort to keep any
appointment made, should cancel an appointment if they
cannot make it explaining why, and if necessary phone after
missing an appointment. The aim should be effective
cooperative shared management of the condition.

The guideline needs to recognise that the management of all
long-term conditions is a joint responsibility between the

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
about people suspected or diagnosed with ME/ CFS and refers
to this population and highlights the needs they may have. The
committee do not in any way wish to promote the needs of
people with ME/CFS over those of patients with equal need.
Conversely, the committee are highlighting that these people will
have additional needs to those of some other patients. There is
evidence from our reviews of qualitative studies that people with
severe or very severe ME/CFS often find it difficult to access
services. If they are unable to access services due to these
disabilities, then that would be contrary to equality legislation.
This might be aspirational, but it highlights that reasonable steps
should be taken where possible.

Thank you for your comment.

This recommendation is supported by the evidence that people
with ME/CFS reported that some health and social care
professionals did not understand ME/CFS and difficulties they
may sometimes have in attending appointments (see evidence
reviews AandC). Thi s was supported by 1
experience and they agreed that the relationship with health and
social care services is collaborative.

This recommendation highlighted the difficulties people with
ME/CFS have had in accessing services.

After considering the range of stakeholder comments the
committee edited this recommendationt o, appoi nt me
del eted, 6 contact the6' to rec
relationship between the healthcare professionals and the

person with ME/CFS and it could be the person with ME/CFS

that contacts the service.
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patient (and the family, if involved) and the clinical team. Both
parties have responsibilities and duties.

We feel that this statement, like others, implies that people
with chronic fatigue syndrome should have a standard of care
above that experienced by anybody else. In every patient there
will be some consideration, when there is choice, about where
a bed is situated. Accessibility of toilets and washrooms is or
should be a central concern in relation to all ward structures,
and it is well recognised that lighting, noise and other
environmental factors are less than optimal for most patients,
but the environment is often inevitable given the nature of
acute hospital wards. These are systemic issues within
healthcare, and they are common across all conditions.

The BSRM welcomes the attention being given to patients
being involved in educational and vocational activities.
Nevertheless, we think that this section continues the generally
nihilistic attitude of problems being inevitable and irresolvable
except by not doing things. Many people with identical specific
problems (but a different diagnostic label) are helped to
manage, and also rehabilitation services can liaise with
employers and occupational health service both to minimise
the risk of problems and to improve the chance of recovery
sufficient to return if necessary.

We suggest that this section is re-considered, and written with
an emphasise upon facilitating and maintaining work and
education, rather than as recommending support in not
working or being educated. Such an approach would not only
benefit patients, but would contribute (a small amount) towards
educating employers, teachers and the public so that they
have a better understanding of this common condition.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

The committee agree that these considerations are applicable to
all people accessing health services and is an example of best
practice (see Patient experience in adult NHS services:
improving the experience of care for people using adult NHS
services).This is a guideline on people with ME/CFS and
highlighted here as consideration for people with ME/CFS.

Thank you for your comment.

After considering the range of stakeholder comments the
recommendations in this section have been reordered starting
with accessing support.
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The BSRM supports the use of multidisciplinary teams in the
assessment and management of people with chronic fatigue
syndrome whose needs cannot be met by less well resourced
service, such as general practice.

The BSRM is slightly concerned that this statement and list
shows a misunderstanding of teams.

A team is or should be a group of people who work together
towards common goals as a group. The statement is written as
if a team is constructed for
are known to be much less effective because the group do not
develop shared ways of working and shared expertise,
knowledge and skills. We therefore strongly recommend
rephrasing this to emphasise the need for a team, to which the
patient is referred. The team will determine the particular
people needed for the individual patient.

The BSRM has long experience of the problems of saying
what professions should be in a team, and no list is ever
satisfactory or agreed. It is important to highlight that, between
the team members they have the knowledge and skills to
manage most of the problems from within team membership. It
also has to recognise that some patients will have rare or
unusual problems needing assistance from others (e.g.
someone who is blind or deaf, who also has chronic fatigue
syndrome), and therefore the team should be responsible for
engaging other teams or individuals when needed.

Third, it needs to be recognised that the team, as a whole,
needs to include someone with specific knowledge about the
condition of a particular patients (chronic fatigue syndrome in
this case).

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Thank you for your comment.

People with ME/CFS often require the input of different
professionals, and the committee agree the optimal approach is
good communication between the different professionals and
that care is coordinated to avoid duplication of assessments and
appointments for the person with ME/CFS.

The committee were unable to draw conclusions about the
specific composition of a multidisciplinary team based on the
evidence but they agreed that good care for people with ME/CFS
results from access to an integrated team of health and social
care professionals that are trained and experienced in the
management of ME/CFS. In addition, the committee discussed
the value of naming which professionals should be in a team and
as you comment no list is ever satisfactory or agreed.
Accordingly the committee recommended and described the
expertise that should be available to a person with ME/CFS (see
Evidence review | _Multidisciplinary care)

The committee note that throughout the guideline there is
reference to where access to the expertise in a ME/CFS
specialist team is appropriate, including confirming diagnosis,
developing a care and support plan and supervision for the
management of some symptoms.

After considering stakeholder comments about the requirement
for medical expertise input into the care of people with ME/CFS

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

126 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments

Last, the list of areas of knowledge and skill given in the nine
bullet points has overlooked the need for medical expertise.
The medical needs, which require a doctor, include:

1 reviewing existing and emerging symptoms and
signs, to check that in fact that the original diagnosis
remains correct and to be alert to the development of
a new disease or diseases

1 managing drugs, especially any given for pain,
fatigue, or mood disturbance

1 assisting in the management of many of the
symptoms where medical interventions may help
(depression, vomiting, pain, anxiety etc)

1 maintaining a holistic overview, ensuring that all
resolvable problems are identified and managed

1 acting as an authoritative interface with other teams,
organisations, and agencies (e.g. employers)

1  contributing to team leadership and function,
specifically advising and educating on any medical
concerns raised by other team members

leading on the most complex cases raising legal, ethical and
other concerns.

British Society Guideline 024 4 The BSRM has concerns about this bald statement,
of Rehabilitation questioning particularly its nihilistic implications and the effects
Medicine of that. There are many treatments available, proven and

unproven, that help someone with chronic fatigue syndrome to
regain autonomy, more involvement in social and other
activities, and a better quality of life.

The statement was probably written from within a non-holistic,
biomedical framework with an assumption that (a) there is a
unique, single specific cause for the condition and that (b) the

Devel operds response

the committee agreed to replace the term 'a comprehensive
clinical history"in 1.2.2 with 'a medical assessment in the
recommendations on suspecting ME/CFS, assessment and care
and support planning and multidisciplinary care. This would
typically require access to a ME/CFS specialist physician or a
GP with a special interest in ME whilst not excluding a role for
the highly trained ME/CFS advanced practitioner.

Thank you for your comment.

After considering the stakeholder comments on the wording
6treatment or cure for ME/ CFS2&
the word 6treatmentd from thes
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.

However the committee agree th
ME/CFS and it is important that people with ME/CFS are aware

of this. For this reason, the committee have not further edited the

only &étreatmentd6 woul d be o0ne recommendation.

somehow, reversing or removing the single unique cause. This
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simplistic conception does not apply to many diseases or
disorders, and this statement could be added to almost every
guideline, for example that for stroke, multiple sclerosis, of the
management of backpain.

More importantly, the implication of this statement both for
patients and their families, and for clinicians and the public, is
that, once the diagnostic label has been attached, it is downhill
only and there is no prospect of improvement or recovery. This
overlooks the large number of people who do recover and
return to a full or nearly full life.

Equally importantly, there are treatments that can help many
patients regain some of their lost activities and experience less
pain and distress: exercise (in general, not graded exercise
therapy as characterised in this guideline); cognitive
behavioural therapy, anti-depressants for people with
depression, etc.

This statement should be removed.

British Society Guideline 024 6 to The BSRM is very supportive of self-management as an Thank you for your comment and information.
of Rehabilitation p25 line 7 | integral part of any rehabilitation plan for any person with a
Medicine long-term disabling condition. The BSRM also agrees that The committee note that this is one element of the care and
deconditioning is not the cause of chronic fatigue syndrome. support plan incorporating a holistica ppr oach t o a
On the other hand, the BSRM has suggestions to improve this
section 1.11.2 to 1.11.8. they are: Energy management is a term and concept that is understood in
1 self-management needs to be seen as a whole, not the ME/CFS community and is described as a strategy to
picking off separate bits manage symptoms and includes taking into account all types of
1  energy management is a misnomer i the accurate activity (cognitive, physical, emotional and social) and takes into
term would be the management of symptoms account overall level of activity.
associated with activities (of any type, including
cognitive) The approach is to reach stabilisation and then increase after

periods of stability where possible. Energy management is part
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1 deconditioning (lack of cardiovascular. respiratory
and muscular fitness) is not the cause of chronic
fatigue syndrome, but it is undoubted a
consequence of chronic fatigue syndrome and
reducing its effects needs to be integral to any self-
management plan

1T the emphasis on avoiding
accurately described as undertaking proportionately
large changes in levels of activity suddenly but for a
short-time, is correct and this approach is unwise in
anyone with any condition. Sports enthusiasts are
routinely advised to increase their activity at a
controlled rate

1 onthe other hand, discussion with the patient on
methods to increase their tolerance of activities that
are part of normal life should take place, and any
method needs to be reviewed after starting to check
its appropriateness. This will include, inevitably, minor
increases in symptoms as fitness (even in thinking)
increases 1 that is normal in everyone

1 exercise, when referring to activities such as
attending a gym, or doing exercises for their own
sake are not essential, and it should only be included
if the person specifically enjoys that type of activity

1 Instead, the focus should be on increasing, slowly,
the amount and range of activities undertaken that
the person wants or needs to undertake

91 During this process, the focus should be on activities
achieved, not symptoms.

This is the approach that is used by rehabilitation services for

almost all patients with long-term disabling conditions, most of
whom have deconditioning as a secondary consequence.

advisory committees

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
of the care and support plan and developed with a ME/CFS
specialist team.

After considering the stakeholder comments the physical

mai ntenance section has been r
and mobilityd and has been moy
section of the guideline to provide clarity that it is about advice

on maintaining and preventing the deterioration of physical
functioning and mobility.

To note management plan has be
pland in |Iine with personali se
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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Guideline 027 24 The BSRM feel it is unusual to make recommendation not to
undertake something unless there is incontrovertible evidence
of a high risk of harm in everyone and no evidence of any
possible benefit. These criteria do not apply to any of the
mentioned activities. This is an example of a negative and
nihilistic approach.

British Society
of Rehabilitation
Medicine

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Evidence reviews G and H describe the quantitative and the
qualitative evidence for graded exercise therapy and includes the
committee discussion The committee discussed this evidence
with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
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with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
qualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)

The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G. The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.
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The BSRM has two concerns with this statement.

The first is in the use of the terms, therapy, treatment, and
cure. If therapy means treatment, then the statement is
tautologous. If cure refers to a complete reversal of everything,
then it might be defended, but exercise has not been proposed
as a cure, only as one of many interventions that will help
some problems in some people. We recognise that some
enthusiasts may over-sell exercise, and some patients may
misunderstand what might be gained, but the assumptions
underlying this are invalid.

The second concern is that, if the person never considers or
discusses increasing the activities they undertake, then the
person can never get better. The concern here is with the

word, exercise. Exercise should not be considered as some
form of external 6treat ment 6,
Rather it is used as short-hand (unfortunately) for doing more

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Based on the evidence mentioned above and their own
experience the committee concluded that it was important that a
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
The committee recognised there are people with ME/CFS that
may feel ready to incorporate a physical activity or exercise

programme into managing their ME/CFS and want to explore this

option. Where this is the case the committee agreed that it was
important people are referred to and supported by

physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F

and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

Thank you for your comment and information.

Treatment or cure

After considering the range of stakeholder comments on the
wording 6treatment or cure f
to remove the word m@domneeadations tot
avoid any misinterpretation with the availability of treatments for
the symptom management for people with ME/CFS.

The definitions in the guideline clarify the difference between
physical activity and exercise and these are linked to in this
section.

The committee have not reordered the recommendations. These

recommendations are preceded by one in the energy
management section that is to refer people who feel ready to
progress their physical activity or would like to incorporate
physical activity or exercise programme into managing their

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

132 of 1137

(o
0



Stakeholder

British Society
of Rehabilitation
Medicine

British Society
of Rehabilitation
Medicine

British Society
of Rehabilitation
Medicine

Myalgic encephalomyelitis (or encephalopathy)/

Document

Guideline

Guideline

Guideline

Page No

028

028

028

Line No

10

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

activities that are or might be part of life 1 getting dressed,
going up or down stairs, shopping etc.

This section might be usefully re-ordered so that it starts with
1.11.20 and works backwards to 1.11.15 before covering
deterioration in their conditions in 1.11.20 and 1.11.21

The BSRM agrees that no intervention should be
recommended on some externally-gi ven, fi xed
schedule. We agree that all interventions must be tailored to a
patientds needs and wishes.
The BSRM agrees that any management suggested to reduce
the effects of deconditioning should not be put forward as
treating 6the caused of chron
were unaware that this was being undertaken.

This statement will, no doubt, be commented on by paediatric
specialists. The BSRM has concerns that it is specifically
suggesting that a treatment for which there is some evidence
should not be offered, and this seems odd for a guideline that
is supposed to be based upon evidence. The BSRM feels that,
in the absence of evidence of comparable quality that the
Lightning Process is harmful, sufficient to counter the evidence
suggesting that it is beneficial, it is quite inappropriate for a
guideline to recommend against it.

The BSRM is also concerned that at least one member of the
guideline committee has publicly stated that he does not
support the Lightning Process as a treatment, a clear conflict
of interest and of concern.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
ME/CFS. The physical activity section then outlines the
elements before developing a personalised programme.

Thank you for your comment.

Thank you for your comment.

Thank you for your comment.

Lightning Process, osteopathy, life coaching and neurolinguistic
programming

After considering the stakeholder comments the committee
agreed to edit this recommenda
ME/CFS therapies based on the Lightning Processé .

The committee agreed that concerns raised in the qualitative
evidence about the Lightning Process could not be ignored and
that it was appropriate to have a do not recommendation. (See
evidence reviews G and H).

Pre stated views or an interest in a particular outcome
The NICE Policy on declaring and managing interests for NICE
advisory committees sets out the processes for :

A what interests need to
A how declared interests

be de
shoul
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The BSRM support this approach, but would prefer to frame it

notas a oO6programmed, which car
independent treatment. The re
wish to improvel/increase acti

develop a plan for you to carry out whereby you incrementally

i mprove or increase activity
The BSRM understands that a p
fluctuates. This is seen in almost all people with long-term
disability, albeit rarely with such dramatic fluctuations as may

be seen in some people with chronic fatigue syndrome. The
BSRM is concerned about the u
implies some kind of inflammatory process, and the word

6rel apsed which implies some
evidence for either process.
l evel of activityodé, 6édecompen

sympt oms 6.

The BSRM is concerned that this paragraph contains a series
of recommendations without any evidence to support them.
The recommendation is, anyway, very imprecise. What is the
role of rest? Is rest deleterious? As there is no evidence, it is
unhelpful because the clinician can only express an opinion.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
A when a declared interest cou
and the action that should be taken to manage this.

As with any other guideline this Policy has been applied to this
guideline. The Interests Register for the committee is published

on the NICE website
(https://www.nice.org.uk/quidance/indevelopment/gid-
ng10091/documents) . The register has been updated

throughout the development of the guideline and includes the
decisions and actions made on the interests declared.

Thank you for your comment.

The programme is part of the care and support plan and the
energy management plan, O6progr
addresses physical activity or exercise in particular.

Thank you for your comment.

After considering the range of stakeholder comments on the
terms flare and relapse the committee agreed to change flare to
flare up and not to edit relapse.

Thank you for your comment.

The committee considered that giving advice on planning rest
and activity was a fundamental part of any management strategy
for people with ME/CFS. In their experience, understanding the
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Comments

The BSRM agree wholeheartedly with the importance of
controlling pain. The committee also agreed that it could not
make any recommendation. However, by referring the reader
to a guideline on neuropathic pain, the guideline is implying
strongly that the pain has a neurological origin. While some
pain might possibly be neuropathic, there are many other likely
causes including secondary to depression, and secondary to
immobility and failure to move naturally. Most people reading
this will simply start a drug for neuropathic pain, which will in
all probability worsen fatigue and cognition without any benefit.

If any recommendation is made, it should be to consult either a
rehabilitation service (evaluation and management of pain in
people with long-term complex disability is part of their
expertise) or a pain service.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

role of rest and how to introduce rest periods was important in
successful energy management.

As you note there was a lack of evidence identified for rest and

sleep strategies and the committee were unable to give specific
advice about strategies recognising the approaches should be

tailored to the individual. The recommendations include that

people should be given advice on the role of rest and sleep and
personalised sleep management advice. It is important that the
advice comes from health care professionals with expertise in
ME/CFS.

This advice would be part of the care and support plan that is
developed by the ME/CFS specialist team and they are
knowledgeable about the role of rest and sleep in people with
ME/CFS.

Thank you for your comments.

Although pain relief was included in the protocol for
pharmacological interventions no evidence was identified and the
committee agreed they were unable to make any
recommendations for specific medications.

The committee linked to NICE guidance that was relevant to
people with ME/CFS, the committee acknowledged that this does
not address all the type of pain that people with ME/CFS may
experience.

The committee agree that care for people with ME/CFS should
be personalised and recommend a personalised care and
support plan in the assessment and care planning section of the
guideline. Management of pain should be part of the
personalised plan.

The committee have noted at the beginning of the managing
ME/ CFS section and d6émanagi thgy
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031 6 The BSRM is concerned with this statement. We assume that,
if someone has, for example, severe pain then it would be

acceptable to use, or at least try a drug such as ibuprofen. Yet
this statement, taken at face value, would stop this as the
i buprofen is being used to

people with a long-term condition nevertheless take treatments

British Society Guideline
of Rehabilitation

Medicine

6t suppl ement s

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
recommendations in the section on principles of care for people
with ME/CFS and section on access to care and energy
management should be taken into account when managing
symptoms and coexisting conditions in people with ME/CFS.

Chronic pain guideline

The committee agreed that the recommendations in sections 1.1
and 1.2 for all types of chronic pain in the Chronic pain guideline
could apply to people with ME/
chronic primary p adtondo thatof peoplel i f
with ME/CFS and that the management section does not apply.
As such the difference between the guidelines is not a problem.
The committee made the decision not to cross refer to the
Chronic pain guideline to avoid confusion.

Taking into account the comments by stakeholders the
committee have added a consensus recommendation in the
6managing painbé section of t
pain is a symptom commonly associated with ME/CFS and
should be investigated and managed in accordance with best
practice and referred to pain services if appropriate.

he

The committee did provide general advice for health
professionals on what to be aware of when prescribing
medicines for people with ME/CFS.

Thank you for your comment.

After considering the stakeholder comments the committee
agreed the use of treatment in this context could be confusing
and edited the recommendati on
to cure ME/CFS. 0
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to alleviate symptoms, and sometimes to reduce progression,
without any expectation of a cure.

The BSRM suggests that this statement is removed, especially
as it has already been emphasised that the condition is not
6curabl ed.

The BSRM support this; it is standard practice when managing
most people with long-term disabling conditions.

This statement seems to contradict or, at least, conflict with
1.11.29.

The BSRM is familiar with cognitive behavioural therapy, and it
is an integral part of many rehabilitation plans for many
patients. The BSRM is uncertain whether the text accurately
reflects the process and content of the treatment but expects a
psychological organisation to pass comment.

The BSRM agrees fully that the more marked fluctuations in
symptomatology need analysis and management. The BSRM
has concerns about the ter ms
explained.

The BSRM also has a concern about trying to distinguish
between the two categories. As the basis for these more
marked fluctuations is unknown, there is no rational basis for
making such a distinction. The clinical reality is also that there
is no clear-cut, easily defined separation.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
The committee note the following subsection in the guideline is
O6medi cines for symptom managen
prescribers.

Thank you for your comment.

Thank you for your comment.

After considering the stakeholder comments the committee
agreed the use of treatment in this context could be confusing
and edited the recommendati on
suppl ements to cure ME/ CFS. 6

Recommendation 1.12.24 recognisesitist he per sond
take vitamins or supplements but that this should be an informed
choice with an awareness about potential side effects.

Thank you for your comment.

Thank you for your comment.

After considering the range of stakeholder comments on the
terms flare and relapse the committee agreed to change flare to
flare up and not to edit relapse.

Flare ups and relapse are further defined in the terms used in the
guideline with flare up recognising that flare ups usually occur as
part of PEM andis transient with and a relapse as a sustained
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General

General

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

The BSRM recommends (a) avoiding categorisation on
duration or any other feature
fluctuations need analysis on an individual basis, with a

tailored plan for prevention and management.

The PICO table does not include pain interference or pain-
related self-efficacy. Pain is a common symptom in CFS.
Please can you confirm that the absence of evidence for
interventi ons fvauld alsh ppply tothesqd p 8 8
constructs. Otherwise, you may be missing treatments that
may be beneficial.

The PICO table does not include pain interference or pain-
related self-efficacy. Pain is a common symptom in CFS.
Please can you confirm that the absence of evidence for
interventions for O6paindé (317
constructs. Otherwise, you may be missing treatments that
may be beneficial.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
and marked exacerbation of symptoms lasting longer than a
flare-up.

The committee agree that each
analysis on an individual basis, with a tailored plan for prevention
and management in the care and support plan. This is
recommended in the assessment and care planning section of
the guideline.

Thank you for your comments.

Pharmacological interventions aimed at treating pain in people
with ME/CFS were included in the review protocol, however none
were found.

Additionally, pain was included as an outcome (visual analogue
scales and numeric rating scales were eligible for inclusion) in
this review.

See the review protocol in Appendix A.

Thank you for your comments. Non-pharmacological
interventions aimed at treating pain in people with ME/CFS were
also included in the review protocol (for example, TENS),
however none were found.

Pain was also included as an outcome (visual analogue scales
and numeric rating scales were eligible for inclusion) in this
review. We have noted that the pain interference sub-scale of the
Brief Pain Inventory was reported in Jason 2007, and this has
now been extracted and included in the review.

See the full review protocol in Appendix A of Evidence review H.
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General

17

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Thank you for updating this important guideline. It balances
both quantitative methods for evaluating published papers
along with a qualitative analysis of patient experience. We
understand that a guideline needs to be implementable and
support this approach to help make the guideline acceptable to
people with CFS whilst making best use of scarce public
resources.

The symptoms used by the committee for suspecting CFS do
not mention pain. However, in Evidence review 4 (diagnosis),
p44 table 4, chronic pain appears in 8 out of 9 of the diagnostic
classifications. A systematic review (Meeus 2006) showed
that chronic widespread pain occurs in 84-94% of people with
CFS. Further, in evidence rey
committee agreed that pain though not key to the diagnosis of
ME/CFS, is a common symptom in people with ME/CFS and
should be considered by the committee in their decision
maki ngo.

It therefore seems perverse that this guideline should choose
diagnostic criteria that do not include chronic widespread pain
and that the guideline avoids management of chronic pain in
people with CFS. In our view it would be helpful if the
guideline committee advised on principles for adapting
recommendations in the chronic pain guideline and other
relevant guidelines (low back pain, osteoarthritis) for people
with CFS.

Mira Meeus, Jo Nijs, Kenny De Meirleir, Chronic
musculoskeletal pain in patients with the chronic fatigue

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Thank you for your comment.

The committee agree that pain and decreased pain threshold
were identified in most of the criteria as symptoms for suspecting
ME/CFS and diagnosis and the committee agreed they were
important to be aware of. They also noted that other symptoms,
including having flu like symptoms in the initial stages of
ME/CFS, temperature hypersensitivity, neuromuscular
symptoms, intolerances and sensory sensitivities were all
mentioned to some extent in the criteria and were common
symptoms they were aware of. The four symptoms (debilitating
fatigue, PEM, unrefreshing sleep and sleep disturbance (or both)
and cognitive difficulties) were agreed by the committee as the
best basis for identifying people with ME/CFS and as essential to
a diagnosis of ME/CFS. The committee emphasised it is the
combination and interaction of the symptoms that is critical in
distinguishing ME/CFS from other conditions and illness. (see
evidence review D for further detail).

Chronic pain guideline

The committee agreed that the recommendations in sections 1.1
and 1.2 for all types of chronic pain in the Chronic pain guideline
could apply to people with ME/
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10 November 2020 - 22 December 2020

Comments

syndrome: A systematic review, European Journal of Pain,
Volume 11, Issue 4, 2007, Pages 377-
386,https://doi.org/10.1016/j.ejpain.2006.06.005.

Please include guidance on the management of chronic pain,
or cross-refer to the NICE Guideline on chronic primary pain
as pain is a very common symptom in people with CFS even if
not a defining diagnostic feature.

The symptoms for suspecting CFS do not mention pain.
However, in Evidence review 4 (diagnosis), p44 table 4,
chronic pain appears in 8 out of 9 of the diagnostic
classifications. A systematic review showed that chronic
widespread pain occurs in 84-94% of people with CFS. Collin
2016 suggests 20% of people with CFS have widespread pain,
and a further 33% have multiple symptoms in including chronic
pain (53% of total cohort). Many patients with CFS also meet
the diagnostic criteria for fiboromyalgia (see Evidence review 4
(diagnosis), p10, table 2 and the following references:

In our view it would be helpful if the guideline committee
advised on principles for adapting recommendations in the
chronic pain guideline and other relevant guidelines (low back
pain, osteoarthritis) for people with CFS.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
chronic primary paind is a dif
with ME/CFS and that the management section does not apply.
As such the difference between the guidelines is not a problem.
The committee made the decision not to cross refer to the

Chronic pain guideline to avoid confusion.

The committee note in the guideline that any when managing
any co-existing conditions in people with ME/CFS the
recommendations on principles of care, access to care and
energy management should be taken into account.

Thank you for your comment.

The committee agree that pain and decreased pain threshold
were identified in most of the criteria as symptoms for suspecting
ME/CFS and diagnosis and the committee agreed they were
important to be aware of. They also noted that other symptoms,
including having flu like symptoms in the initial stages of
ME/CFS, temperature hypersensitivity, neuromuscular
symptoms, intolerances and sensory sensitivities were all
mentioned to some extent in the criteria and were common
symptoms they were aware of. The four symptoms (debilitating
fatigue, PEM, unrefreshing sleep and sleep disturbance (or both)
and cognitive difficulties) were agreed by the committee as the
best basis for identifying people with ME/CFS and as essential to
a diagnosis of ME/CFS. The committee emphasised it is the
combination and interaction of the symptoms that is critical in
distinguishing ME/CFS from other conditions and illness. (see
evidence review D for further detail).

Chronic pain guideline

The committee agreed that the recommendations in sections 1.1
and 1.2 for all types of chronic pain in the Chronic pain guideline
could apply to people with ME/
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Comments

Collin SM, Nikolaus S, Heron J, Knoop H, White PD, Crawley
E. Chronic fatigue syndrome (CFS) symptom-based
phenotypes in two clinical cohorts of adult patients in the UK
and The Netherlands. J Psychosom Res. 2016 Feb;81:14-23.
doi: 10.1016/j.jpsychores.2015.12.006. Epub 2015 Dec 23.
PMID: 26800634.

Mira Meeus, Jo Nijs, Kenny De Meirleir, Chronic
musculoskeletal pain in patients with the chronic fatigue
syndrome: A systematic review, European Journal of Pain,
Volume 11, Issue 4, 2007, Pages 377-
386,https://doi.org/10.1016/j.ejpain.2006.06.005.

What constitutes a specialist team? This is important for both
commissioners and providers to be defined. Maybe add to
glossary and include in section on training?

There is no rec and no research rec regarding the provision of
multidisciplinary programmes. This is in scope for this review
(Final scope, p7, para 3.4). There is nothing covering this in
the rationale and impact section either. We note that one costi
utility analysis found that multidisciplinary rehabilitation was
not cost effective compared to cognitive behavioural therapy
for adults with ME/CFS (evidence review 7 non-pharma, p198
L28). Should such programmes in use in the UK continue? It
would be helpful for commissioners and providers to have
guidance on this.

Rec 1.11.11 should be laid out differently as it is ambiguous.
The first sentence is fine. The activities in the bullet points are
a subset of exercise and physical activity, which you want
included as part of physical maintenance. Maybe this should
be a separate rec: AThink
physical activities (in the management plan/as part of physical
mai ntenance) 0?

abo

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
chronic primary paind is a
with ME/CFS and that the management section does not apply.
As such the difference between the guidelines is not a problem.
The committee made the decision not to cross refer to the
Chronic pain guideline to avoid confusion.

The committee note in the guideline that any when managing
any co-existing conditions in people with ME/CFS the
recommendations on principles of care, access to care and
energy management should be taken into account.

Thank you for your comment.
A definition of a ME/CFS specialist term has been added to the
terms used in this guideline.

Thank you. The committee have recommended a specialist team
approach to the care of ME/CFS including assessment and
development of a management plan. The skills required by the
team are described in the recommendations.

OMul tidisciplinary rehabilitat
not found to be cost effective. It is evident from the
recommendations that the committee are not advocating this
intervention. However, a fdo

made, since there was no evidence that it is harmful to patients.
Thank you for your comment.

After considering the stakeholder comments the physical

mai ntenance section has been
and mobilityd and has been
section of the guideline to provide clarity that it is about advice
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

The terms dbexercisebd, Ophysi
and oOmovementd are used inte
physiotherapists and clinicians. Although these terms are
defined as the committee wished to use then in the glossary,
these different terms may lead to confusion for clinicians and
patients because it is not how they use the terms. Is it possible
to reduce the number of terms in use in separate places in the
document ? I'n many cases oyou
physical activityd even thoug
the guidance would apply to both.

C
r

Please consider rewording this rec to include advice on
maintaining physical activity for wider health benefits perhaps
as part of a management plan or discharge plan.

There are considerable public health benefits from being
physically active. (Nice Public Health guideline PH44, CMO
Physical Activity Guidelines 2019.) People who are the most
inactive are the group most likely to get health gains from
increased physical activity. The question is how to do this?
There will be some people with CFS who have improved with
the treatments recommended in this guideline, or whose
condition has plateaued. Once their treatment in an NHS
setting is completed (even if they are kept on long term review)

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
on maintaining and preventing the deterioration of physical
functioning and mobility.

The bullet points are not in particular order and are examples of
areas to think about when considering how to support someone
with long term immobility.

Thank you for your comment and information.

The definitions used in the guideline are from the World Health
Organization advice on physical activity.

After considering the stakeholder comments, physical activity or
exercise has been added to aid clarity.

To note after considering the stakeholder comments the physical
mai ntenance section has been r
and mobilityd vadtathelsyanptonbnearagemend
section of the guideline to provide clarity that it is about advice

on maintaining and preventing the deterioration of physical
functioning and mobility.

Thank you for your comment.

In section 1.5 the holistic assessment includes assessments of
physical health and the care and support plan include planning to
address physical functioning and mobility. This recommendation
directly addresses exercise.
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Stakeholder Document Page No Line No Comments

they would still benefit from tailored advice regarding
maintaining their physical fitness for all the other health
benefits this brings.
Connect Health | Guideline 027 21 We suggest that this rec shou
Ltd not justified by the clinical
people with CFS that unstructured exercise may worsen their
sympt oms o

Rationale:

This is because unstructured, unsupervised or un-tailored
advice on physical activity may not be helpful as a treatment
for CFS, particularly if this results in them exceeding their
6energy envelope. 0

Although we suggest this wording, some of our contributors
were unsure about referring t
commonly used term by clinicians outside the tight sphere of
chronic fatigue syndrome management i.e. most clinicians in
England.

Devel operds response

Thank you for your comment.

The committee agree there is little dispute amongst clinicians
working with people with ME/CFS that they should not undertake
exercise that is not part of a programme overseen by a ME/CFS
specialist team, such as telling them to go to the gym or exercise
more.

It is commonly agreed that people with ME/CFS experience post
exertional malaise (PEM) after activity. PEM is a worsening of
symptoms that can follow minimal cognitive, physical, emotional
or social activity, or activity that could previously be tolerated. It
is in this context, and recognising the evidence from people with
ME/CFS indicating that misunderstanding of the impact of PEM
and inappropriate advice on how to incorporate physical activity
(and exercise) into their lives has resulted for some in a
deterioration of their condition, that this guideline has
recommended that people with ME/CFS should be supported by
a

physiotherapist or occupational therapist within a ME/CFS
specialist team if they:

A have difficulty with their reduced physical activity or
mobility

A feel ready to progress their physical activity beyond
their current activities of daily living

A would like to incorporate a physical activity programme
into the management of their ME/CFS.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
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Comments

Please consider rewording or deleting this bullet point because
it may result in physios not being able to use the word
fexerciseo with this patient
doing anything with a patient that may increase their

symptoms. In some cases, particularly when pain is a
significant feature, encouraging movement and exercise is a
very important part of giving some people with chronic fatigue
fagencyo over their managemen

This bullet point also fails to acknowledge the skills physios
use in combination with exercise/movement including
facilitating patient choice, helping them understand their
condition better and working with them to help them towards
their values and goals in life.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS.

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit Energy envelope to use energy limits.
The committee have added that the energy limit is the amount of
energy a person has to do all activities without triggering an
increase or worsening of their symptoms. This is linked to terms
used in the guideline with further explanation of the meaning.

Thank you for your comment.

The committee agree there is little dispute amongst clinicians
working with people with ME/CFS that they should not undertake
exercise that is not part of a programme overseen by a ME/CFS
specialist team, such as telling them to go to the gym or exercise
more.

It is commonly agreed that people with ME/CFS experience post
exertional malaise (PEM) after activity. PEM is a worsening of
symptoms that can follow minimal cognitive, physical, emotional
or social activity, or activity that could previously be tolerated. It
is in this context, and recognising the evidence from people with
ME/CFS indicating that misunderstanding of the impact of PEM
and inappropriate advice on how to incorporate physical activity
(and exercise) into their lives has resulted for some in a
deterioration of their condition, that this guideline has
recommended that people with ME/CFS should be supported by
a
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physiotherapist or occupational therapist within a ME/CFS
specialist team if they:

have difficulty with their reduced physical activity or
mobility
A feel ready to progress their physical activity beyond
their current activities of daily living
A would like to incorporate a physical activity programme
into the management of their ME/CFS.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS.

Pain

The managing co-existing conditions of section of the guideline
raises awareness that other conditions may commonly coexist
with ME/CFS and these should be investigated and managed in
accordance with best practice. This section also lists related
NICE guidelines and recommends the section on principles of
care for people with ME/CFS, section on access to care and the
energy management recommendations should be take into
account when managing coexisting conditions in people with

ME/CFS.
Connect Health | Guideline 028 1 The bullet point not to offer therapy based on physical activity Thank you for your comment.
Ltd is a non-sequitur. . Dissecting the statement, what is the point | Treatment or cure
you are trying to make here: is it that you are not After considering the range of stakeholder comments on the
recommending physically-based therapies , is it that you do wording 6treatment or cure fa
not recommend physical activity , is it t hat yto remove the word O6treatment 0
CFScanbetreated, or t hat you doaouéed | avoidany misinterpretation with the availability of treatments for

(by physical therapy or physical activity)? To a non-expert this | the symptom management for people with ME/CFS.
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Comments

bullet point is a confusing variance to the rest of the advice
fromrecs 1.11.17 7 1.11.22.

There is a further inconsistency with this bullet point: The
energy envelope theory requires tailoring physical activity to
within the envelope (P42 L8). Further, you suggest including
physical activity (p28 lines 12, 16, 19, 23), and in the bullet
points p27 L19 onwards.

This bullet point is at variance with the Cochrane Review,
which states fAKey messages: F
therapy probably have less fatigue at the end of treatment than
those who receive more passive therapies. We are uncertain if
this improvement lasts in the long term. We are also uncertain
about the risk of serious sid
Larun L, Brurberg KG, Odgaard-Jensen J, Price JR. Exercise
therapy for chronic fatigue syndrome. Cochrane Database of
Systematic Reviews 2019, Issue 10. Art. No.: CD003200. DOI:
10.1002/14651858.CD003200.pub8

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

The committee have slightly edited recommendation 1.11.20 to,

6a personalised collaborative
progr ammecht.i VAntyy awoul d t ake 1in
energy limits.

Thank you for your comment.

With reference to Larun 2017: This Cochrane review looked at
exercise therapy versus passive controls or other active
treatments in adults with O6CFSES
from evidence review G are as follows: The approach to meta-
analysis was different to our approach. All exercise therapies

were pooled regardless of the type of exercise therapy delivered,
and comparators considered O6pa
usual, relaxation or flexibility) were also pooled. We did not
consider this to be appropriate for the purposes of decision-
making for this guideline. Additionally, the following critical
outcomes were not assessed (not primary or secondary

outcomes for the review): cognitive function, activity levels, return
to school/work, exercise performance measures, and mortality.
However, all studies included in this Cochrane review were
included in our review. Also we note that Cochrane has
acknowledged issues with this review in terms of the methods
used and the population definition and they plan to conduct a full
update of this Cochrane review.

Treatment or cure

After considering the range of stakeholder comments on the

wording 6treatment or cure f
t

a
to remove the word 6treat ment 0
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avoid any misinterpretation with the availability of treatments for
the symptom management for people with ME/CFS.

Connect Health | Guideline 028 1 Please consider rewording or deleting this bullet point because | Thank you for your comment.

Ltd it may result in physios feeling unable to use the words
Aphysical act iwiththiypatiem groupanc e r ¢ After considering the stakeholder comments, the committee have
being very worried about offering therapeutic advice to a added exercise into the recommendations on considering a
patient that may increase their symptoms. In some cases, physical activity programme to clarify where these apply to
particularly when pain is a prominent feature, encouraging exercise.

movement and exercise is a very important part of giving some
people with chronic fati gue fi Therecommendation describes the types of physical activity or
exercise programmes that should not be offered to people with

This bullet point also fails to acknowledge the skills physios ME/CFS. The previous recommendation in the energy

use in combination with exercise or movement including: management section includes that people who feel would like to
facilitating patient choice, helping them understand their incorporate a physical activity or exercise programme into
condition better, and helping them towards their values and managing their ME/CFS (see the section on physical activity and
goals in life. exercise) should be referred to a physiotherapist or occupational

therapist working in a ME/CFS specialist team to explore this.
The following recommendation in the physical activity section
reinforce this and include that if a physical activity or exercise
programme is offered, it should be overseen by a physiotherapist
in a ME/CFS specialist team.

The guideline is clear that access to support for a physical
activity or exercise programme should be available for people
with ME/CFS.

Treatment or cure

After considering the range of stakeholder comments on the
wording 6treatment or curgeedf g
to remove the word o6treatment
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This bullet point implies that physical activity advice or
programmes are not helpful for people with chronic fatigue
syndrome. From the evidence presented in evidence review 7
(non-pharma), we think that the quality of the research
investigating a link between physical activity and mental health
is poor (GRADE Very Low for almost all comparisons of
physical activity and mental health outcomes). There is strong
evidence from a number of Cochrane systematic reviews that
physical activity improves mental health. However, with
regards the specific CFS population, the Cochrane review also
found AThe effect of exercise
and depression is uncertain because evidence is missing or of
very |l ow certainty. o

We therefore think that a research recommendation rather
than a 6do not used recommend
be more appropriate in respect of generalised benefits of
physical activity.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
avoid any misinterpretation with the availability of treatments for
the symptom management for people with ME/CFS.

Pain

The managing co-existing conditions of section of the guideline
raises awareness that other conditions may commonly coexist
with ME/CFS and these should be investigated and managed in
accordance with best practice. This section also lists related
NICE guidelines and recommends the section on principles of
care for people with ME/CFS, section on access to care and the
energy management recommendations should be take into
account when managing coexisting conditions in people with
ME/CFS

Thank you for your comment.

The bullet point is clear that generalised physical activity or
exercise programmes i this includes programmes developed for
healthy people or people with other illnesses should not be
offered to people with ME/CFS.

Based on the evidence* and their own experience the committee
concluded there are clear indications about what type of physical
activity or exercise programmes should not be offered to people
with ME/CFS but it was important that a physical activity or
exercise programme is available for people with ME/CFS where
appropriate and where they choose to explore this. The
committee recognised there are people with ME/CFS that may
feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed that it was
important that they are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
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Stakeholder Document Page No Line No Comments Devel operds response
Larun L et al, Exercise therapy for chronic fatigue syndrome, and G, where the committee outline where it is important that
Cochrane Database of Systematic Reviews, 2019 professionals trained in ME/CFS deliver specific areas of care.
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.C
D003200.pub8/full *See Evidence reviews G and H, these describe the quantitative

and the qualitative evidence for physical activity and exercise
Posadzki, P., Pieper, D., Bajpai, R. et al. Exercise/physical interventions and includes the committee discussion. The
activity and health outcomes: an overview of Cochrane committee discussed this evidence with the findings from the
systematic reviews. BMC Public Health 20, 1724 (2020). review on access to care (report C), diagnosis (report D),
https://doi.org/10.1186/s12889-020-09855-3 multidisciplinary care ( report I) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS
(Appendix 2).

With reference to Larun 2017: This Cochrane review looked at
exercise therapy versus passive controls or other active
treatments in adults with O6CFES
from evidence review G are as follows: The approach to meta-
analysis was different to our approach. All exercise therapies

were pooled regardless of the type of exercise therapy delivered,
and comparators considered O6pa
usual, relaxation or flexibility) were also pooled. We did not
consider this to be appropriate for the purposes of decision-
making for this guideline. Additionally, the following critical
outcomes were not assessed (not primary or secondary

outcomes for the review): cognitive function, activity levels, return
to school/work, exercise performance measures, and mortality.
However, all studies included in this Cochrane review were
included in our review. Also we note that Cochrane has
acknowledged issues with this review in terms of the methods
used and the population definition and they plan to conduct a full
update of this Cochrane review.
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Physical activity programme: please can you suggest guidance
about whether this can be provided in a group setting,
caveated with any requirement to take into account individual
needs. Although there is discussion about group treatments in
the narrative review, there is no conclusion about this.
Physical activity programme: You have discounted the clinical
approach (GET) taken in McCrone 2012, yet this is the only
cost-effectiveness evidence provided for physical activity.
Please therefore explain on what basis a physical activity
programme or intervention is likely to be cost effective? Would
it be more-so if in a group setting?

We agree with this rec, but it seems to be at variance with p28,
line 1 (do not offer physical activity). Whilst the individual recs
may make sense, this whole section on physical activity
contains contradictions.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
We note the Posadzki et al review is not specifically about
ME/CFS although it does include the Larun review.

Research recommendation
The committee have made recommendations to address the
difficulties and limitations in diagnosing ME/CFS (see Evidence
review D for the committee discussion on this). The committee
identified these as high priority for research. This committee
hope this will enable future research to accurately identify people
with ME/CFS and determine the impact of interventions on them.
They thought this was particularly important before
recommending any research trials on physical activity or exercise
interventions.

Thank you for your comment.

No evidence was identified to make recommendations on the
mode of delivery of programmes and the committee agreed not
to comment on this recognising it will be individual to the person
and there will be local variation in implementation. .

Thank you for your comment. McCrone 2012 showed GET to be
of marginal cost effectiveness. However, the qualitative evidence
indicated that outside of a trial context there is a risk of harm with
GET. The committee felt that only if there is more emphasis on
keeping with the personds ener
achieving targeted increases, can a physical activity programme
be safe and cost effective. To be confident of this the committee
sought to ensure that such a therapy was overseen by an

ME/CFS specialist. There are different ways in which this could
be conducted. It might be more cost effective conducted
remotely and/or in a group setting.

Thank you for your comment.

Based on the evidence* and their own experience the committee
concluded there are clear indications about what type of physical

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

150 of 1137



Stakeholder

Connect Health
Ltd

Myalgic encephalomyelitis (or encephalopathy)/

Document

Guideline

Page No

030

Line No

14

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Please link to the NICE guideline on chronic primary pain.
This is more applicable than the neuropathic pain guideline,
which only refers to pharmacological management of patients
with conditions such as diabetic neuropathy, post herpetic
neuralgia and trigeminal neuralgia, which may co-exist but are
not associated with chronic fatigue syndrome.

The symptoms used by the committee in this guideline for
suspecting CFS do not mention pain. However, in Evidence

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
activity or exercise programmes should not be offered to people
with ME/CFS but it was important that a physical activity or
exercise programme is available for people with ME/CFS where
appropriate and where they choose to explore this. The
committee recognised there are people with ME/CFS that may
feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed that it was
important that they are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

*See Evidence reviews G and H, these describe the quantitative
and the qualitative evidence for physical activity and exercise
interventions and includes the committee discussion. The
committee discussed this evidence with the findings from the
review on access to care (report C), diagnosis (report D),
multidisciplinary care ( report I) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS
(Appendix 2).

Thank you for your comments.

Neuropathic pain

The committee disagree that reference to the neuropathic pain
guideline isnbét relevant. Peop
different types of pain, neuropathic pain and headaches

included. These are examples of NICE guidelines on pain and is
not intended to be an exhaustive list of the types of pain people

with ME/CFS may experience.
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

review 4 (diagnosis), p44 table 4, chronic pain appears in 8 out
of 9 of the diagnostic classifications. A systematic review
showed that chronic widespread pain occurs in 84-94% of
people with CFS. Collin 2016 suggests 20% of people with
CFS have widespread pain, and a further 33% have multiple
symptoms in including chronic pain (53% of total cohort).

Many patients with CFS also meet the diagnostic criteria for
fibromyalgia (see Evidence review 4 (diagnosis), p10, table 2
and the following references. For all these reasons, a cross
reference to the NICE guideline on chronic primary pain seems
essential.

Collin SM, Nikolaus S, Heron J, Knoop H, White PD, Crawley
E. Chronic fatigue syndrome (CFS) symptom-based
phenotypes in two clinical cohorts of adult patients in the UK
and The Netherlands. J Psychosom Res. 2016 Feb;81:14-23.
doi: 10.1016/j.jpsychores.2015.12.006. Epub 2015 Dec 23.
PMID: 26800634.

Mira Meeus, Jo Nijs, Kenny De Meirleir, Chronic
musculoskeletal pain in patients with the chronic fatigue
syndrome: A systematic review, European Journal of Pain,
Volume 11, Issue 4, 2007, Pages 377-
386,https://doi.org/10.1016/j.ejpain.2006.06.005.

There is no guidance on whether to deliver CBT in groups for
some people. Whilst the evidence review did not show
differences in benefit from one-to-one, group or web-based
interventions (evidence review 7 non-pharma, p323 L27), there

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Chronic pain guideline

The committee agreed that the recommendations in sections 1.1
and 1.2 for all types of chronic pain in the Chronic pain guideline
could apply to people with ME/
chronic primary paind is a dif
with ME/CFS and that the management section does not apply.
The committee made the decision not to cross refer to the
Chronic pain guideline to avoid confusion.

The committee note in the guideline that any when managing

any co-existing conditions in people with ME/CFS the
recommendations on principles of care, access to care and
energy management should be taken into account.

Suspecting ME/CFS
Pain is listed as one of symptoms that may be associated with
ME/CFS.

Based on the evidence ( Evidence review D) and the

commi tteeds clinical e X p qiteriaéon c
the diagnosis of ME/CFS were fatigue, post-exertional malaise,
unrefreshing sleep and sleep disturbance (or both), and cognitive
difficulties. Key to the diagnosis of ME/CFS is the presence and
combination of the four symptoms. Pain may be associated but is
not exclusive to with ME/CFS, this was supported by the IOM
diagnostic criteria (2015). The committee note that pain is the
dominant symptom in fibromyalgia and as such the two
populations are differentiated.

Thank you. The committee did not think that the evidence was
strong enough to give guidance. However, we have added a brief
di scussion to Evidence Report
not show differences in benefit from one-to-one, group or web-
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10 November 2020 - 22 December 2020

Comments

is nevertheless a cost implication. There is no modelling or
threshold analysis. It would be helpful for commissioners and
providers to know whether, if CBT is being provided, what is
the most cost-effective method of delivery and the cost-impact.

The problem with the phrase
next recs describe how CBT should be used, who should

deliver it, preparing people to engage with CBT. If this was a
stand-alone rec rather than 1.1.43, it would be even less
justifiable than tucking at the end of the rec about who to offer

it for.

We understand the committee wished to reflect the negative
qualitative evidence about experience of people receiving CBT
(evidence review 7 non-pharma, p326 L10). However, the
committee goes on to say that CBT has a role in improving
sleep, depression and dietary issues (evidence review 7 non-
pharma, p326 L20). Whilst these symptoms are common
across many physical and mental conditions, it is incorrect to
state that CBT is not a treatment for use in people with CFS.
This will be easily mis-interpreted that CBT should not be used
in people with CFS. We believe that these evidence reviews
show that CBT is an intervention or treatment that is of benefit
for some symptoms experienced by people with CFS.

We suggest that you could separate rec 1.11.43. The last
sentence could either be removed (although the committee
were keen to reflect patient experience of CBT) or a stand

al one rec ADo not offer CBT a

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
based interventions, there will be differences in resource use and
cost. For patients where it is of equal efficacy, web-based

therapy would clearly be more cost effective followed by group-
based therapy. Although some people with ME/CFS might get
additional therapeutic benefits from meeting in a group, for many,
the benefits might be greatest from web-based CBT, as it would
not involve travel that could trigger post-e x er t i on al m
Thank you for your comment.

After considering the range of stakeholder comments the first
recommendation in this section has been edited to remove the
word treatment. The committee agreed to remove the word
6treatmentd from these recomme
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS. The
recommendation is clear that CBT is not curative. CBT is not a
treatment for ME/CFS but could be useful for some people with
ME/CFS with supporting them in managing their symptoms.

The recommendati on now starts
ME/CFS that cognitive behavioural therapy (CBT) may help them
to manage their symptoms but i
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Comments

We are pleased to see the consensus recommendation to
review in primary care rather than routinely by a specialist

team. However, given the few numbers of people with CFS at
practice level you may wish to discuss in the rationale that
delivery in primargryacar enge
This would allow primary care expertise to be built up and
consistent across local area population.

We agree with the rec to fiens
management/ di scharge plano. C
done and leads to inconsistent messaging between different
clinicians in primary care and unnecessary prescribing,
investigations and referrals, which can be harmful for the

person with CFS.

Please improvethedef i ni ti on of fAenerg
definition used in the NICE guideline is not the same as the
studies on which this is based. Energy envelope is a theory. It
proposes that patients with CFS will experience improved
functioning when maintaining expended energy levels at the
same level as the available energy level. (Jason 2009)

The NICE definition
has to do all activitieso.
improvements in both physical activity and fatigue severity
scores. These constructs are not the same thing, and it would
be less misleading to stick to the original definition by Jason
(2009).

mentions
Th

The NICE definition mentions
and one might conclude that this is everything from page 8 line
17 to page 9 Iline 16 as well
this is not the case (Jason 2009, Brown 2013). One might
conclude erroneously from the NICE guideline that the focus
on energy envelope, particularly reducing activity at initial

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

This has been added to the committee discussion in Evidence
review J.

Thank you for your comments.

Thank you for your comments.

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit Energy envelope to use energy limits.

The committee have added that the energy limit is the amount of
energy a person has to do all activities without triggering an
increase or worsening of their symptoms.
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10 November 2020 - 22 December 2020

Comments

assessment (p25 L18) will improve all their symptoms. But
even in some groups of people with adaptive coping strategies
associated with the energy envelope theory, they experience
severe limitations of function.

Brown AA, Evans MA, Jason LA. Examining the energy
envelope and associated symptom patterns in chronic fatigue
syndrome: does coping matter?. Chronic Ilin. 2013;9(4):302-
311. doi:10.1177/1742395313478220

Jason L, Benton M, Torres-Harding S, Muldowney K. The
impact of energy modulation on physical functioning and

fatigue severity among patients with ME/CFS. Patient Educ
Couns. 2009;77(2):237-241. doi:10.1016/j.pec.2009.02.015

We are unsure about the guide
envel oped as it is not a comn
outside the small sphere of chronic fatigue syndrome
management services i.e. most other clinicians in England.

We thought this term might be misunderstood although defined
in the glossary.

With regards a specialist team: you mention that there are
250,000 people in the UK with CFS (p71 linel5). Will there be
enough specialist teams to deliver this guideline? (In Review 9
(MDT) , p24, line 16 AThe comn
specialist teams are limited in number and in some areas of
England and Wales are non-existent.) So will the impact of this
recommendation be fully costed and timetabled?

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit Energy envelope to use energy limits.
The committee have added that the energy limit is the amount of
energy a person has to do all activities without triggering an
increase or worsening of their symptoms.

Thank you for your comment.

The guideline reflects the evidence for best practice. The
committee agree that there is variation in the delivery of some of
the recommended services across the NHS. There are areas
that may need support and investment, such as access to
ME/CFS specialist services , to implement some
recommendations in the guideline. However, this guideline
highlights areas where resources should be focussed.
Commissioners are listed as one of the groups that the guideline
is for and the committee hope that new guideline will be taken
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National Institute for
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NICE
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Consultation on draft guideline

10 November 2020 - 22 December 2020
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Comments

Removal of exclusion blood tests of other possible conditions

wi t h

fati
suspected

gue
by t

and

he

tests
an

6any
clinici

It is beyond the professional competencies of clinical nurse
specialists in ME/CFS services to identify symptoms of

mul tiople

before referral to specialist services.

ot her

Cc

onditions.

There is a concern that this message leads with a negative

message. Swi t c h

to

)

Recogni ses

a

b a

t

behaviours and physiology interact with each other and does

not
behavi

assume
ours

as

more optimistic message.

peopl e

an

have
underl ying

There are a number of roles for specialist ME/CFS services
identified in the draft including referrals to social care,
overseeing safeguarding assessments, supporting families

h

6abnor

C

Devel operds response
into account when commissioning services for people with
ME/CFS.

The NICE implementation team are developing a resource
impact analysis for this guideline. However, it will be up to local
health economies to fully cost and timetable the impact in their
area.

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
commi ttee agreed to change
6debilitating fatiguebd.

6De

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of carrying out investigations to identify and exclude
other diagnoses. The committee have now included examples of
investigations that might be carried out and that investigations
should continue where ME/CFS is suspected. The committee
have added to the criteria for suspecting ME/CFS and where
6symptoms are not explained
Thank you for your comment. This section intended to highlight
some of the negative criticism of non-pharmacological
interventions recommended in previous guidance. The
committees full discussion about CBT and other non-
pharmacological interventions can be found in Section 3 of
Evidence review G.

by

Thank you for your comment. The guideline reflects the evidence
for best practice. There are areas that may need support and
investment, such as training development, to implement some
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

and carers, liaising with employers and education, providing
advice and consultation & training to primary care health and
social care professionals, and acting as a single point of
contact. These recommendations will be a challenging change
in practice because of the balance of clinical activities and
non-clinical activities. These roles would impact on clinical
capacity and with existing resources significantly add to
waiting times.

There is concern of the accur
pat hophysi ol ddhereissgramng boay afr 0
research explaining the dysregulation model of several body
systems for a better understanding of ME/CFS. This model is

a positive message for patients offering a pragmatic approach

to start their rehabilitation. Risk of ME/CFS being mis-labelled
as Omedically unexplained syn

Box 1
Fatigability and post-exertional symptom exacerbation i The

concern is that this is not a patient user friendly term. Equality
risk due to non-accessible language for service users.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
recommendations in the guideline. However, this guideline
highlights areas where resources should be focussed. A strong
theme from the evidence was the lack of understanding about
ME/CFS and training in health and social care professionals and
the committee agreed it was important to make

recommendations about training.

The development of training by ME/CFS specialist service

reflects the evidence in Evidence reviews A and B and the
commi tteebs exper i ecialistservicdsaroviddE
valuable training, information and support to non-specialists and
people with ME/CFS.

To note the training recommendations have been

edited.

Your comments will also be considered by NICE where relevant
support activity is being planned.

Thank you for your comment and information.

The committee agree there is published research in this area and
also that there is much controversy, which is reflected in the
stakehol der comments. This bul
its pathophysiology remains under investigationd6 t o c | ar
there is not enough evidence to make any conclusions about the
pathophysiology of ME/CFS and this is an active area of

research.

Thank you for your comment.

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to change the following terms and hope this
has added some clarity for readers
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Comments

CG53 guidelines 1 recommended blood tests identifying other
medical issues reduces inappropriate referrals to specialist
ME/CFS services. Improves patient care and avoids patient
being bounced between ME/CFS services and primary care
delaying patient treatment.

Suspecting ME/CFS (minimum 6 weeks) i The concern is of a
risk of people being incorrectly diagnosed with ME/CFS at this
early stage. Once a provisional medical label is suggested it is
di fficult to remove from a pa
impact future medical care. To clarify that patients with
provisional diagnosis are managed in primary care to reduce
the risk of inappropriate referrals to specialist services with
limited resources.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
1 Debilitating fatigability. This has been edited to be more
descriptive of the fatigue experienced by people with
ME/CFS, ®ebilitating fatigue that is worsened by activity, is
not caused by excessive cognitive, physical, emotional or
social exertion and is not s
1 Post exertional symptom exacerbation (PESE) to Post
exertional malaise (PEM). The committee recognised PEM
is an equivalent term that is more commonly used and there
was not strong support in the stakeholder comments to use
the term PESE. In the discussion section of Evidence review
D the committee outline why the term PESE better describes
the impact of exertion on people with ME/CFS.

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of carrying out investigations to exclude other
diagnoses. The committee have now included examples of
investigations that might be carried out. The examples are not
intended to be an exhaustive list and the committee note that any
decision to carry out investigations is not limited to this list. They
emphasise the importance of using clinical judgment when
deciding on additional investigations.

Thank you for your comment.

After considering the stakeholder comments the committee

agreed to make some edits to the recommendations on

suspecting and diagnosing ME/CFS and hope this has

addressed your points and added some clarity for readers. In

summary the edits to the points you make are:

T 6Provisional é diagnosi s
reasons:

has
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Comments

Home visits -this recommendation will be challenging in
practice because of the resource implication for specialist
ME/CFS service large catchment area. Holistic assessments
are likely to require several home visits. Offering a domiciliary
service is likely to reduce the number of outpatient clinic
appointments and increase waiting times.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table
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o The committee agreed the
di agnosi s6 was confusing
results of any assessments to exclude other
conditions before diagnosis at 3 months. This
section now focus solely on suspecting ME/CFS.
Diagnosis is now introduced at 3 months.
0 The risks of early diagnostic labelling, the
committee agreed that people with suspected
ME/CFS could be give advice without the need to
be told they have a provisional diagnosis
9 Further investigation/differential diagnoses. The committee
agree it is important to exclude other diagnoses and
recommended that where ME/CFS is suspected
investigations should be carried out to exclude other
diagnoses. After considering the stakeholder comments
about the lack of prominence and clarity around the
exclusion of other diagnoses the committee have added
examples of investigations to be done when suspecting
ME/CFS and have added that ME/CFS should be suspected
if the 60sympploanisn ed ebyrodn @t

Thank you for your comment.

The committee agree that flexibility in accessing services is
important to all people with ME/CFS as the symptoms
experienced can mean physically attending appointments can be
difficult particularly for people with severe or very severe
ME/CFS. In the Access to care section of the guideline and
section on people with severe and very severe ME/CFS home
visits are used as examples of supporting people with ME/CFS to
access care. The committee note that other methods, such as
online communications may be more appropriate depending on
the personds sympt oms.
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The concern is that the language is negative i This sentence
should be factual rather than a leading interpretation. E.g.,
to
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Prefix with
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- Stakeholder comments table

Devel operds response

The guideline reflects the evidence for best practice. The
committee agree that there is variation in the delivery of some of
the recommended services across the NHS. There are areas

that may need support and investment, such as flexible access

to care, to implement some recommendations in the guideline.
guideline highlights areas where resources should be focussed
and those interventions that should not be recommended, saving
resource in other areas. Your comments will also be considered

by NICE where relevant support activity is being planned.

Thank you for your comment.

After considering the range of stakeholder comments on this
bull et point it has been-tamdit e
outlook from person to person i although a proportion of people
recover or have a long period of remission, many will need to
adapt to living with ME/CFS. 6
all people with ME/CFS.

See evidence review A for the committee discussion on
information about the long term outlook for people with ME/CFS
Thank you for your comment.

After considering the stakeholder comments on the wording
6treatment or cure for ME/ CFS®
the word o6treatment & hsrtooamoidarnye s
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.

The section on symptom management for people with ME/CFS
then outlines the available interventions.
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Epsom and St Guideline 024 010 Move this statement to the end of 1.11.2. The concern is thatit | Thank you for your comment.

Helier University biases the rest of the section. State what it is first, then state

Hospitals NHS what it isndt. The committee agreedtok eep, ©6i s not cur a]

Trusti Chronic of the recommendation. In the rationale for managing ME/CFS

Fatigue the committee outline why it is important that it is clear there are

Syndrome not any cures for ME/CFS.

Service

Epsom and St Guideline 027 015-018 | There is a concern t ha thedrdfteandn After considering the stakeholder comments on the wording

Helier University the cautious undertones of the draft undermines the evidence 6treatment or cure for ME/ CFS2&

Hospitals NHS review comment Opatients hopethe word é6treatmentd from thes

Trusti Chronic service would give them pos.i t misinterpretation with the availability of treatments for the

Fatigue 6maintain hope that symptoms | symptom management for people with ME/CFS.

Syndrome However while the committee agree there are people who can

Service i mprove through managing their
cure for ME/CFS and it is important that people with ME/CFS are
aware of this.

Epsom and St Guideline 028 012 The concern is by wusing the w Thankyou foryourcomment.

Helier University Omitting this word changes it to a confident statement of use

Hospitals NHS of a physical activity programme where appropriate. The This recommendation is preceded by one in the energy

Trusti Chronic concern is that this is biased language undermining the management section to refer people who feel ready to progress

Fatigue positive message in the sentence. their physical activity or would like to incorporate physical activity

Syndrome or exercise programme into managing their ME/CFS. This

Service recommendation (1.11.11) refers to the discussion between the
person with ME/CFS and the ME/CFS specialist physiotherapist
or occupational therapist about considering a personalised
collaborative physical activity or exercise programme under the
circumstances listed..

Epsom and St Guideline 029 008 - 009 | As ME/CFS is a fluctuating condition, a management plan Thank you for your comment.

Helier University
Hospitals NHS
Trusti Chronic

Myalgic encephalomyelitis (or encephalopathy)/
Consultation on draft guideline

shoul d i

10 November 2020 - 22 December 2020

ncl

ude a

6f I

exible s

term patient self-management which includes physical activity
adjustment guidelines. The concern is that specialist ME/CFS

€

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

The guideline reflects the evidence for best practice. The
committee agree that there is variation in the delivery of some of
the recommended services across the NHS. There are areas
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Fatigue physiotherapy service is a limited resource and does not that may need support and investment, such as access to
Syndrome currently have the capacity to support patients from primary ME/CFS specialist services , to implement some
Service care adjusting physical activity after a flare or relapse and this recommendations in the guideline. However, this guideline

would reduce the specialist ME/CFS physiotherapist clinical highlights areas where resources should be focussed.

capacity and increase waiting times.

Epsom and St Guideline 034 009-010 | There is concern of the wuse d Thankyouforyourcomment.

Helier University 6managed6 where the bal ance ha Thefollowing bullet pointincludes that CBT aims to improve
Hospitals NHS rehabilitation and symptom improvement. Suggestion to quality of life, including functioning, and to reduce the

Trusti Chronic include in the principles of | psychologicaldistressassociated with having a chronic illness.
Fatigue to symptoms of ME/CFS®6 and to

Syndrome with Oo6managedé and 6i mprovebod.

Service

Epsom and St Guideline 034 019 - 020 | This sits better within the 1.11.46 section as it comes under Thank you for your comment.

Helier University 6what to expectod. This bullet point has been moved to the following

Hospitals NHS recommendation.

Trusti Chronic

Fatigue

Syndrome

Service

Epsom and St Guideline 034 001 Cognitive behavioural therapy (CBT) is a psychological Thank you for your comment.

Helier University intervention which is an integral option of care for people with After considering the stakeholder comments on the wording
Hospitals NHS ME/ CFS. It does not fall into6étreatment or cure for ME/ CFS@
Trusti Chronic 6support o. The concern is ththe word 6t r e a tecommendationsrtocavoidany e s
Fatigue an adjunct option rather than an intervention in its own right. misinterpretation with the availability of treatments for the
Syndrome The headi ng 0 Resvgnton:adgmtige behavioural n symptom management for people with ME/CFS. The

Service therapydé is recommended. recommendation is clear that CBT is not curative.

CBT is not a treatment for ME/CFS but could be useful for some
people with ME/CFS with supporting them in managing their
symptoms.

After considering the range stakeholder comments about the title
not being representative of this section the committee edited the
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments
The concern that the use of t
i mplies negative bias. An al'¢t

people CBT for support in managing and in some cases
improving their symptoms of ME/CFS and to reduce the
psychological distress associated with living with a chronic
illness. Clarify the principles of CBT to help the person decide

whet her

t his

intervention

i s

There is a concern that the draft is using medical language of
6treat ment o
CBT is a psychological intervention used with long term

condi ti
interventions

ons.
t hat

to

The
hel

d

p

escribe

sentence
many

psych

6t he

peopl e

be inserted earlier in the draft which can be used to describe
CBT, energy management, physical activity programmes and

relay a positive message for hope and engagement in

interventions. There is a concern of the over use of the word

6cur ed

guidelines for other long term health conditions.

i Tna wordl that ig motauset! in other NICE

Devel operds response
title of this section to remove psychological support recognising
this only referred to CBT.

Thank you for your comment.

After considering the range of stakeholder comments the first
recommendation in this section has been edited to remove the
word treatment. The committee agreed to remove the word
6treatmentd from these recomme
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS. The
recommendation is clear that CBT is not curative. CBT is not a
treatment for ME/CFS but could be useful for some people with
ME/CFS with supporting them in managing their symptoms.

The recommendati on now st wit s
ME/CFS that cognitive behavioural therapy (CBT) may help them
to manage their symptoms but i
Thank you for your comment.

After considering the range of stakeholder comments the first
recommendation in this section has been edited to remove the
word treatment. The committee agreed to remove the word
6treatmentd from these recomme
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS. The
recommendation is clear that CBT is not curative. CBT is not a
treatment for ME/CFS but could be useful for some people with
ME/CFS with supporting them in managing their symptoms.

The recommendati on now starts
ME/CFS that cognitive behavioural therapy (CBT) may help them
to manage their symptoms but i
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10 November 2020 - 22 December 2020

6i s

Comments

n ot i thewerisa&cancern ¢hat the use of this word for

the second time in the space of 11 sentences is nuanced and
risks negative bias and messaging.

There is concern that a CBT specific component is missing.

E. g.,

6l earni

ng

to

respond

d

associated with ME/CFS with the aim of changing behaviours

to improve the use of sel-Fma nage ment

There is concern
been removed and
recognised that

h are

strate

wi t

a more hopeful language of something that can be overcome.

As ME/CFS is a fluctuating condition, the management plan

shoul d

nclude a

of

|l exi bl e

S

term patient self-management including deteriorating aspects
of their condition. This will reduce the number of referrals to
specialist services with limited resources adding to the
pressure of demand exceeding clinical capacity.

noun

€

Devel operds response
Thank you for your comment.
This has been deleted here.

Thank you for your comment.

Recommendation 1.12.30 sets out what CBT involves and
includes working closely with their therapist to establish
strategies to work towards goals and priorities that they have
chosen themselves. The following recommendation includes
developing a self- management plan and reviewing strategies.

Thank you for your comment.

After considering the range of stakeholder comments on the
terms flare and relapse the committee agreed to change flare to
flare up and not to edit relapse.

Thank you for your comment.

This is included in the care and support plan (see
recommendation 1.5.2).

To note management plan has be
pland in line with personali se
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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Comments

resources from outpatient capacity and increase waiting times.

Ther e

di f f er e n chigblighted by lan editorialpiece in BMJ

S

a

concern

of

t he

con

16.12.2020 by Turner Stokes & Wade. These authors highlight
NICE use of the GRADE system poor applicability to

evaluating complex rehabilitative interventions.
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Devel operds response
Thank you for your comment. The guideline reflects the evidence
for best practice. There are areas that may need support and
investment, such as training costs, to implement some
recommendations in the guideline. However, this guideline
highlights areas where resources should be focussed. A strong
theme from the evidence was the lack of understanding about
ME/CFS and training in health and social care professionals and
the committee agreed it was important to make
recommendations about training. Your comments will also be
considered by NICE where relevant support activity is being
planned.

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
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experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

NICE methodology and complex interventions

Developing NICE guidelines: the manual. Chapter 4 Developing
review questions and planning the evidence review addresses
the topic about approaches to take when considering the design
of studies to be included in a systematic review.

In summary the effectiveness of an intervention is usually best
answered by a RCT because a well-conducted RCT is most
likely to give an unbiased estimate of effects. Where such
evidence is not available (for example, where interventions it can
be difficult or unethical to assign populations to control and
intervention groups). In such cases, a hon-randomised controlled
trial might be a more appropriate way of assessing association or
possible cause and effect. The Medical Research Council (MRC)
has produced guidance on evaluating complex interventions
(Craig et al. 2008) and using natural experiments to evaluate
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health interventions delivered at population level (Craig et al.
2011).

When developing the protocols for the intervention reviews, a
RCT was agreed to be the most appropriate study design to
evaluate clinical effectiveness.

In recognition that the views of people with ME/CFS who had
experienced the interventions was important a qualitative review
was done with an accompanying call for evidence to identify any
unpublished evidence.

In clinical practice a holistic personalised approach to care may
typically combine a range of physical, cognitive and
psychol ogi cal approaches depen
preferences and priorities. These may include elements of
different intervention varied proportions, incorporated where
possible into everyday activities.

Current NICE methods do not discount any RCTs of this
approach. In ME/CFS the protocol for non-pharmacological
interventions includes combinations of treatments (including
combinations with pharmacological treatments). Unfortunately,
very few RCTs combining any treatments were identified.

F.O.R.M.E. Equality 002 34 We believe that the preliminary recommendations do make it Thank you for your comment.
Impact more difficult for a specific group to access services due to the
Assessment discrimination against people with ME/CFS who wish to benefit | After considering the stakeholder comments the committee have

from osteopathic techniques. We ask that the committee omit edited this recommendati on and
the Ado not offeré therapi es | beenremoved. Howeverno evidence was identified to support

recommendati on. A patient &s n recommending treatments and osteopathy services for people
interventions not yet funded by the NHS but this does not with ME/CFS (Evidence reviews G,H and I) and the committee
mean that they are any less suitable or successful. agreed they could not include any recommendations for

treatments based on osteopathy.
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F.O.R.M.E. set up a petition to NICE calling for health equality
and patient choice for osteopathy based techniques in the
treatment and management of ME/CFS and in just over two
weeks has attracted almost a thousand signatures. This
reflects the need for healthy equality for people with ME/CFS.

F.O.R.M.E. Evidence 148 Table 14 | We are concerned about the disregard of the blind controlled Thank you for your comment.

Review D study by Hives et al 2017 which demonstrated an 86% The review question was, Owhat
accuracy in correctly diagnosing ME/CFS patients using the specific clinical symptoms/signs, to identify those who will
presence of specific physical signs, without the use of any subsequently be given a clinic
other clinical data such as case history or symptom picture. about the effectiveness of screening tools. This is a different
The NHS Physician in the study was only able to identify the question with a different reviewing approach and for this reason

illness in 44% of the patient group, using standard NHS clinical | the paper was excluded from this review on specific signs and

tests. We ask the committee to review the paper and consider | symptoms.

the presence of these signs be explored further, as a cost

effective screening tool to aid the clinician in making the In addition, the paper did not include the signs and symptoms the

correct diagnosis, in addition to the standard clinic methods. committee had identified to evaluate. The protocol sets out the
process for how the committee agreed on the signs and
symptoms to be included in this review.

F.O.R.M.E. Evidence 342 42 With regards to the Ado not ¢ Thankyou for your comment. Please note that the wording of the
Review G based on physical activity or exercise therapies derived from recommendations has been amended and Osteopathy has been
0 s t e o p-dhislggnéralisation about osteopathy based removed from this section.

therapies is incorrect and detrimental. Therapies derived from Considering the worsening of symptoms reported in the
osteopathy are not exercise therapies, nor are they based on qualitative evidence, as well as their experience of the effects of
physical activity. Osteopathy includes gentle techniques which | when people exceed their energy limits, the committee

aim to improve overall joint mobility, muscle flexibility and concluded that programs involving fixed incremental increases in
postural and positional support i all of which are detailed in exercise or that are based on deconditioning as a cause of

the draft guidelines management plan for physical ME/CFS are not appropriate. However, they acknowledge that
maintenance. there are people who can benefit from exercise programs that

are flexible, patient-led and supported by a professional. This
has been acknowledged in the recommendations made to
ensure this type of support is available. The committee agree
that the way interventions are delivered is crucial and have also
included specific recommendations about the content of
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Comments

There is evidence, which has not been taken into account by
the committee, that an easy to use physical examination can
be an effective clinic screening tool to aid diagnosis alongside
standard NHS clinic methods, via specific physical signs
detailed in the study by Hives et al 2017. Making clinicians
aware of these physical signs may allow for an earlier,
accurate diagnosis which is paramount for ME/CFS patients.
Early diagnosis improves patient outcomes.

NICE recommend patient choice with regards to the treatment
and management of their illness and the committee agree it is
important that people with ME/CFS are provided with all the
information regarding interventions. Therefore, it is of great
concern that this choice is being taken away from ME/CFS
patients with the recommendat
derived from osteopathyo. We
guidelines to ensure people with ME/CFS have patient choice
for management of their own iliness. Evidence exists that
many ME/CFS patients benefit from osteopathic techniques,
such as The Perrin Technique.

Osteopathy based treatment addresses and aims to improve
overall joint mobility, muscle flexibility, postural and positional
support, muscle strength and endurance, cardiovascular
health (all of which are included in the management plan
detailed on page 26 line 19), as well as aiming to improve
central neurological and immune support via the neuro-

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
programmes involving physical activity or exercise as well as for
whom such programs should be considered. In developing
recommendations on physical activity and exercise, the content,
approach and delivery of physical activity management, the
committee considered the benefits and harms associated with
graded exercise therapy that had been identified in the

qualitative evidence and their own.

Thank you for your comment and information.

The committee have not included specific assessments in the
physical examination as these are based on clinical judgement
andindividual to the personb6s sympt
could not be exhaustive and there is the risk that the examples
given are seen as the only assessments to do. For this reason
the committee did not add your suggestion.

Thank you for your comment.

Lightning Process, osteopathy, life coaching and neurolinguistic
programming

After considering the stakeholder comments the committee
agreed to edit this recommenda
ME/CFS therapies based on the Lightning Process6
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lymphatic system i which has now been finally proven to exist.
To recommend against osteopathic therapies is to remove
patient choice, and would remove the option for people with
ME/CFS to self-fund their own management and treatment

plan.

F.O.R.M.E. Guideline 028 10 The following comment has been submitted to F.O.R.M.E. by Thank you for your comment.
an individual: Lightning Process, osteopathy, life coaching and neurolinguistic
| am extremely concerned to read that osteopathy based programming
therapies are not investigated within the draft guidelines for After considering the stakeholder comments the committee
ME/CFS: diagnosis and management. As the NHS states: agreed to edit this recommenda
i 0 st e oipasafchand effective form of prevention, ME/CFS therapies based on the Lightning Processd

di agnosis and treatment of a
which is why it is a therapy used within and by the NHS.
Osteopathy has been proven by research, done in conjunction
with three NHS Trusts and published in the BMJ Open in late
2017, to aid diagnosis of ME/CFS, and has been proven by
research done by the ME Association to help patients suffering
from ME/CFS.

NI CE 6provides national guida
and soci al c ar toéatapolidiesuptocetiures e s
and publicationsd. I f that 1is

investigated within these draft guidelines? And why is the 2017
published research not even mentioned? How can you
possibly justify ignoring it?

I have personal experience of the efficacy of osteopathy in the
treatment of ME/CFS, which | was left with after suffering from
Flu B at age 16. After 14 years | thought | would never have a
normal life again with enough energy for basic expectations
like a family or a job. | was lucky enough to discover the
osteopathic treatment called The Perrin Technique. This is not
the place to list all the reasons why my very physical response
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to the treatment convinced me of the validity of the theory i
but it is a fact that the very visible swelling of my lymph nodes
in reaction to the treatment proved something was draining
and the gradual reduction of the swellings over the following
year directly correlated with my recovery. After a year of
treatment | had recovered enough to be hopeful of a more
normal life. After another two years stable at about 90%
energy | was able to start a family and have a social life. After
eight years | am still stable at about 90% energy. It is not a
cure and does not claim to be, to maintain my level health | still
do daily stretches and lymphatic massage myself and have a
(Perrin Technique) treatment every three months. However,
every day | feel so lucky to have stumbled across this
treatment, and | am constantly shocked by how little attention
is paid to the impact of osteopathy on ME/CFS.

Make sure you are not allowing the personal prejudices of any
committee members to bias these guidelines and miss out
valid research, experiences and treatments. Do not doubt the
importance of these guidelines. Not only for sufferers of
ME/CFES but it would not be surprising if these guidelines also
become of great interest to those suffering from and treating
Long Covid, which seems to share many of the same
symptoms.

I f | am right and Perrinds th
unlocking post viral illnesses and you fail to explore that,
history may not judge you kin
yet understand, it might just end up being the solution. A
section to include osteopathy
anything but it does leave the door open.
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The following comment has been submitted to F.O.R.M.E. by
an individual:

Please take this as actual evidence of the success of
osteopathic treatment having a life-changing positive effect on
me, an M.E. sufferer. Nothing else helped, the NICE
recommended GET and psychology interventions proved to be
damaging, degrading and d&6gas
been removed.

| eventually was able to fund Dr Perrin to treat me as per his
30 years of successful experience. His explanations of the
condition came as a huge relief psychologically, then gradually
my physical symptoms started to improve as each month of
sustained osteopathic treatment from one of his trained
colleagues.

| cannot express enough my gratitude to osteopathy and Dr
Perrin, and wish his scientific explanation could be made
available to all fellow suffe
NHS to adopt it as the proven successful treatment that it is.
The following comment has been submitted to F.O.R.M.E. by
an individual:

| would like to let you know that my daughter benefitted greatly
from being treated by Raymond Perrin in about 1996. She was
very ill and bed bound when she should have been in the sixth
form. We had already had a diagnosis (and no treatment of
course, except pacing) but Raymond Perrin treated her and
showed me how to do the treatment for her at home and for
her to do herself. She slowly improved after this and was later
able to earn a BSc in Business Studies and then become fully
qualified as a Management Accountant. With this treatment
she would not have been able to get the qualifications she did.
| cannot tell you how huge and serious her iliness was and

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

Lightning Process, osteopathy, life coaching and neurolinguistic
programming

After considering the stakeholder comments the committee
agreed to edit this recommenda
ME/CFS therapies based on the Lightning Process6

Thank you for your comment.

Lightning Process, osteopathy, life coaching and neurolinguistic
programming

After considering the stakeholder comments the committee
agreed to editthisrecommendati on to, 6 do 1
ME/CFS therapies based on the Lightning Processd
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what it meant to us to see her improve and lead a hormal life.
She still has to be a bit careful about fatigue and | often think
some Perrin treatment would do her good now.

| am very disappointed that NICE have chosen not to include
osteopathy in their guidelines. This is very short sighted of
them as it is needed even more now as so many people are
suffering from Long Covid. Please NICE, recommend this
invaluable treatment that | can personally vouch for, and save
the Long Covid sufferers the years my daughter suffered in
bed before discovering the Perrin Technique.

F.O.R.M.E. Guideline 028 10 The following comment has been submitted to F.O.R.M.E. by Thank you for your comment.
an individual: Lightning Process, osteopathy, life coaching and neurolinguistic
Osteopaths using the Perrin Technique are helping ME programming

patients to improve and recover but are being discriminated by | After considering the stakeholder comments the committee

NICE under their new guidelines. Without any scientific proof agreed to edit this recommenda
they declare that patients should not receive Osteopathic ME/CFS therapies based on the Lightning Processd

treatment for ME/CFS which so many have been helped by

this technique. Please support the patients who disagree with

the new guidelines.

F.O.R.M.E. Guideline 028 10 The following comment has been submitted to F.O.R.M.E. by Thank you for your comment.
an individual: Lightning Process, osteopathy, life coaching and neurolinguistic
As a person with M. E. mysel f | programming
think any treatment should be ruled out unless it is causing After considering the stakeholder comments the committee
harm. Fund research and find out the efficacy rather than rule agreed to edit this recommenda
it out straight away. ME/CFS therapies based on the Lightning Processd

The committee agreed that concerns raised in the qualitative
evidence about the Lightning Process could not be ignored and
that it was appropriate to have a do not recommendation. (See
evidence reviews G and H)
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F.O.R.M.E. Guideline 028 10 The following comment has been submitted to F.O.R.M.E. by Thank you for your comment.

an individual:

Wit hout this (Perrin) Techni g Afterconsideringthe stakeholder comments the committee have

and wouldndédt have my two chil edited this recommendation and

covered up by NICE. been removed. However no evidence was identified to support
recommending osteopathy treatments, including the Perrin
technique for people with ME/CFS (Evidence reviews G,H and I)
and the committee agreed they could not include any
recommendations for treatments based on osteopathy.

F.O.R.M.E. Guideline 028 10 The following comment has been submitted to F.O.R.M.E. by Thank you for your comment.
an individual:
| have been having the Perrin treatment for my M.E. and After considering the stakeholder comments the committee have
without Dr Perrin and his colleagues | would not be able to edited this recommendati on and
function to look after my family. The Perrin treatment works been removed. However no evidence was identified to support
and not an anti-depressant in sight. This treatment should be recommending osteopathy treatments, including the Perrin
available to all, bring back the missing people. technique for people with ME/CFS (Evidence reviews G,H and I)

and the committee agreed they could not include any
recommendations for treatments based on osteopathy.

F.O.R.M.E. Guideline 028 10 The following comment has been submitted to F.O.R.M.E. by Thank you for your comment.
an individual:
| feel extremely strongly about the inclusion of the Perrin After considering the stakeholder comments the committee have
Technique in NICE guidelines for M.E. edited this recommendati on and

been removed. However no evidence was identified to support

| have been unable to work since 2005. | have suffered from recommending osteopathy treatments, including the Perrin
multiple debilitating symptoms: fatigue, brain impairment to a technique for people with ME/CFS (Evidence reviews G,H and I)
level of not being able to work, in particular Dysexecutive and the committee agreed they could not include any
Syndrome and working memory issues, non-homeostasis of recommendations for treatments based on osteopathy.

bodily functions such as having hormonal type symptoms akin
to hypothyroidism, adrenal fatigue, low metabolism,
prediabetes, excessive weight gain, energy crashes, low body
temperature going into hypothermic levels and causing
cyanosis of face and extremities, blood pressure ranging from
35-140 daily, postural orthostatic tachycardia symptoms that
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lead to fainting and head injuries. | had lost the ability to sweat
and would faint if I got hot. My lung age had deteriorated to
plus 36 from my chronological age. | honestly thought | would
be dead by 60. For years all the NHS did was fill me with anti-
depressants. | lost my career, my health, my life, my pension.
My children were brought up in poverty when | had a high
flying career and they should have had all that | could give
them. Instead | was a dysfunctional mother.

After 2 car accidents in 2011, | did not seem to recover and my
disabilities worsened. | was not responding to rehabilitation
treatment and so was sent for a consultant assessment, where
| was diagnosed with M.E. and Fibromyalgia. | also suffer from
Costochondritis. As | was suffering from dystonias, in particular
oromandibular and hand and foot focal dystonia, | sought
cerebral spinal osteopathic treatment and | was also receiving
physio for my neck and my physiotherapist did some lymphatic
drainage alongside. | noticed my M.E./CFS improve
somewhat, | began to sweat again over 30 years of
impairment, my lung age improved to plus 31 years from 36,
but sadly | made no link and unfortunately | had to stop
treatment due to the lack of finance and slowly | regressed.

In 2016 | asked to see an NHS neuropsychologist at QMC
Nottingham, as | thought | mu
onset dementia and had physical issues relating to my basal
ganglia. The Consultant diagnoses Dysexecutive Syndrome

but could not ascertain the cause.

In 2018 | was unfortunate to be involved with 2 further
whiplash accidents and | spiralled into worsened M.E. again. |
then discovered success stories about the Perrin Technique.
As soon as | heard about the treatment, | realised the reason
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for my respite back in 2015 was likely the coincidental
treatment of sacral cranial osteopathy and lymphatic draining
that | had accidently had simultaneously from 2 therapists.

| began treatment in 2019 with Dr Perrin and one of his
licensed practitioners. The results were noticeable very
quickly. Initially I had scored a 2-3 on the scale of 0-10 used by
Dr Perrin (10 being fully fit). He assessed my sympathetic
nervous system was dysfunctional. | had lymphoedema in both
breasts, my thoracic spine was flattened. All the hallmark signs
of his theory and all the contributory symptoms of M.E. After a
year | was at a 5 on the scale. Covid has delayed any further
therapy for the present.

I am much clearer in my thinking. My breathing has improved.
My energy levels have begun to increase after 20 years of
suffering.

| have also taken my daughter as she has now got signs of
M.E., after 2 car accidents. She developed a hypothalamus
disorder after the first whiplash: a circadian rhythm disorder
and became nocturnal. She developed periodic limb
movement disorder: a basal ganglia disorder. She has
Aspergerés Syndrome and | not
Executive Functioning Skills had increased. Her fatigue levels
were excessive. She was struggling to work. | had her
assessed. She was at a 6 (on the Perrin scale) and has breast
lymphatic draining issues, thoracic spine dysfunction, and
sympathetic nervous system dysfunction.

| have recommended the Perrin Technique to my sister, who
also has M.E. All of my family has joint hypermobility issues.
We fit the Perrin diagnostic criteria to the letter. We have so
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many issues and the Perrin Technique has been the only
successful diagnosis and intervention | have ever had. | feel as
though I have my life back, even though | have further to go.

Pl ease it is imperative that
research or his treatment protocol. It could help so many M.E.
patients.

F.O.R.M.E. Guideline 028 10 The following comment was submitted to F.O.R.M.E. by an Thank you for your comment.
individual:
My daughter was diagnosed with CFS/ME when she was 11. After considering the stakeholder comments the committee have
At first we were offered no treatment at all. Then she was edited this recommendation and
of fered CBT through the hos pi beenremoved. However no evidence was identified to support
also referred her for physiotherapy. The physiotherapist recommending osteopathy treatments, including the Perrin
recommended GET which only made my daughter feel worse. | technique for people with ME/CFS (Evidence reviews G,H and I)
The CBT had not effect on her symptoms and my daughter and the committee agreed they could not include any

ended up missing a large amount of schooling. It was only by recommendations for treatments based on osteopathy.
chance, when my daughter was 15, that a colleague
mentioned the Perrin Technique to me. As my daughter had
made no improvement since first being diagnoses we decided
to give the Perrin Technique a try. Once she started the
treatment her symptoms began to improve, so much so that
she was able to go to sixth form college and University (being
symptom free whilst at University).
F.O.R.M.E. Guideline 028 10 The following comment was submitted to F.O.R.M.E. by an Thank you for your comment.
individual:
| have really benefitted from having the Perrin Technique over | After considering the stakeholder comments the committee have
the past year, having been unwell with M.E. forover 15years. |edi ted this recommendati on and

Before lockdown (2020) | was enjoying the best health since been removed. However no evidence was identified to support
being unwell. However, not being able to have the treatment recommending osteopathy treatments, including the Perrin
during lockdown had a significant effect on my health. technique for people with ME/CFS (Evidence reviews G,H and 1)

and the committee agreed they could not include any
recommendations for treatments based on osteopathy.
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| hope that the draft NICE guidelines will be changed, as the
Perrin Technique has made a significant improvement to my

health.

F.O.R.M.E. Guideline 028 10 The following comment was submitted to F.O.R.M.E. by an Thank you for your comment.
individual:
| have just read the post on Facebook regarding the NICE After considering the stakeholder comments the committee have
recommendations and | wanted to offer my support fortheuse |edi t ed thi s recommendati on and
of osteopathy in the treatment of ME/CFS. been removed. However no evidence was identified to support

recommending osteopathy treatments, including the Perrin

I was 15 when | was first diagnosed with ME and the first technique for people with ME/CFS (Evidence reviews G,H and 1)
treatment which helped me was when | started the Perrin and the committee agreed they could not include any
Technique aged 19. As | also suffer from hypermobility, the recommendations for treatments based on osteopathy.

treatments helped to align my spine and offer some relief from
the pain | was also experiencing in my joints. The lymphatic
drainage element of the treatment also made significant
contributions to the management of my symptoms. Whilst
initially the drainage made me feel worse, once the blockages
had been removed in my lymph nodes | began to experience
an upsurge in energy and a reduction in symptoms, especially
in headaches and the level of fatigue.

Now that | am in control of my health, | know that as soon as |
begin to experience symptoms again | must go and be treated
following the Perrin technique to get me back on an even keel
again.

I do hope that this information can be of use in your
recommendations to NICE. If you require any further detail,
please do contact me. Thank you for all the research you are
doing into this condition i it has the potential to be life
changing for so many.
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F.O.R.M.E. Guideline 028 10 The following comment has been submitted to F.O.R.M.E. by Thank you for your comment.

an individual:
Having seen the latest draft of the NICE guidelines | would like | After considering the stakeholder comments the committee have
to register my disappointment in their dismissive action edted this recommendati on and 6
towards Osteopathic treatment for M.E. been removed. However no evidence was identified to support
| was diagnosed at 11 years old and had 7 years of NHS recommending osteopathy treatments, including the Perrin
Paediatric M. E. O&memwmeadhardoundd w technique for people with ME/CFS (Evidence reviews G,H and 1)
unable to stand and in incredible pain all the time. By age 181 | and the committee agreed they could not include any

was classed as having extremely severe M.E. and needed 24 recommendations for treatments based on osteopathy.
hour care i | honestly thought | was going to die. | found the

Perrin Technique by chance and it changed my life. | went

from being in awful pain, unable to move or look after myself to

walking, driving and having a job in a year.

The Perrin Technique not only saved my life, but it gave me a
life for the first time since | was 11 years old. It allowed me to
meet my husband and have my beautiful sons. | am appalled
that this treatment is being discriminated against and tarred
with the same brush as the Lightning Process.

F.O.R.M.E. Guideline 028 17 This statement goes agai nst N Thankyou foryour comment.
discriminating against different members of the Allied Health
Profession, by singling out treatment from physiotherapists After considering the stakeholder comments the committee have

and occupational therapists only. We ask that this be rectified edited this recommendati on and
to include osteopaths. Osteopathy aims to improve overall joint | been removed. However no evidence was identified to support
mobility, muscle flexibility and postural and positional supporti | recommending treatments and osteopathy services for people

all of which are included in the management plan detailed in with ME/CFS (Evidence reviews G,H and I) and the committee
these draft guidelines. agreed they could not include any recommendations for
treatments based on osteopathy.
Faculty of Guideline 027 - 28 Section We do not agree with this statement: Advise people with Thank you for your comment.
Occupational 1.11.6 ME/CFS to reduce their activity if increasing it triggers
Medicine symptoms, or if they have fluctuations in their daily energy After considering the stakeholder comments this has been edited
levels. to, 6 Advise people with -udEahdCF S
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When returning to work it is important that health care
professionals give reassurance that an increase in symptoms
on return to work is unlikely to mean harm in most people.
Reference: Waddell G, Burton AK. Concepts of rehabilitation
for the management of common health problems: The
Stationery Office; 2004.
Faculty of Guideline 021 Section We are concerned that this recommendation may increase
Occupational 1.9.1 fear avoidance beliefs about returning to work. We would
Medicine prefer NICE to give ME/ CFS sufferers the following guidance:
1  Work is generally good for health.
1 Work provides purpose, boosts self-esteem and
enables financial independence.
1  Worklessness is associated with poor physical and
mental health and increased risk of self-harm
1 Ask the person what they believe are the main factors
impeding their return to work.
1  Ask them if they can identify solutions to their return
to work obstacles
1 Do they need adjustments to their work to enable
them to return (e.g. flexible hours/ working from
home/special equipment)?
1  Encourage them to liaise with their employer to see if
the adjustments could be facilitated
1 If they need assistance with paying for any

adjustments, they or their employer may be eligible
for financial assistance from Access to Work
(https://www.gov.uk/access-to-work)
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relapses (see the section on managing flare-ups in symptoms
and relapse).6

Thank you for your comment and information.

After considering the range of stakeholder comments the
recommendations in this section have been reordered starting
with accessing support.

6 and discuss withd has been
discussion points you have raised have been summarised and
added to the committee discussion in evidence review A.
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1 Askif they have access to occupational health advice
via their work; if they do encourage them to make
contact with their occupational health department

References

1 Black C. Working for a healthier tomorrow. Dame
Carol Black's Review of the health of Britain's working
age population. Norwich UK: TSO (The Stationary
Office); 2008.

T Health matters: health and work. PHE, 2019

We welcome this guideline review as the management of
these cases is both complex and challenging. As with most
complex illness the keys to successful management are the
use of an appropriately trained multi-disciplinary team working
with the patient to achieve their personalised goals.

However, we are concerned that the approach advocated in

this guidance is largely negative - disproportionately

advocating rest and inactivity and abandoning an approach for
which there is evidence. In particular, physical activity GET

and CBT are dismissed i or down-graded in their importance.
Instead, there is a tendency to refer to committee members
O6personal experienced as a sao
inappropriate to replace evidence from RCTs i however

limited - with personal opinion. This clearly exposes the review
to significant bias, not least confirmation bias, if the view
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Health and Care Excellence
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Thank you for your comment.

The committee agree that the keys to successful management
are the use of an appropriately trained multi-disciplinary team
working with the patient in developing and implementing a
personalised care and support plan and this has been
recommended in the guideline.

After taking into consideration the comments from stakeholders
about the negative tone of the guideline the committee reviewed
all the recommendations and edited those they agreed had a
negative tone. These recommendations included the

long term outlook (see recommendation 1.6.4) with particular
reference to children and young people (see recommendation
1.6.5.)
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comes from sufferers who have not responded to interventions
in the last NICE guidance and the views of those who have are
not consulted.

The removal of GET, and physical activity in general, leads to
fundamental problems in treating this group of patients

Devel operds response

The guideline is clear that there is no current cure for ME/CFS
but there are strategies and treatments available to support
symptom management, including specialist support for physical
activity and exercise.

All NICE guidelines follow the process for evidence synthesis set
out in Developing NICE guidelines: the manual. This guideline
was no exception and no evidence was exclude that fitted the
protocol inclusion criteria. Reviews are underpinned by protocols,
these are developed and agreed by the guideline committee. For
further information on GRADE see the methods chapter.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline. This
committee included members with clinical and personal
experience of children and young people with ME/CFS.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee members used their experience
and judgement to interpret the evidence and then through
discussion and deliberation, the committee agreed what it meant
in the context of the topic to make recommendations. (See
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Which areas will have the biggest impact on practice and be
challenging to implement? 6

The guidance focuses on what not to do i it does not give
clear guidance on what can be done. It excludes physical
activity and provides only rest as an alternative. This approach
is known to be ineffective and often highly dangerous in every
other disease state i why should it be different in this illness
alone? These recommendations are contrary to those of the
WHO guidance on physical activity in relation to heath and
chronic conditions (World Health Organization 2020 guidelines
on physical activity and sedentary behaviour)

N I C E National Institute for
Health and Care Excellence
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Developing NICE guidelines: the manual section 9.1 for further
details on how recommendations are developed).

This guideline has recommended that people with ME/CFS

should be supported by a physiotherapist or occupational

therapist within a ME/CFS specialist team if they:

1 have difficulty with their reduced physical activity or mobility

1 feel ready to progress their physical activity beyond their
current activities of daily living

1 would like to incorporate a physical activity programme into
the management of their ME/CFS.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS.

Thank you for your comment.

PEM is widely acknowledged in specialist ME/CFS practice as
being a characteristic feature of ME/CFS. The four symptoms
(debilitating fatigue, PEM, unrefreshing sleep and cognitive
difficulties) were agreed by the committee as the best basis for
identifying people with ME/CFS and as essential to a diagnosis
of ME/CFS. The committee emphasised it is the combination
and interaction of the symptoms particularly with the addition of
PEM that is critical in distinguishing ME/CFS from other
conditions and illness. (see evidence review D for further detail).
The definition on physical activity references the World Health
Organisation advice on physical health and notes that in people
with ME/CFS physical activity may make their symptoms worsen.

The management sections of the guideline include
recommendations:
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to support people with energy management

to support people with ME/CFS who feel ready to progress
their physical activity beyond their current activities of daily
living or would like to incorporate a physical activity or
programme into the management of their ME/CFS.

and are options for the management plan where appropriate.
To accompany this the committee have made recommendations
that set out how strategies for energy management, physical
activity and exercise should be delivered for people with
ME/CFS.

See evidence reviews G and H for the evidence and the
committee discussion on these recommendations.

= —a

After considering the stakeholder comments about the lack of
clarity around what the guideline recommends on energy
management and physical activity and exercise the committee
made the following edits:

T on the wording 6treat ment
committee agreed to remove
these recommendations to avoid any misinterpretation
with the availability of treatments for the symptom
management for people with ME/CFS.
the section on physical activity now includes exercise
Made clear that a personalised collaborative physical
activity or exercise programme includes making flexible
adjustments to their physical activity (up and down as
needed).

E

The committee recognised parts of the care and support plan
should only be delivered or overseen by healthcare professionals
who are part of a ME/CFS specialist team, for example a
ME/CFS specialist physiotherapist to oversee physical activity
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The sole justification for this approach appears to be that the
condition is wholly different to every other i including fatigue
after other iliness and injury, chronic pain, cancer,
cardiovascular disease, brain injury and stroke etc

For any group attempting to treat these patients there are now
no logical approaches available. If there was no evidence for
treatment in any other condition, we would revert to best
practice and the standard approaches used in similar
conditions. We would adopt therapies such as GET and CBT
but this guidance constrains their use for no clear, evidence-
based reason.

Fundamentally, this guidance abandons the first principles of
rehabilitation and advocates that we do nothing other than try
to prevent decline. However, it restricts the fundamental tools

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

and exercise programmes. This guideline has recommended that

people with ME/CFS should be supported by a

physiotherapist or occupational therapist within a ME/CFS

specialist team if they:

1 have difficulty with their reduced physical activity or mobility

9 feel ready to progress their physical activity beyond their
current activities of daily living

1 would like to incorporate a physical activity programme into
the management of their ME/CFS.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS. See evidence
reviews F and G, where the committee outline where it is
important that professionals trained in ME/CFS deliver specific
areas of care.

Thank you for your comment.

PEM is widely acknowledged in specialist ME/CFS practice as
being a characteristic feature of ME/CFS. The four symptoms
(debilitating fatigue, PEM, unrefreshing sleep and cognitive
difficulties) were agreed by the committee as the best basis for
identifying people with ME/CFS and as essential to a diagnosis
of ME/CFS. The committee emphasised it is the combination
and interaction of the symptoms particularly with the addition of
PEM that is critical in distinguishing ME/CFS from other
conditions and illness. (see evidence review D for further detail).
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which we use to prevent decline in every other condition i
mainly physical activity.

The implication in the guidance is that the prognosis is poor i
although no data is produced to support this. It is clear that it is
poor if untreated and these guidelines essentially advocate
support rather than treatment.

This is of particularly vital importance following the
consequences of the Covid pandemic i as many cases of post
viral fatigue are presenting. This guidance will constrain even
experimental approaches to the management and
rehabilitation of these cases and could have a significant
detrimental effect to large groups of the population.

The potential detrimental effects of this new guidance could be
significant.

The language used to describe the concepts of physical
activity, exercise GET etc are not those commonly in exercise
physiology, exercise medicine or rehabilitation and are 1 at
times 1 archaic.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table
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Thank you for your comment.

After taking into consideration the comments from stakeholders
about the negative tone of the guideline the committee reviewed
all the recommendations and edited those they agreed had a
negative tone. These recommendations included the

long term outlook (see recommendation 1.6.4) with particular
reference to children and young people (see recommendation
1.6.5.)

The guideline is clear that there is no current cure for ME/CFS
but there are strategies and treatments available to support
symptom management.

Thank you for your comment.

The guideline states it was developed before the COVID-19
pandemic. The committee review the evidence relevant to the
key areas of the scope and the recommendations were
developed based on evidence reviewed before the COVID-19
pandemic. The committee have not reviewed the evidence on
COVID-19 and are not in a position to comment or make
recommendations in this area either about the long term
recovery from COVID-19.

Thank you for your comment.
After taking into consideration the comments made by

stakeholders about the potential for misunderstanding the
committee agreed to change the following terms.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

186 of 1137



Myalgic encephalomyelitis (or encephalopathy)/
Consultation on draft guideline

Stakeholder Document Page No Line No

Faculty of Sport | Guideline General General

and Exercise
Medicine (UK)

10 November 2020 - 22 December 2020

Comments

Terms such as 0exer céxaerase maaise |
are consequently unhelpful and express unscientific concepts.

Fatigue is a normal response to physical activity 1 it is not a
pathological consequence. That fatigue is worsened after
illness of any nature is well recognised. Inactivity usually
worsens that sense of fatigue. Gradual progressive activity
usually improves it.

The key to prescribing physical activity is that it needs to be
individualised, it needs to be recognised that physiological
adaptation is specific to the activity, requires to be progressive
and use the principle of overload (increasing
resistance/time/intensity). There needs to be appropriate
recovery time and that if
are reversible and lead to deconditioning. There are no
references in this guidance to these i basic i principles and

you

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table
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1 Energy envelope to energy limits. The committee have
added that the energy limit is the amount of energy a person
has to do all activities without triggering an increase or
worsening of their symptoms.

1  Post exertional symptom exacerbation (PESE) to Post
exertional malaise (PEM). The committee recognised PEM
is an equivalent term that is more commonly used and there
was not strong support in the stakeholder comments to use
the term PESE. In the discussion section of Evidence
review D the committee outline why the term PESE better
describes the impact of exertion on people with ME/CFS.

The definition of physical activity is referenced using the World
Health Organization advice on physical activity.

Graded exercise therapy is used in reference to the intervention
called graded exercise therapy that has been implemented with
people with ME/CFS.

Thank you for your comment.

Although it is widely accepted that fatigue is a hormal
consequence of physical activity in many people, the response to
activity in people with ME/CFS is different, out of proportion to
the precipitating activity and characterised by PEM. PEM is not,
as you suggest in another comment, an archaic term, but is
widely accepted in the specialist ME/CFS literature as

a characteristic feature of ME/CFS. The four symptoms
(debilitating fatigue, PEM, unrefreshing sleep and cognitive
difficulties) are recognised throughout the literature and were
agreed by the committee as both the best basis for identifying
people with ME/CFS and as essential to a diagnosis of
ME/CFS. The committee emphasised it is the combination and
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no suggestion of an understanding of them. Indeed, this illness
appears to be the only condition to which these principles do
not apply. And again

Whereas we recognise the importance of a holistic approach
to the diagnosis and management of patients with this
condition assertions such as;

&ommon themes across the qualitative evidence showed a
lack of belief about ME/CFS as a real condition by health and
social care professionals, and a lack of understanding about
what it is and the impact it has. The committee used this
evidence to make recommendations to raise awareness about
ME/CFS. 6

- need to be more clearly evidenced and placed in the context
in which they are expressed. Is this a group in which their
treatment approach has been inappropriate and ineffective or
is it a universal response i indicative of all sufferers.

We accept this has been the case for some, but we do not
accept that this is been universally so, for example those who

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
interaction of the symptoms particularly with the addition of PEM
that is critical in distinguishing ME/CFS from other conditions and
illness. (see evidence review D for further detail).

The committee also agree that a physical activity needs to be
individualised and have recommended a personalised
collaborative physical activity or exercise programme for people
with ME/CFS who:.
91 feel are ready to progress their physical activity beyond
their current activities of daily living or
1 would like to incorporate physical activity or exercise
into managing their ME/CFS.
However they specifically rejected the use of programmes based
on deconditioning as the cause of ME/CFS.
Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
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have recovered, either spontaneously or with help from CFS
services? NICE has not included any service evaluation data
but relied on surveys from membership organisations, a
methodology which NICE agrees over represents those who
have not improved either with or without treatment. This
opening statement should be contextualised

Post-exertional symptom exacerbation. The worsening of
symptoms that can follow minimal cognitive, physical,
emotional or social activity, or activity that could previously be
tolerated.

also referred to as post-exertional malaise

As stated previously fatigue is a normal consequence of
physical activity. The key in any exercise-based rehabilitation
programme is not to avoid fatigue but work within the limits of
fatigue to gradually increase exercise tolerance and physical
conditioning.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table
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the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Inclusion of evidence

All evidence that met the inclusion criteria in the protocols has
been included. Reviews are underpinned by protocols, these are
developed and agreed by the guideline committee and set out
the approach before the data is collected. See Developing NICE
guidelines: The manual for more detail on review methods.
Thank you for your comment.

PEM?* is not the same as fatigue and there are definitions of PEM
and(debilitating) fatigue in the terms used in the guideline.

It is commonly agreed that people with ME/CFS can experience
post exertional malaise (PEM) after activity. PEM is a worsening
of symptoms that can follow minimal cognitive, physical,
emotional or social activity, or activity that could previously be
tolerated.

It is in this context, and recognising the evidence from people
with ME/CFS indicating that misunderstanding of the impact of
PEM and inappropriate advice on how to incorporate physical
activity (and exercise) into their lives has resulted for some in a
deterioration of their condition, this guideline has recommended
that people with ME/CFS should be supported by a
physiotherapist or occupational therapist within a ME/CFS
specialist team if they:

1 have difficulty with their reduced physical activity or mobility
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When ME/CFS is suspected, continue with any tests needed
to exclude other conditions and explain to people that this
does not affect their provisional diagnosis of ME/CFS.

There is a lack of clarity over the diagnostic criteria for
ME/CFS. What is missing is any reference to mental health
issues and particularly depression.

In addition, the approach advocated above suggest that the
diagnosis should be assumed prior to excluding other
conditions which is counter intuitive and contrary to good
medical practice.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

1 feel ready to progress their physical activity beyond their
current activities of daily living

1 would like to incorporate a physical activity programme into
the management of their ME/CFS.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS.

*Post exertional symptom exacerbation (PESE) to Post
exertional malaise (PEM). The committee recognised PEM is an
equivalent term that is more commonly used and there was not
strong support in the stakeholder comments to use the term
PESE. In the discussion section of Evidence review D the
committee outline why the term PESE better describes the
impact of exertion on people with ME/CFS.

Thank you for your comment.

After considering the stakeholder comments on early diagnostic
labels the committee have amended the wording to remove the
recommendation on making a provisional diagnosis of ME/CFS.
Diagnosis is now introduced at 3 months.
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Faculty of Sport | Guideline 010 17-20 Pati ent s aér.en oatd vti os euds edthantheye e | Thank you for your comment.
and Exercise perceive they have T they shao
Medicine (UK) stay within their energy envelope and not push through activity | After considering the stakeholder comments the committee
to rest as they need tobd agreed that this concept and energy envelope* might not always

be appropriate when suspecting ME/CFS. They acknowledged
The concept of the energy envelope is not one used out with a | that some people with suspected ME/CFS may not be diagnosed
particular section of the CFS/ME literature. We are unaware of | with ME/CFS and information on energy limits* may not be
what the physiological basis of this concept is. We are helpful. The committee amended the recommendation to advise
concerned by the frequent reference to it being a fixed people to manage their daily activity and not push through
quantity. The principle of physiological adaptation to exercise symptoms.
is that by a process of progr
tolerance and physical performance increases. The committee agreed that people should be given personalised
advice about managing their symptoms and recommend this in
It is true that progression needs to be carefully monitored and the advice for people with suspected ME/CFS section of the
the programme adjusted in accordancewi t h  t h e p a1 guideline.
response, to avoid overtraining and subsequent

underperformance. However, the concept advocated will, at *After taking into consideration the comments made by
best, lead to a failure progress their exercise tolerance and at stakeholders about the potential for misunderstanding the
worse lead to a deterioration committee agreed to edit Energy envelope to use energy limits.
Faculty of Sport | Guideline 014 19 6..o0ften involves periods of | Thankyou foryourcomment.
and Exercise less common to have long periods of remission (see the After considering the range of stakeholder comments on this
Medicine (UK) section on managing flares anbullet point it has been-tamdite
outlook from person to person i although a proportion of people
What is the evidence behind this statement? recover or have a long period of remission, many will need to
adapt to living with ME/CFS. b

all people with ME/CFS.
See evidence review A for the committee discussion on
information about the long term outlook for people with ME/CFS

Faculty of Sport | Guideline 016 6 The Faculty has considerable concern over the safeguarding Thank you for your comment.
and Exercise guidance, which in many places are contrary to good practice The committee agreed that all staff delivering care to people with
Medicine (UK) in safeguarding and the training which clinicians and non- ME/CFS should have training relevant to their role so they can

clinicians currently receive. The additional comments made on | provide care in line with the guideline and this is included in the
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safeguarding are unhelpful and potentially risky for vulnerable
adults and children.

6Safeguarding assessments in
suspected ME/CFS should be carried out or overseen by
health and social care professionals who have training and
experience in ME/CFS.

The principles of safeguarding are that anyone with concerns
should raise them to the appropriate authority. This guidance
suggests that only specialists can be concerned, which is
inaccurate and dangerous. It might discourage people from
speaking up.

6Recognise that people with N
severe or very severe ME/CFS, are at risk of their symptoms
being confused with signs of

Are we to infer that these cases should not have the same
high standard of safeguarding principles applied to them that
other patients have?

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
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Devel operds response
recommendations in the training for health and social care
professionals section of the guideline.

With regard to Safegaurding the importance of this is discussed
at length in the committee discussion in Evidence review B. In
summary the committee discussed how a lack of knowledge and
understanding about ME/CFS and the nature of the symptoms
has led to people not being believed and this has had negative
consequences particularly for children and young people, and
their families.

Recommendation 1.7.5 is clear that recognising and responding
to possible child abuse and neglect (maltreatment) is complex
and should be considered in the same way for children and
young people with confirmed or suspected ME/CFS as with any
child with a chronic illness or disability. The NICE guidelines on
child maltreatment and child abuse and neglect should be
followed.

This is clear that if a professional has concerns they should be
addressed in the same way as with any child or young person.
Recognising that this can be compounded by the risk of
symptoms being misunderstood is the reason the committee
have recommended that health and social care professionals
who have training and experience in ME/CFS should be involved
to support this process and identify where there might be a risk.
Thank you for your comment.

This recommendation raises awareness about the difficulties that
some people with ME/CFS have experienced where
safeguarding concerns have been raised. The committee agree
that people with ME/CFS should have the same high standard of
safeguarding principles applied to them that other patients have.
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Faculty of Sport | Guideline 017 8 6Recognise that the foll owing
and Exercise abuse or neglect in children and young people with confirmed
Medicine (UK) or suspected ME/CFS:

1 physical symptoms that do not fit a commonly
recognised illness pattern

more than 1 child or family member having ME/CFS
disagreeing with, declining or withdrawing from any
part of their

1 management plan, either by the child or young
person or by their

parents or carers on their behalf

parents or carers acting as an advocate and
communicating on behalf

1 of the child or young person

1 reducedornon-att endance at schc

1
1
f
f

But they may be and the presence of ME/CFS should not allow
genuine concerns to be dismissed.

Faculty of Sport | Guideline 017 8 o evidence was identified on safeguarding in ME/CFS, but
and Exercise the committee agreed it was very important to make....
Medicine (UK) recommendati ons based on cons

Without evidence there is no reason to produce different
guidance from the standard. These are likely to be interpreted
as being contrary to good safeguarding practice and training.

Devel operds response

Thank you for your comment.

The importance of this is discussed at length in the committee
discussion in Evidence review B. In summary the committee
discussed how a lack of knowledge and understanding about
ME/CFS and the nature of the symptoms has led to people not
being believed and this has had negative consequences
particularly for children and young people, and their families.

Recommendation 1.7.5 is clear that recognising and responding
to possible child abuse and neglect (maltreatment) is complex
and should be considered in the same way for children and
young people with confirmed or suspected ME/CFS as with any
child with a chronic illness or disability. The principle applies to
adults.

This is clear that if a professional has concerns they should be
addressed in the same way as with any person. Recognising that
this can be compounded by the risk of symptoms being
misunderstood is the reason the committee have recommended
that health and social care professionals who have training and
experience in ME/CFS should be involved to support this
process and identify where there might be a risk.

Thank you for your comment.

These recommendations are to raise awareness about the
difficulties that some children and young people and their
families have experienced when safeguarding concerns have
been raised. The importance of this is discussed at length in the
committee discussion in Evidence review B. In summary the
committee discussed how a lack of knowledge and
understanding about ME/CFS and the nature of the symptoms
has led to people not being believed and this has had negative
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0 s -enhnhigement strategies, including energy management

A self-management strategy that involves managing a
personf6s activities to stay

within thei

r energy enveloped

This is not an established concept in exercise physiology or

exercise medicine

6Be awar e durestitreatménsor qure (non-
phar macol ogi cal or pharmacol o

Evidence for this?

N I C E National Institute for
Health and Care Excellence
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consequences particularly for children and young people, and
their families.

The committee disagree they are likely to be interpreted as
contrary to safeguarding practice and training. Recommendation
1.7.5 i s O6that recognising
abuse and neglect (maltreatment) is complex and should be
considered in the same way for children and young people with
confirmed or suspected ME/CFS as with any child with a chronic
ill ness or disability. 6 The
and child abuse and neglect are cross referred to.

This is clear that if a professional has concerns they should be
addressed in the same way as with any person Recognising that
this can be compounded by the risk of symptoms being
misunderstood is the reason the committee have recommended
that health and social care professionals who have training and
experience in ME/CFS should be involved to support this
process and identify where there might be a risk.

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit Energy envelope to use energy limits.
The committee have added that the energy limit is the amount of
energy a person has to do all activities without triggering an
increase or worsening of their symptoms.

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
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range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
guantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Their discussion of how the evidence informed the
recommendations is detailed briefly in the rationales in the
guideline and in more detail in the discussion of the evidence
sections in the review chapters

After considering the stakeholder comments on the wording
6treatment or cure for ME/ CFSA@
the word 6treatmentd from thes
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

195 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

However the committee agree th
ME/CFS and it is important that people with ME/CFS are aware

of this. As you note the rationale provides further information
about avoiding claims that interventions will cure ME/CFS. For
this reason, the committee have not further edited the

recommendation.
Faculty of Sport | Guideline 024 7 O0Energy management Energy management
and Exercise Based on the evidence about the lack of information and support
Medicine (UK) This appears to advocat e r edu peoplewith ME/CFS reportin managing their symptoms

with their tolerance i which is counter to the approach we use | (Evidence review A) and their experience the committee
in every other condition, whereby we careful tailor their activity | concluded that people with ME/CFS should have access to

to gradually increase their exercise tolerance and self- personalised advice as part of their care and support plan that
management. This is not easy and requires expertise, which supports them to learn to use the amount of energy they have
also engages the principles of pacing, but is the standard while reducing their risk of post-exertional malaise or worsening
treatment in all other diseases their symptoms by exceeding their limits.

This section of the guideline provides information on the
principles of energy management and is clear that it includes all
types of activity (cognitive, physical, emotional and social) and
takes into account their overall level of activity. Energy
management uses a patient led flexible, tailored approach so
that activity is never automatically increased but is maintained or
adjusted (upwards after a period of stability or downwards when
symptoms are worse).

The approach is to reach stabilisation and then increase after
periods of stability where possible. Energy management is part
of the care and support plan and developed with a ME/CFS
specialist team.

Faculty of Sport | Guideline 024 21 6uses a flexibl e, tadaivithyismewed a p Thankyou for your comment.
and Exercise automatically increased but is progressed during periods when
Medicine (UK)
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symptoms are improved and allows for the need to pull back After considering the stakeholder comments this bullet point has
when symptoms are worsebd been edited to,6 uses a flexib

is never automatically increased but is maintained or adjusted
It is important that physical activity should be tailored to the (upwards after a period of stability or downwards when
individual and progressed accordingly. Automatically symptoms are worse).
increasing the physiological demand, without reference to the
patientds condition is unlike

of the sentence abandons the principle of pacing i which is
key to the management of this and many other chronic
conditions requiring rehabilitation

Faculty of Sport | Guideline 025 3 6does not assume that decondi Thankyouforyourcomment.

and Exercise

Medicine (UK) But this approach i encouraging inactivity - will inevitably lead | After considering the stakeholder comments the physical
to deconditioning and harm; from other diseases such as mai ntenance section has beaing r
diabetes, CV disease, accelerated sarcopenia and and mobilityd and has been moy
osteoporosis section of the guideline to provide clarity that it is about advice

on maintaining and preventing the deterioration of physical
functioning and mobility.

In the physical functioning and mobility section of the guideline
the committee recommend that strategies to maintain and
prevent the deterioration of physical functioning and mobility
should be included in the care and support plans for people with
ME/CFS. Areas for consideration include cardiovascular health
and bone health.

Faculty of Sport | Guideline 025 18 6reduce activity as the fir st Thankyouforyourcomment.

and Exercise After considering the stakeholder comments this bullet point has

Medicine (UK) Why i usually the first step would be a reassessment of the been edited to, agree a sustainable level of activity as the first
situation? This would be followed by adjustment of the step, whichmay meanr educi ng activity. 6

programme which might lead to a temporary reduction in
activity of it might not.
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Faculty of Sport | Guideline 026 9 O0Refer people with ME/CFS to
and Exercise physiotherapy or occupationalt her apy ser vi c e| The management sections of the guideline include
Medicine (UK) recommendations:
Access is a significant issue also. If this guidance is published | § to support people with energy management
they will have no treatment modalities available to use on 1  to support people with ME/CFS who feel ready to progress
these patients their physical activity beyond their current activities of daily

living or would like to incorporate a physical activity or
programme into the management of their ME/CFS.
1 to offer CBT to help people manage their symptoms and to
reduce the distress associated with having a chronic iliness
and are options for inclusions in the care and support plan where
appropriate and chosen by the person with ME/CFS.
To accompany this the committee have made recommendations
that set out how CBT and strategies for energy management,
physical activity and exercise should be delivered for people with
ME/CFS.
See evidence reviews G and H for the evidence and the
committee discussion on these recommendations.

Faculty of Sport | Guideline 027 3 0Assess people with sever e or Thankyou foryourcomment.
and Exercise contact for: The committee note that this recommendation refers to people
Medicine (UK) 1  areas at risk of pressure ulcers with severe or severe ME/CFS with very limited mobility.

1 deep vein thrombosis
T risk of contractures. 6

The uncritical advocating of rest and inactivity will increase

these risks

Faculty of Sport | Guideline 027 21 6Do not advise people with ME Thankyou foryour comment.

and Exercise exercise that is not part of a supervised programme, such as

Medicine (UK) telling them to go to the gym or exercise more, because this The committee agree there is little dispute amongst clinicians
may worsen their symptoms. d working with people with ME/CFS that they should not undertake
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The principles of rehabilitation are that we empower people to
take responsibility for their recovery and the other elements of
their lives. Part of an appropriate rehabilitation plan is the
direction of physical activity by those expert in exercise-based
rehabilitation. But a significant part is to equip patients to take
responsibility for their own programme through self-
management. Provided this is done at the right time with the
right guidance it is safe and effective.

This piece of guidance is disempowering and potentially
harmful and lacks any evidence base.

Faculty of Sport | Guideline 027 24 6Do not offer people with ME/
and Exercise any therapy based on physical activity or exercise as a
Medicine (UK) treatment or cure for ME/CFS

generalised physical activity or exercise programmes i this

Devel operds response

exercise that is not part of a programme overseen by a ME/CFS
specialist team, such as telling them to go to the gym or exercise
more.

It is commonly agreed that people with ME/CFS experience post
exertional malaise (PEM) after activity. PEM is a worsening of
symptoms that can follow minimal cognitive, physical, emotional
or social activity, or activity that could previously be tolerated. It
is in this context, and recognising the evidence from people with
ME/CFS indicating that misunderstanding of the impact of PEM
and inappropriate advice on how to incorporate physical activity
(and exercise) into their lives has resulted for some in a
deterioration of their condition, that this guideline has
recommended that people with ME/CFS should be supported by
a
physiotherapist or occupational therapist within a ME/CFS
specialist team if they:

have difficulty with their reduced physical activity or
mobility
A feel ready to progress their physical activity beyond
their current activities of daily living
A would like to incorporate a physical activity programme
into the management of their ME/CFS.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS.

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
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includes programmes developed for healthy people or people
with other illnesses, any programme based on fixed
incremental increases in physical activity or exercise, for
example graded exercise therapy structured activity or
exercise programmes that are based on deconditioning as the
cause of ME/CFS, therapies derived from osteopathy, life
coaching and neurolinguistic programming (for example the
Lightning Process) . 6

This judgment appears to have been made by excluding most
of the RCTs supporting physical activity

Previous NICE guidelines included the significant benefits
gained from Graded Exercise Therapy. However, in this
review 28 out of 30 CBT and GET trials were excluded which
has limited the use of this evidence, frequently replaced by
6personal opiniond.

Much of the evidence in review G, despite being graded highly
in 2007, was graded as poor quality this time. The explanation
for this is not clear.

The PACE RCT Lancet trial in 2011 showed benefits of both
CBT and GET. The study end point was at 52 weeks where
there was a clear benefit. When followed at 135 weeks there
was no difference in the groups because after 52 weeks
people were free to take up the alternative treatments. The
paper concluded that the gains of GET and CBT were
maintained, but the two other groups caught up.

However, this information has been excluded. Furthermore,
by mandating in the Methods section that the outcomes should
be taken from the longest period of follow up, the actual finding

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Evidence reviews G and H describe the quantitative and the
gualitative evidence for graded exercise therapy and includes the
committee discussion The committee discussed this evidence
with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
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of the trial, the one year endpoints, is excluded. This cannot experiences of physical activity and GET reported in the
be justified. qualitative evidence resulted in the committee concluding that

GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)

The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G. The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.

Based on the evidence mentioned above and their own
experience the committee concluded that it was important that a
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
The committee recognised there are people with ME/CFS that
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may feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed that it was
important people are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

Methods

This guideline has updated the 2007 guideline using Developing
NICE guidelines: the manual

Process and methods [PMG20] Published: 31 October 2014 Last
updated: 15 October 2020. The process for quality rating now
used in NICE guidance is an internationally agreed process (see
the methods chapter for information on GRADE and CERQual).

Data excluded

No study was excluded that met the review protocols. We think
your point refers to the decision by the committee to downgrade
evidence that did not use a diagnostic criteria that includes post
exertional malaise (PEM) as essential.

PEM is widely acknowledged in ME/CFS specialist practice as
being a characteristic feature of ME/CFS but the difficulty for
interpreting the evidence is that in the trials that do not use a
criteria that has PEM as essential (and therefore a 100%
ME/CFS population) numbers of people with PEM are rarely
reported. The committee do not assume that people recruited to
trials do not experience PEM they just do not know how many if
the information is not reported.

Where this is the case, the trial population could include people
that do not have ME/CFS and this makes it difficult for the
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committee to be confident of the benefits and risks of the
interventions on people with ME/CFS.

Using GRADE and CERQual the committee agreed that
evidence without this i (dlegancemt
CERQual) acknowledging this uncertainty about the population.
As such the evidence was considered taking this into account.
See the methods chapter for more information on GRADE and
CERQual.

After considering the stakeholder comments the committee
agreed to revisit the evidence for the intervention reviews further
scrutinising the information on PEM reported in the quantitative
and qualitative evidence and the application of indirectness and
relevance. As part of this they agreed that any evidence with a
population > 95% with PEM_would be considered direct. (See
evidence reviews G and H (appendix G) for the approach taken,
the analysis and the impact on the results and interpretation of
the evidence.)

Follow up

Data was extracted at the longest follow-up available, as
specified in the protocol for this review. There is an increasing
call for evidence to reflect the real-world situation of patients and
not just that of ideal and controlled short term circumstances.
The committee considered that long-term data of treatments for
ME/CFS to be more reflective of real-world efficacy and more
helpful for decision making and implementation in clinical
practice. Longer term follow-up reflects the likelihood that people
may decide to discontinue the treatment and change treatments,
this is an important consideration when making
recommendations for interventions. As such, we did not extract
the shorter timepoints where longer follow-up was available.
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Faculty of Sport | Guideline 028 5 There is frequent reference ME/CFS not being caused by Thank you for your comment.
and Exercise deconditioning. No one claims that it is, so this is misleading The committee have concluded that therapies based on
Medicine (UK) and should be dropped. On the other hand no mention is deconditioning and exercise avoidance theories of chronic
made as to how deconditioning can and does occur as a fatigue syndrome should not be offered to people with ME/CFS.

consequence of ME/CFS. The strong advocacy of rest as the These therapies assume that ME/CFS is perpetuated by
mainstay of management will inevitably lead to it. Furthermore, | reversible physiological changes of deconditioning and

inactivity leads to significant - possibly life-threatening - avoidance of activity. The committee recommended

consequences such as sarcopenia, osteoporosis and pressure | that strategies to maintain and prevent deterioration of physical

sores. functioning and mobility be included in support plans for people
with ME/CFS .

To note after considering the stakeholder comments the physical
mai ntenance section has been r
and mobilityd and has been moyv
section of the guideline to provide clarity that it is about advice

on maintaining and preventing the deterioration of physical
functioning and mobility.

Faculty of Sport | Guideline 028 16 6A physical activity progr amn Thankyou for your comment.
and Exercise delivered or overseen by a physiotherapist or occupational
Medicine (UK) therapist with training and e
Based on the quantitative and qualitative evidence * and their
This is impractical and contrary to the principles of own experience the committee concluded that it was important
rehabilitation, patient empowerment and ownership of their that a physical activity or exercise programme is available for
own goals people with ME/CFS where appropriate and where they choose

this. When developing the guideline the committee was mindful
of the importance of developing a guideline for all people with
ME/CFS. The committee recognised there are people with
ME/CFS that may feel ready to incorporate a physical activity or
exercise programme into managing their ME/CFS and want to
explore this option. Where this is the case the committee agreed
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6l f a physical activity progr
personb6s activity to within t
maintain it successfully before attempting to increase physical
abilityéo

I't is not | ogical to place a
levels. It may be appropriate to regress activity and reassess
their programme but there is no reason reduce the activity
without appropriate assessment

6Do not of fer CBT as a treatn

CBT is not offered as a cure but can be a very important factor
in the management of this and other chronic conditions CBT
helps some of the core symptoms of ME/CFS, so why should it
not be considered a treatment?.

Devel operds response

that it was important that they are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

*See Evidence reviews G and H, these describe the quantitative
and the qualitative evidence for physical activity and exercise
interventions and includes the committee discussion. The
committee discussed this evidence with the findings from the
review on access to care (report C), diagnosis (report D),
multidisciplinary care ( report I) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS
(Appendix 2).

Thank you for your comment.

This is the recommendation for the personalised collaborative
physical activity or exercise programme and the assessment will
have been done for this by a physiotherapist of occupational
therapist within a specialist ME/CFS team.

Thank you for your comment.

To note after considering the stakeholder comments on the
wording 6treatment or cure f
to remove the word O0treatment
avoid any misinterpretation with the availability of treatments for
the symptom management for people with ME/CFS. The
recommendation is clear that CBT is not curative.
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CBT is not a treatment for ME/CFS but could be useful for some
people with ME/CFS with supporting them in managing their

symptoms.
Faculty of Sport | Guideline 044 14 6 P kical maintenance Thank you for your comment.
and Exercise Physical maintenance
Medicine (UK) For some people with ME/CFS it can include physical activity After considering the range of stakeholder comments the
which additionally assists bone health, posture and muscle physical maintenance section h
strength. Such activity is unfunctioning and mobilityd and
energy envelope and avoids pushing through boundaries of management section of the guideline to provide clarity that it is
tol eranceb about advice on maintaining and preventing the deterioration of
physical functioning and mobility. The committee agreed this was
Not a widely accepted concept in exercise-based very important for people with ME/CFS with prolonged limited
rehabilitation. It is contrary to the established principles of mobility.
physical training.
Faculty of Sport | Guideline 056 1 6The recommendati ons wil | i mp Thankyou foryourcomment.
and Exercise and do not need any addi ti ona Theserecommendations are to raise awareness about the
Medicine (UK) difficulties that some children and young people and their
To the contrary, they are inconsistent with standard practice and | families have experienced when safeguarding concerns have
will hence cause confusion and possibly harm been raised. The importance of this is discussed at length in the

committee discussion in Evidence review B. In summary the
committee discussed how a lack of knowledge and
understanding about ME/CFS and the nature of the symptoms
has led to people not being believed and this has had negative
consequences particularly for children and young people, and
their families.

The committee disagree these recommendations will cause
confusion and har m. Recommenda
and responding to possible child abuse and neglect
(maltreatment) is complex and should be considered in the same
way for children and young people with confirmed or suspected
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063 1 Because of the harms reportec

Faculty of Sport | Guideline
and Exercise

Medicine (UK) No evidence of serious adverse effects have been proven in
the quantitative evidence, and the harm of inactivity in this
context is not being reported or considered. There needs to be
a recognition of the difference between true lasting harm being
caused and the temporary exacerbation of symptoms i which
is a common consequence of any rehabilitation programme.
The latter will not lead to long-term harm and is an example of
a side effect of treatment which would be tolerated if this was a

pharmacological intervention.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
ME/ CFS as with any child with
NICE guidelines on child maltreatment and child abuse and
neglect are cross referred to.

This is clear that if a professional has concerns they should be
addressed in the same way as with any person Recognising that
this can be compounded by the risk of symptoms being
misunderstood is the reason the committee have recommended
that health and social care professionals who have training and
experience in ME/CFS should be involved to support this
process and identify where there might be a risk.

Thank you for your comment.

The effectiveness of an intervention is usually best answered by
a RCT because a well-conducted RCT is most likely to give an
unbiased estimate of effects.

The committee agreed there needs to be better reporting and
long-term data collection of harms in RCTs. The difficulties with
the collection, analysis and reporting of adverse events in
randomised controlled trials is not disputed (for example see
https://bmjopen.bmj.com/content/9/2/e024537). Notwithstanding
this, it is important that a comprehensive approach is taken to
understanding the impact of any intervention when implemented
in research trials and in practice. Ideally this takes both a
quantitative and qualitative approach and includes the
experiences and opinions of all people who have had the
intervention, patient experience is invaluable.

In recognition that the views of people with ME/CFS who had
experienced the interventions was important a qualitative review
was done with an accompanying call for evidence to identify any
unpublished evidence. People with ME/CFS reported harms in
the qualitative evidence.
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6as welconansi tttheee 6 s of thepeffects vehanc e

people exceed the limits, the committee recommended that

people with ME/CFS should not

undertake a physical activity or exercise programme unless it

is delivered or

overseen by a physiotherapist or occupational therapist who

has training and

expertise in ME/CFS. The committee reinforced there is no

therapy based on
physical activity or exercise that is effective as a
treatment or cure for ME/CFS.

This is an opinion

6l n devel oping more specific

approach and delivery of physical activity management, the
committee considered the benefits and harms associated

with graded exercise therapy that had been identif
the qualitative evidence and their own experiences
these types of interventions.

ied in
of

Devel operds response

As with all NICE guidelines the committee uses its judgment to
decide what all the evidence means in the context of each topic
and what recommendations can be made and the appropriate
strength of the recommendation.

Thank you for your comment.

It is acknowledged that people with ME/CFS experience post
exertional malaise (PEM) after activity. PEM is a worsening of
symptoms that can follow minimal cognitive, physical, emotional
or social activity, or activity that could previously be tolerated. It
is in this context, and recognising the evidence from people with
ME/CFS indicating that misunderstanding of the impact of PEM
and inappropriate advice on how to incorporate physical activity
(and exercise) into their lives has resulted for some in a
deterioration of their condition, that this guideline has
recommended that people with ME/CFS should be supported by
a

physiotherapist or occupational therapist within a ME/CFS
specialist team if they wish to explore a physical activity or
exercise programme.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS.

Thank you for your comment.

The effectiveness of an intervention is usually best answered by
a RCT because a well-conducted RCT is most likely to give an
unbiased estimate of effects.

The committee agreed there needs to be better reporting and
long-term data collection of harms in RCTs. The difficulties with

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

208 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments

This is no evidence of harm

Faculty of Sport | Guideline 063 1 They recommended not to offer any programme based on
and Exercise fixed incremental physical
Medicine (UK) activity or exercise, for example graded exercise therapy or

structured activity or
exercise programmes that are based on deconditioning as the
cause of ME/CFS.

Inthec ommi tt e e ds ,perpeavithiME/GESehave
had varying results from

physical activity programmes and they thought it was important
to discuss this with

people with ME/CFS and talk to them about the possible risks
and benefits. The

Devel operds response

the collection, analysis and reporting of adverse events in
randomised controlled trials is not disputed (for example see
https://bmjopen.bmj.com/content/9/2/e024537). Notwithstanding
this, it is important that a comprehensive approach is taken to
understanding the impact of any intervention when implemented
in research trials and in practice. Ideally this takes both a
guantitative and qualitative approach and includes the
experiences and opinions of all people who have had the
intervention, patient experience is invaluable.

In recognition that the views of people with ME/CFS who had
experienced the interventions was important a qualitative review
was done with an accompanying call for evidence to identify any
unpublished evidence. People with ME/CFS reported harms in
the qualitative evidence.

As with all NICE guidelines the committee uses its judgment to
decide what all the evidence means in the context of each topic
and what recommendations can be made and the appropriate
strength of the recommendation.

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
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committee outlined what a personalised physical activity plan were identified as underrepresented in the literature. As with all

should look like based NICE guidelines the committee uses its judgment to decide what

ont heir experience. 0 the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors

In all the areas highlighted it would appear that personal including the types of evidence, the strength and quality of the
opinion and O0experienceo6 i s t evidence, the trade-off between benefits and harms, economic
recommendations which is unusual and potentially considerations, resource impact and clinical and patient
controversial for NICE guidance. experience, equality considerations. (See Developing NICE

guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Evidence reviews G and H describe the quantitative and the
qualitative evidence for graded exercise therapy and includes the
committee discussion The committee discussed this evidence
with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This,
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
qualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)
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6a specialist physiotherapist
may need increase resources; however, this should not

impose a significant cost on the NHS and if it leads to fewer
people with deteriorating symptoms, it will be highly cost
effective. 0

New therapy resources will inevitably impose costs on the
NHS i particularly when therapy services are under pressure

It is a step too far to say that this will highly cost effective as,
patient numbers and the benefits have not been described, nor
the costs itemised i therefore any measure of cost utility is
purely speculation. Particularly when any therapist will have
limited therapeutic tools if this guidance is put in place.

The proposed shortening of the duration criteria for the
diagnosis of ME/CFS will clearly increase numbers and costs.

We welcome the long overdue replacement of the
2007guidelines.We recognise and are thankful for the hard
work put in by the committee and others ( especially

during the pandemic), and the willingness to critically examine
inappropriate and harmful advice in the previous

guidelines. We are particularly heartened to see the
acknowledgement that so much of the evidence for Graded
exercise therapy and cognitive behavioural therapy is of low or
very low quality. We hope the new guideline will offer all
sufferers more protection from the harm caused by current
damaging regimens, to all sufferers, especially the vulnerable
and children.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

The reason that we have stated that this will not impose a
significant cost to the NHS is that this is in the context of graded
exercise therapy no longer being recommended.

We agree that it is speculative to say that this will be highly cost
effective, but that is why it is contained within a conditional
statement.

The diagnostic criteria are slightly stricter than in the previous
guideline, although the duration of symptoms in adults has been
reduced by one month to be consistent with children. Since the
committee have now removed reference to a provisional
diagnosis and made recommendations about testing for
alternative conditions, the demand on services should not be so
great.

Thank you for your comments.

Terms used in the guideline

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit Energy envelope to use energy limits.
The committee have added that the energy limit is the amount of
energy a person has to do all activities without triggering an
increase or worsening of their symptoms.

Pacing
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Finally, we feel that the patient community is being listened to.
That medical research can progress forward without being
restricted by previous harmful psychiatric/ psychological
domination and bias.

We are particularly pleased that graded exercise therapy has
been removed, and that cognitive behavioural therapy has
been acknowledged as non-curative.We just hope that the
spectre of graded exercise th
under the guise of sleep management regimens, exposure to
light and noise and graded school attendance for example.
That and there is no misappropriation of the terminology
activity or energy management to be used as graded exercise
therapy as a wol fWerecomsnkne that thes
non evidence based physical activity management, energy
management and Cognitive Behavioural Therapy be removed
from the guideline.

We are concerned that there is no use of the term pacing. The
terminology of a oflared sug
event, of worsening. Energy envelope is confusing and
unfamiliar, some sufferers have no energy and exist on what
seems to be constant over expenditure with no energy
contained in any such 6envel
We would also like to see accountability for those who do not
follow the science based recommendations and thus help
prevent harm.

€

g

q

Devel operds response

The committee discussed the use of the term pacing agreed that
it means something different to different people with many
versions in use. The committee agreed that including it would
add further to the confusion around this term and for this reason
have not included it.

GET

Evidence reviews G and H describe the quantitative and the
qualitative evidence for graded exercise therapy and includes the
committee discussion The committee discussed this evidence
with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
qualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)

The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
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of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G.The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.

Based on the evidence mentioned above and their own
experience the committee concluded that it was important that a
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
The committee recognised there are people with ME/CFS that
may feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case, the committee agreed it was
important people are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

CBT

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
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We agree that the World Health Organisation classification of
ME/CFS as a neurological condition, should stand. There is
supportive evidence of perineural cysts, ganglionitis at post
mortem and involvement of the nervous system.

We ask that the term ME myalgic encephalomyelitis is used
exclusively, the term CFS holds such bad stigma, does not
represent the true context of an illness affecting multiple
bodily systems. ME/CFS is not simply long term fatigue which
the CFS nomenclature suggests.

Severe

We do not agree with the description of severe
classification. Having to stop work or education and
with limited social, daily activity is severe
classification and not moderate. All levels of severity

Devel operds response

their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

Thank you for your comment.

To note that the text O6Myalgic
under diseases of the nervous system in the SNOMED-CT UK
and 1 CD10 (G93.3)6 has been ad
guideline.

Thank you for your comment.

To provide clarity about the severity of ME/CFS and symptoms
the definitions of severity have been moved from the terms used
in the guideline to the front of the recommendations. The
committee note that definitions of severity are not clear cut.
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should be considered when discussing care plans as
symptoms may worsen to more severe.

Specialist Teams

We are concerned about the emphasis on specialist teams.

This is because:
Current specialist teams are not fit for purpose.
Many are led by Psychiatrists or Psychologists
instead of Physicians, Paediatricians or General
Practitioners. Since ME/CFS is a complex, multi-
system, chronic medical condition, this is
inappropriate.
Current specialist clinics work on the theory of de-
conditioning and promote outdated and harmful
treatments (GET and CBT).
They do not provide adequate ongoing care, and
none at all to the very severely affected ME/CFS
patients who need them the most. Patients struggle
physically, financially and cognitively to get to
appointments and need a lot of their care and
assessment at home. Such patients are discharged
without any alternative provision.
They cannot handle the volume of ME/CFS patients.
Their existence dis empowers General Practitioners
and local Physicians/Paediatricians, many of whom
have disengaged from their ME/CFS patients.

Guideline General General

Infection
We are concerned that no effort at all is made in this guideline
to address the fact that ME/CFS is often triggered by a viral or

Guideline General General

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Based on the evidence ( Evidence reviews A.B,C,D and I) and
the committeeds experience ref
was recommended for confirmation of diagnosis, development of
the care and support plan, advice on energy management,
physical activity, and dietary strategies. ME/CFS specialist teams
where seen as the most appropriate place for people with
ME/CFS to access support with GPs providing ongoing support
and review.

The committee recognised certain parts of the care and support
plan should only be delivered or overseen by healthcare
professionals who are part of a specialist team, for example a
ME/CFS specialist physiotherapist to oversee physical activity
programmes. See evidence reviews F and G, where the
committee outline where it is important that professionals trained
in ME/CFS deliver specific areas of care.

After considering stakeholder comments about the requirement
for medical expertise input into the care of people with ME/CFS
the committee agreed to replace the term ‘a comprehensive
clinical history' in 1.2.2 with 'a medical assessment in the
recommendations on suspecting ME/CFS, assessment and care
and support planning and multidisciplinary care. This would
typically require access to a ME/CFS specialist physician or a
GP with a special interest in ME whilst not excluding a role for
the highly trained ME/CFS advanced practitioner.

Thank you for your comment.
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other infection, and the importance of identifying and treating
these infections quickly. For best, effect treatment needs to be
started within the first 6 weeks, yet the NHS currently neither
tests for nor treats infections in suspected

ME/CFS. Comprehensive testing to identify viral and other
infections should not wait until the diagnosis of ME/CFS is
confirmed after 3 months of symptoms, but should be done
immediately. With effective treatment, long term sequelae
might be greatly reduced, or avoided altogether.

Post exertional symptom exacerbation- Worsening and
exacerbation of symptoms can occur immediately after or even
during activity thus not allowing completion. Increased
symptom worsening can occur immediately and also peak
afterwards even at 72 hours.Some people have a second peak
after initial worsening that may be predictable. We are all
different. By putting limitations and exclusions implied by
wording tends to lead to errors in diagnosis. Out of kilter
symptoms may be implied if the patient does not fit the
specified documented mould, which clinicians may do, hence
excluding a diagnosis, with detrimental consequence.

Unrefreshing sleep-this seems to include exhaustion flu like
symptoms, feeling stiff under this bullet point. It is implied that
these symptoms are a result of unrefreshing sleep. This is not
the case exhaustion can result from mitochondrial dysfunction,
stiffness from arthralgia, myalgia, neuralgia, autoimmune, and
flu like symptoms from immune disturbances, toxins and
inflammatory cytokines. These symptoms should not be listed
under this heading. If it is implied that they are the result of
unrefreshng sleep then there may be a tendency to try to
correct sleep patterns with harmful regimens that are usually
prescribed in ME/CFS clinics. Waking up, getting dressed, not

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Throughout the guideline the committee have recommended the
importance of carrying out

investigations to identify other conditions or exclude other
diagnoses. The committee have now included examples of
investigations that might be carried out. The examples are not
intended to be an exhaustive list and the committee note that any
decision to carry out investigations is not limited to this list. They
emphasise the importance of using clinical judgment when
deciding on additional investigations.

Thank you for your comment.

See Evidence review D i diagnosis for the evidence on
diagnostic criteria and the committee discussion section
explaining why the committee recommended that all four criteria
should be present. This includes your point about including
cognitive difficulties or orthostatic intolerance. In summary the
committee maintain that cognitive difficulties are a key symptom
in suspecting ME/CFS and are commonly reported in people with
ME/CFS. They note that cognitive difficulties (such as brain fog)
are described in most of the criteria (7 of the 9) criteria) reviewed
in Evidence review D in contrast with orthostatic intolerance (4
of the 9 criteria) supporting further their experience and expertise
and this has been clarified in the discussion section of the
report.

PESE/PEM

The committee note that post exertional malaise is usually
described as delayed in onset with it typically delayed 12-48
hours after activity, but recognised that some people with
ME/CFS report PEM in a reduced (or later) time and have added
6can tdypticattHe definition.
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allowing naps and putting to bed later can be very harmful.
This is graded exercise not sleep management. The

unrefreshing sleep may be the result of pathology within the To note after taking into consideration the comments made by
limbic system which cannot be corrected as aforementioned. stakeholders about the potential for misunderstanding the

In addition to unrefreshing sleep many experience difficulty committee agreed to change Post exertional symptom
getting to sleep, difficulty maintaining sleep, sleep reversal, 25 | exacerbation (PESE) to Post exertional malaise (PEM). The
hour patterns , insomnia. committee recognised PEM is an equivalent term that is more

commonly used and there was not strong support in the
Having all 4 symptom criteria to fit before diagnosis will cause stakeholder comments to use the term PESE. In the discussion
exclusion of a diagnosis.This also may delay diagnosis until section of Evidence review D the committee outline why the
more symptoms have developed with severity and worsening. term PESE better describes the impact of exertion on people
This does not favour early diagnosis. Again not fitting tightly with ME/CFS.
into criteria boxes leads to clinics using the term out of kilter
which is especially damaging in children as they do not get a
diagnosis and are so easily disbelieved, called lazy, school Unrefreshing sleep
refuser and generally abused by persons who feel they should | After considering the stakeholder comments on the description of
be in school if they are not ill enough to be in hospital. Parents | sleep symptoms the committee edited the bullet points to,

may wrongly send children to school, that may cause 6unrefreshing sleep and /or sl
worsening. Some may continue to work as they are financially | include:
unsupported otherwise. 1 feeling exhausted, feeling flu-like and stiff on waking
1  broken or shallow sleep, altered sleep pattern or
The last bullet pointin  Box 1 should therefore read, hypersomnia.
At least one of: The committee have also edited the definition in the terms used

Cognitive difficulties ( of t en des cr i b€ inthe guideline section.

including problems finding words, temporary dyslexia | The committee hope this has added some clarity for readers.
or dyscalculia, slurred speech, slowed

responsiveness, short-term memory problems,

confusion, disorientation and difficulty concentrating

or multitasking.

Orthostatic Intolerance (Ol) with symptoms such as

dizziness, fatigue, brain fog, palpitations, pallor,

nausea and fainting on standing or sitting upright from

a reclining position.
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Healthwatch Guideline 001 9 CONTRADICTION-6 . . . when t o 9eoglgaec t| Thank you for your comment and information.

Bolton di agnosed earlierd This aim
by statements that symptoms range from page 4 1.1.1. line To provide clarity about the severity of ME/CFS and symptoms
1 4 beiing able to carry out most daily activities to severe the definitions of severity have been moved from the terms used
debilitationbd. yet di agndbest | inthe guideline to the front of the recommendations. The
person6s ability to engage i |committee notethatdefinitions of severity are not clear cut.
or personal activities is significantly reduced from pre-illness
|l evel s6. | f patients have to

diagnosis then early or mild symptoms will not be recognised
and diagnosed until they have progressed to more severe in
capacity. When symptoms are mild and, or in early stages
they may be prevented, with advice such as total rest, from
progressing to more severe worsening, and this is where the
value of early diagnosis lies.

Healthwatch Guideline 004 5-6 Change to: Thank you for your comment.

Bolton féis a chronic medical conditThis bullet point has been edi
systems, in which mitochondrial dysfunction affecting cellular remai ns under investigationd to
energy production is present. Exact pathophysiology is still evidence to make any conclusions about the pathophysiology of
being elucidated. 0 ME/CFS and this is an active area of research.

7
Change 6cand to 6doesdé i mpac Thecommittee agree that for everyone with ME/CFS there is an

impact on their lives. However, there is a wide range of impact,
there are people able to carry on some activities and they
experience less of an impact on aspects of their lives than
people with substantial incapacity and have difficulty with leaving
or are unable to leave their homes.. Taking into account the
range of comments from stakeholders about the importance of
representation for all people with ME/CFS this recommendation
has been reworded to reflect the range of impact that can be
experienced with ME/CFS.
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Add:
fiT in its most severe form it can lead to substantial
incapacity and even deathé

Add-someti mes to O6change unpr e:
variation in severity, when some may remain within one
severity level.

N I C E National Institute for
Health and Care Excellence
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Devel operds response
Thank you for your comment.

After taking into consideration the range of stakeholder
comments about the tone of the guideline and the potential to be
frightening for people with ME/CFS the committee have not
included this suggestion.

However, the committee note the severity of the impact of
ME/CFS has been recognised throughout the development of
this guideline. The scope included people with severe and very
severe ME/FCS as a population for special consideration and
each review highlighted any relevant evidence. In addition
recognising the lack of evidence NICE commissioned a report to
ensure the views of people with severe and very severe ME/CFS
were include in the guideline (Appendix 2_People with severe
ME/CFS) and this was considered alongside the other evidence
by the committee.

When making the recommendations the committee considered
people with severe and very severe ME/CFS separately and
made additional recommendations where relevant.

After considering the stakeholder comments the committee have
revised the structure of the guideline highlighting the special
considerations of people with severe and very severe ME/CFS in
an individual section. The committee agreed this would ensure
that the particular needs of people with severe and very severe
ME/CFS were not hidden within the guideline and had more
emphasis.

Thank you for your comment.
The recommendation states that symptoms can change, this
implies that symptoms may not change and remain the same.
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Fluctuations in the condition can change over the course of a
few hours, ADD-6 al so within a day?éb.
important when considering safeguarding of children.
Teachers and others may report that the child was much better
when they saw them compared to how the child had reportedly
worsened at home. This leads to suspicion and the wrongful
damaging criminal accusation of Fll and child protection.
Children are removed from parents to be observed in their
care, usually into psychiatric units, causing irreparable damage
to the child and entire family. Disbelieved, a child will be
subjected to inappropriate and harmful care, negating their
right to be supported with their illness.

‘ranging from being able to carry out most daily activities to
severe debilitation’ gives the impression that a person with
ME/CFS may range between being able to carry out most daily
activities to severe debilitation, which is not the case.

Insert new point:

1.1.3 The Biopsychosocial (BPS) Theory: The BPS theory
has proved extremely damaging in ME/CFS and should be
discarded. It has played a central role in perpetuating disbelief
in ME/CFS as an organic entity, and is responsible for much of
the neglect, disbelief and mismanagement to which the
ME/CFS patient community has been subjected over the
years. That ME/CFS does not really exist, but instead is a non-
disease caused by a combination of faulty illness beliefs on the
part of the patient, combined with deconditioning. Thus the
patient is not managed as having a physical disease and thus
no contraindication to cause harm is placed upon management
regimens. The patient is neglected in their care as no further
investigation is considered nor any appropriate management
such as pain management .

GPo&s

N I C E National Institute for
Health and Care Excellence
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- Stakeholder comments table

Devel operds response

1 The committee agreed that fluctuations can occur within a day

and have addedd over a daybé6.
'ranging from being able to carry out most daily activities to
severe debilitation’ - this has been removed from the end of the

bullet point.

Thank you for your comment.

The committee agree that it is important to have raise awareness
and have clear statements about the reality and seriousness of
ME/CFS. The recommendations in the principles for care section
do this, the first recommendation states the reality and
seriousness of ME/CFS as a medical condition. The second
recommendation acknowledges that people with ME/CFS have
experienced disbelief and stigma. Management of ME/CFS and
the management of symptoms is addressed in detail later in the
guideline.

For these reasons your suggestion has not been added.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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Line 3

10

12

15

10 November 2020 - 22 December 2020

Comments

professionals consider that und evidence r these specialist
services their patient is receiving all the necessary
management, the clinics fail to communicate that they are not
actually providing pain and other medications etc.

Add- add awareness of chronicity and likelihood of life
long illness.

6. .early accurate diagnos:¢
first contact for the patient, it is important that they are
educated in ME/CFS. That a diagnosis appropriate
advice and support to rest may protect against
worsening whilst other physical investigations such as
blood sampling is undertaken.

It should be established who is doing the monitoring
of the patient and undertaking review and what that
actually consists of. Appropriate blood sampling,
assessments for co morbidities, or investigations for
other conditions that may arise which may be
unrelated to the ME/CFS.

Emphasise that the patient is always in complete charge of
decision making about choices regarding their care. Patients
and families should not be the coerced into inappropriate and
harmful management, including school attendance, by
involving educational welfare, child safeguarding, child
protection and care orders at court. Specialists should not tell
social workers that without treatment patients will get worse,
eliciting forced incarceration. Some paediatric ME/CFS clinics
have a form they fill in as to how likely the patient is to engage

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Long term outlook is addressed in the section on information and
support.

Thank you for your comment.

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Thank you for your comment.
Review is addressed in detail in the review in primary care
section of the guideline and includes the points you make.

Thank you for your comment.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NI CE page on O6Making deci si
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
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10 November 2020 - 22 December 2020

Comments

in treatment. Some children and families that wish to withdraw
from clinics are fearful they will trigger child protection
proceedings, as this does happen. Some children and families
remain at clinics in the hope they will get some component of
support such as educational provision, as they are so
desperate, yet they disagree with the management approach,
they feel they have little alternative support. Again, due to the
lack of education doctors and paediatricians often know little
about ME/CFS and many still think it is psychological. Patients
and families should be informed of their rights to withdraw from
any component of their care without consequence.

We prefer the use of the term care plan to

management.
Include - ME/CFS specialists in the list of those causing
prejudice an disbelief by lack of understanding.

Change to:
fiheal th and
educati on

s 0 c i ateachers,sahoolp,r o f e
authoritiesbo

Add a symptom:
Insomnia and sleep reversal -under sleep disturbance

fgastrointesti nadbdoninal paincul ti e
gastroparesis,consti pation, diarrhoe

Complete the symptom list:

feur ol ogi cal symptoms such as
photophobia, dizziness, ataxia, in-coordination, double vision
and other visual disorders, fasciculation, tremors, buzzing,

bl epharospasm. 0

Also add Orthostatic intolerance

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.

Management plan has beéeswupportte
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.).

Thank you for your comment.
The recommendation includes examples and is not meant to be
exhaustive for this reason your suggestion has not been added.
Thank you for your comment.
The recommendation includes examples and is not meant to be
exhaustive for this reason your suggestion has not been added.

Thank you for your comment.

These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment.

The |list of examples is based
the symptoms that people with severe and very severe ME/CFS
can experience but is not intended to be an exhaustive list.
Examples of orthostatic intolerance are included and this has
been edited to add clarity.
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Healthwatch Guideline 006 4 Be aware that the child may not be be ale to Thank you for your comment.
Bolton understand a doctor if they speak indistinctly and the | The information and support section of the guideline provides
clinician may also wrongly document the child further recommendations on communication.

comments, ensure that the child and clinician have
both understood what is being said.

Healthwatch Guideline 006 7 Change 6severe and ver y Thankyou foryour comment.
Bolton everyone with ME/CFS as they can all experience The committee agree that any of the symptoms included here
these symptoms at all levels of severity. can affect anyone with ME/CFS, the aim of this section is to

highlight symptoms can occur with such severity that they
significantly affect the lives of people with severe or very severe

ME/CFS
Healthwatch Guideline 006 16 Complete the sentence: Thank you for your comment.
Bolton fextreme weakness, with severely reduced movement, even These are examples in the recommendations and as with any list

paralysis or near paralysis. g ofexamplesthese cannotbe exhaustive for this reason your
suggestions have not been added.

Healthwatch Guideline 007 7 Complete the sentence: Thank you for your comment.

Bolton itaking into accountouchptees s Hypersensitivity and the examples you mention are included in
need to speak softly and/or work in dimmed light, and | the previous recommendations on symptoms people with
the need to avoid perfumes or other strong smells ME/CFS may experience.

These are examples in the recommendations and as with any
examples these cannot be exhaustive for this reason your
suggestions have not been added.

Healthwatch Guideline 007 008 Elaborate: Thank you for your comment.

Bolton fi n e @ds such as manual or electric wheelchairs, reclining After considering the range of stakeholder comments this has
wheelchairs, mobility scooters, hoists, stair lifts, hospital beds been edited to, 0 a-boend &ind may reledd U n
and/or pressure-relieving mattresses, dark glasses, noise support with all activities of daily living, including aids and
protection. adaptions to assist mobility and independence in activities of

daily living ( for example whe

Aids should be implemented and made available without delay | The section on aids and adaptions provides further information.
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Comments
6tpbersonds ability to engage
social or personal activities is significantly reduced from pre-
illness |l evel sbd

This diagnostic criterion of significant reduction in activity puts
the patient at the level of moderate to severe in their severity.
If NICE aims to recognise and make early diagnosis see page
1 then mild symptoms need to be recognised. If a person
developing ME/CFS has mild onset will they only achieve a
diagnosis when they have worsened and progressed in
severity? This is harmful. Many patients who start with
ME/CFS continue to push through their illness and they remain
motivation to get on with things but it is this continuity of
activity, as we know, that causes worsening and damage. This
too is why CBT is so harmful that iliness beliefs were
implicated in reduced activity and were a negative influence
when indeed patients know that increasing and pushing
through is harmful and that the harmful thing to do is to
actually ignore this learned experience and try to override It by
pushing through and continuing activity. There is a vast array
of symptoms that can arise with ME/CFS and these may be
present in reduced number and severity in mild or early onset.
Earlier this guideline page 4 line 14-15 states that symptoms
range from being able to carry out most daily activities to
severe debilitation.If a patient presents as being able to do
most daily activities will they get a diagnosis of ME/CFS as
their activities are not significantly reduced. This is unclear
definition

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment.

The committee note that it is the combination and the interaction
of the symptoms, particularly with the addition of PEM, that are
important when suspecting and in the diagnosis of ME/CFS. It is
anticipated that over the period of 6 weeks and then at 3 months
this would result in a signifi
compared to the pre-iliness levels and this is generally accepted
description of the impact. The
substantial reduction orimpairment i n t he abi | i i
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Healthwatch Guideline 008 7
Bolton
Healthwatch Guideline 008 9
Bolton

10 November 2020 - 22 December 2020

Comments

Elaborate on physical examination to include joint hyper-
mobility considerations, skin elasticity, pooling of blood in the
feet on standing.

Using the study by Hives L. et al 2017 physical palpation of
tender points.These signs are not being evaluated as an
alternative to the standard clinic methods but as an adjunct
and a cost effective, easy to use and effective aid to screening
for ME/CFS which has been shown to be effective in that study
but are currently not being taken account in the draft
guidelines. The control group being healthy group in this study
should not take away the strengths of the study as it showed
that if all the signs are not present then the clinician will have
to reassess their diagnosis of ME/CFS which will hopefully
avoid unnecessary treatment and /or management, We ask
the committee to review the paper and consider that these
signs are not forgotten and are explored further as a screening
tool when clinically assessing patients with suspected
ME/CFS/CFS.

Add to the sentence:

ifibaseline investigations to e
those listed in the Chronic Fatigue Syndrome Myalgic
Encephalomyelitis Primer for Clinical Practitioners 2014

Edi t i citpd/bitdyd ACFS-ME-primer-2014

Rationale: Current understanding is so poor, doctors need

more guidance. The IACFS Primer does this very well.
Include tests, blood tests and investigations for other
co morbidities which commonly occur, have
significant cumulative impact and are extremey
important to acknowledge and diagnose at the same
time.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment and information.

The committee have not included specific assessments in the
physical examination as these are based on clinical judgement
and individual to the personés
could not be exhaustive and there is the risk that the examples
given are seen as the only assessments to do. For this reason
the committee did not add your suggestion.

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of carrying out investigations to exclude other
diagnoses. The committee have now included examples of
investigations that might be carried out. The examples are not
intended to be an exhaustive list and the committee note that any
decision to carry out investigations is not limited to this list. They
emphasise the importance of using clinical judgment when
deciding on additional investigations.
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Healthwatch Guideline 008 16 Change bullet point: Asympt oms ar e new ¢ Thankyou foryourcomment.
Bolton onsetdo to & New OR specific o
After considering the stakeholder comments this bullet point has
Rationale: Not all ME/CFS patients have a sudden onset of been deleted. On reflection the bullet point above in
symptoms, many have a gradual onset. Yet others have recommendation 1.2.4,06 the per
struggled for many years before diagnosis, and may not be occupational, educational, social or personal activities is
able to pinpoint when their symptoms started. Furthermore, a | significantly reduced frompre-i | | ness | evel sb
gradual onset can be mistaken for a sudden onset when symptoms have developed and have not always been present

patients erroneously perceive their illness to originate from an covering that the symptoms are not lifelong. This now includes
event that was in actual fact just the proverbial last straw, ina | the cohort of people who develop symptoms gradually

person who was already ill but still managing to cope. sometimes over months or even years.

Healthwatch Guideline 009 17-20 Change to: Thank you for your comment.

Bolton ifiDo not del ay making a pr ovi s Yourpoints on careful clinical assessment, the importance of
person meets the criteria set out above. ME/CFS should be excluding and identifying other diagnosis, PEM as a key
regarded as a positive clinical diagnosis based on the taking of | symptom and giving advice to people with suspected ME/CFS
a careful and thorough history. It is not a "diagnosis of are addressed in this section in other recommendations.
exclusion”, although other conditions need to be
excluded. Post-exertional worsening is a cardinal When writing recommendations there is a fine line between
symptom. As soon as ME/CFS/CFS is suspected, give the reinforcing information and repeating information. Too much
patient advice to avoid over-e x er t i on. 0 repetition results in a guideline becoming unwieldy and unusable

and for this reason your suggestions have not been added to the
recommendation.

Healthwatch Guideline 009 15 Insert- allodynia Thank you for your comment.

Bolton These are examples of types of pain that people may experience

and the committee note that any list of examples is not intended
to be exhaustive.

Healthwatch Guideline 009 21 Add- also include continue with tests and Thank you for your comment.

Bolton investigations to recognise any comorbidities which Throughout the guideline the committee have recommended
commonly occur with ME/CFS ( Ehlers Danlos carrying out
SyndroME/CFS- joint hypermobility, Hashimotos, investigations to exclude other diagnoses. The committee have
Mast Cell Activation Syndrome, IBS coeliac, now included examples of investigations that might be carried
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fibromyalgia Postural Othostatic Tachycardia
Syndrom etc) and which may add to symptom
number and symptom exacerbation with cumulative
impact, and for which some alternative management

may be available.

Guideline 010 9-10 Some children may not be able to attend school at all,
or in a very reduced capacity. The local authority
usually require medical evidence before they put
provision in place such as home tuition or online
learning. The education welfare officer needs to be
informed that the child is ill and to authorise
absences. The school should be made aware that
fluctuations occur in children and that they may
appear healthy one minute and become ill very
quickly, that this may only occur when they are at
home, when the adrenalin has worn off, and to allay
suspicion of FII.

Early symptom onset in a child may be misinterpreted
as lazy or school refuser and expose the child to
abuse and neglect from professionals. The diagnostic
criteria set out in this guideline is too strict. Symptoms
should not have reached a stage at which the child
has significantly reduced activity, early diagnosis is
essential and mild symptom severity has to be
considered paramount. Fitting the child into all the
diagnostic symptoms may not yet have been
established and will hinder a diagnosis. For example
slow writing or out put may not be seen as cognitive
difficulty but laziness. Writing inability or confusion

Guideline 010 5

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
out. The examples are not intended to be an exhaustive list and
the committee note that any decision to carry out investigations
is not limited to this list. They emphasise the importance of using
clinical judgment when deciding on additional investigations.

The discussion section of Evidence review D includes lists of
common differential and co- existing diagnoses. The conditions
you mention are included.

Thank you for your comment and information.

There is further information in the section 1.9 of the guideline on
how to support children and young people in education.

Thank you for your comment and information.
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misdiagnosed as dyslexia. The inability to focus to get
dressed in a certain order after PE not seen as
coghnitive problems. Keep looking at the clock is loss
of concentration and focus not boredom. Children
often have to battle through the system to get a
diagnosis and then they end up at clinics which do
not manage ME/CFS in line with NICE .Clinics may
push children into school so the clinic can be seen as
having been successful in outcome measures. They
do not usually provide pain medication and the
referring doctors imagine that this will be provided
leaving the child without pain medication. More harm
than good may be wiconat enlyb y
in their harmful regimens but also in the way in which
they are imposed upon a child. Fear of reproach if
withdrawing when the clinic blame lack of patient
engagement and involves safeguarding. Clinic myths
need to be dispelled- say children are too young, that
you are unlikely to have more than one family
member affected and do not recognise familial links.
That improvement should have been made after 2

years.
Healthwatch Guideline 010 17 They should only do half of what they feel they are Thank you for your comment.
Bolton able to do. The committee have recommended that people do not use more
energy than they perceive they have, this may vary from person
to person.

The committee agreed that people should be given personalised
advice about managing their symptoms and recommend this in
the advice for people with suspected ME/CFS section of the
guideline. Your suggestion is very specific and for this reason
has not been added.
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Healthwatch Guideline 010 20 Rest as they need to.. unless the person has had Thank you for your comment.
Bolton ME/CFS for sometime they will not realise that
harmful effects of not resting and that rest should be The committee discussion in Evidence review E-strategies pre
taken in advance of feeling the need to rest. di agnosi s sets out the rationa

making for people with suspected ME/CFS. In reference to your
comment they note there is a lack of evidence to support that
advice to rest prevents deterioration and improves prognosis in
people with suspected ME/CFS, but they agreed the advice
would not be harmful in the short term. The committee agreed it
is important to consider that people that are suspected of
ME/CFS but not diagnosed with ME/CFS may follow this advice
and this advice should not result in harm to anyone. As you note
the committee recommend a personalised approach and this
would include discussing with the person with suspected
ME/CFS about how much rest is appropriate.

Healthwatch Guideline 010 22 Perhaps a diagnosis could be given earlier than 3 Thank you for your comment.

Bolton months if the ME/CFS is familial, and obviously so. The genetics of ME/CFS was not identified as a priority area in
the scope and not explored in a review as such the committee
are unable to make recommendations on this topic.

Healthwatch Guideline 011 9-12 1 Many of the current specialist paediatric Thank you for your comment.

Bolton clinics are not fit for purpose and have The committee were unable to draw conclusions about the
caused harm. Unless new clinicians are specific composition of a multidisciplinary team based on the
employed that are going to treat children evidence but they agreed that good care for people with ME/CFS
with ME/CFS as having real physical results from access to an integrated team of health and social
symptoms and not manage clinics as they care professionals that are trained and experienced in the
have previously then | would suggest thata | management of ME/CFS. Accordingly the committee
paediatrician manages the child and recommended and described the expertise that should be
symptoms and as their patient. They have a | available to a person with ME/CFS (Evidence review |
duty of care to each patient to have a _Multidisciplinary care (Benefits and Harms section).

knowledge and understanding of their
condition by continued practice
development.
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Instead of specialist teams, ME/CFS should be
managed locally by General Practitioners, Physicians
and Paediatricians, who are best placed to provide
ongoing care.

All Physicians, Paediatricians and General
Practitioners should be educated in and made
competent in diagnosing and managing

ME/CFS. They already have the knowledge,
expertise and educational materials to be able to roll
out basic information very quickly, with the right
institutional support.

Existing specialist teams should be abolished and
General Practitioners and local Physicians/
Paediatricians should take ownership of their
ME/CFS patients.

Local General Practitioners, Physicians and
Paediatricians are responsible for co-ordinating care,
providing regular reviews, home visits, responding to
patientsdé concerns, and
necessary such as social welfare, employment and
education.

Only a few select specialist centres should

remain. These should be led by Physicians,
Paediatricians or General Practitioners and serve an
advisory, training and educational role only, or be
developed to provide specialised inpatient services
for ME/CFS patients.

The performance of local ME/CFS services be
regularly audited.

Use the term medical care plan not management plan

a

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
The committee highlight where access to a ME/CFS specialist
services is required. They have recommended that parts of the
care and support plan should only be delivered or overseen by
healthcare professionals who are part of a ME/CFS specialist
team, for example, for confirmation of diagnosis, development of
the care and support plan, advice on energy management,
physical activity, and dietary strategies.

After considering stakeholder comments about the requirement
for medical expertise input into the care of people with ME/CFS
the committee agreed to replace the term 'a comprehensive
clinical history' in 1.2.2 with 'a medical assessment in the
recommendations on suspecting ME/CFS, assessment and care
and support planning and multidisciplinary care. This would
typically require access to a ME/CFS specialist physician or a
GP with a special interest in ME whilst not excluding a role for
the highly trained ME/CFS advanced practitioner.

The committee discuss further access to ME/CFS specialist
teams in Evidence review |-Multidisciplinary care, they note that
children and young people are likely to be cared for under local
or regional paediatric teams that have experience working with
children and young people with ME/CFS in collaboration with
ME/CFS specialist centres. In these situations confirmation of
diagnosis and the development of the care and support plan is
supported by the ME/CFS specialist centres

A description of ME/CFS specialist teams has been added to the
terms used in the guideline and this includes the model with local
and regional teams.
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Guideline 011 5-6 Note finding no abnormalities on routine
investigations is usual for ME/CFS and ME/CFS is
NOT Functional Neurological Disorder (FND). A
diagnosis of ME/CFS explicitly excludes the diagnosis
of FND for symptoms that relate to the ME/CFS
Guideline 011 7 Insert additional points  after 1.4.1, before 1.4.2:
1.4.2 Important exclusionary conditions (alternative
diagnoses important not to miss):

Anaemias

Autoimmune diseases such as rheumatoid arthritis,

lupus

Cardiac disease

Endocrine disorders

disease, thyroid disease, menopause

Infectious diseases such as tuberculosis, HIV/AIDS,

chronic hepatitis, Lyme disease

I ntestinal di seases

disease

Malignancies

Mitochondrial Diseases

Neurological disorders such as multiple sclerosis,

Parkinson's disease, myasthenia gravis

Primary psychiatric disorders and substance abuse

(but not clinical depression)

Significant pulmonary disease

Primary sleep disorders such as sleep apnoea
1.4.3 Non-exclusionary conditions:

such

such

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Management plan has been edite
line with personalised care and support plans

https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Thank you for your comment and information.

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of carrying out

investigations to exclude and identify other diagnoses. The
committee have now included examples of investigations that
might be carried out when ME/CFS is suspected.

The discussion section of Evidence review D- Diagnosis includes
a list of differential diagnosis and conditions that commonly occur
in people with ME/CFS. These include many of the examples
you list.

The committee agree that training for health and social care
professionals is important and have recommended that
health and social care providers should ensure that all staff
delivering care to people with ME/CFS should receive

trai ning relevant to their role and in line with the guideline.
To note the training recommendations have been edited.
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Healthwatch Guideline 012 101.5.2
Bolton

10 November 2020 - 22 December 2020

Comments

Entities that commonly occur in association with
ME/CFS such as allergies, fibromyalgia, irritable
bowel syndrome, multiple chemical sensitivities,
hypermobility and Ehlers Danlos Syndrome.
Any medical condition that has been adequately
treated and is under control

Any isolated physical abnormality or laboratory test

that is insufficient to diagnose an exclusionary
condition

1.4.4 For more information on the pathophysiology and

diagnosis of ME/CFS, see: http://bit.ly/IntConsPrimerME2012

Rationale: Current understanding is so poor, doctors need
more detailed guidance. The Chronic Fatigue Syndrome
Myalgic Encephalomyelitis Primer for Clinical Practitioners
does this very well. http://bit.ly/IACFS-ME-primer-2014
1.5.2 Local ME/CFS services should be led by Physicians,
Paediatricians or General Practitioners with appropriate
training in ME/CFS. not Psychiatrists. Services should be
community based, and at a minimum include Doctor(s),
Occupational Therapists and Social Workers. Early
Occupational Therapy assessment and support is essential,
within a month of diagnosis, and patients often also need:

district or community nurse input to enable

procedures to be carried out at home,

social care,

physiotherapy,

dietetic support,

psychological support and

home visits by their doctor, optician and dentist
All of these should be available at home should the patient
require it. Every patient should have a designated case

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

The committee were unable to draw conclusions about the
specific composition of a multidisciplinary team based on the
evidence but they agreed that good care for people with ME/CFS
results from access to an integrated team of health and social
care professionals that are trained and experienced in the
management of ME/CFS. Accordingly the committee
recommended and described the expertise that should be
available to a person with ME/CFS (Evidence review |
_Multidisciplinary care (Benefits and Harms section).

The committee recognised parts of the care and support plan
should only be delivered or overseen by healthcare professionals
who are part of a specialist team, for example a ME/CFS
specialist physiotherapist to oversee physical activity
programmes. See evidence reviews F and G, where the
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Page No

Line No

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

worker from the local ME/CFS service responsible for co-
ordinating all their health and social care needs. The case
worker is their first point of contact. Shared care
arrangements between Physician/Paediatrician and Primary
Care can be useful.

1.5.3 As ME/CFS is a chronic, debilitating and currently
incurable condition, Occupational Therapy is a key part of
management. Occupational therapists are trained in both
physical and mental health care, in the social and medical
model. They are trained to assess and implement support for
those whose health impact their ability to participate in
activities of daily living, including sleep, cognitive, sensory and
physicaltasks. The wor d foccupational
activity that one engages time in. This includes personal care,
productivity (for example education, parenting, employment,
home making duties), leisure and social
activities. Occupational therapists have core skills in:

Activity analysis.

Activity management.

Adaptive strategies including rest, energy

conservation and pacing.

Environmental assessment and home modification.

Equipment prescription, including seating, beds,

hoists and wheelchairs, scooters, stair lifts

Ability to advise and signpost on for care support.

Ability to write reports for benefit applications.
Work place assessment and guidance, including the allied
health professional (AHP) fitness for work report to support
people to remain in employment, and employers with advice
on phased return to work.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
committee outline where it is important that professionals trained
in ME/CFS deliver specific areas of care.

After considering stakeholder comments about the requirement
for medical expertise input into the care of people with ME/CFS
the committee agreed to replace the term 'a comprehensive
clinical history' in 1.2.2 with 'a medical assessment in the
recommendations on suspecting ME/CFS, assessment and care
and support planning and multidisciplinary care. This would
typically require access to a ME/CFS specialist physician or a
GP with a special interest in ME whilst not excluding a role for
the highly trained ME/CFS advanced practitioner.

The multidisciplinary care section of the guideline includes a
recommendation that people with ME/CFS have a named
contact to coordinate their management plan, help them access
services and support them during periods of relapse.
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Guideline
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Page No

014

015

015

016

Line No

016

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Allied Health care professionals also include osteopath who
are capable of being involved in care plans, can be funded by
NHS CCGo6s and can be part of
care plan

1 Page 12 line 4- Change psychosocial term

and do not routinely undertake a

psychological assessment
This daily fluctuation must be conveyed to all
professionals involved with the child to allay any
suspicion of FII.
The child and family should not be deceived about
possible chronicity. Importance should be placed
upon harm and long term worsening if rest and
pacing are not undertaken immediately and that
health surpasses educational need. What evidence is
there to support this statement but that of committee
members. This may impact negatively upon benefit
claims and perception of professionals that illness is
transient and short lived when it may be life changing.
Provide reports to support benefits and insurance
claims. Doctors need to be aware that being on
benefits is a need and entitlement and does not
prevent recovery due to malingering behaviour.

Change to:

Al f Safeguarding assessments
confirmed or suspected ME/CFS, they should be carried out or
overseen by health and social care professionals who have
trainingande x peri ence in ME/CFS. 0

Not all ME/CFS patients should be safeguarded as the
comment may suggest. Safeguarding assessment will

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Thank you for your comment.

This recommendation was based on the qualitative reviews
exploring the experiences of people with ME/CFS and the
commi tteeds e reydenceraview/leforth&S e e
committee discussion on further information about the long-term
outlook for people with ME/CFS.

Thank you for your comment.

I't is not within NICEG6S
healthcare professionals providing medical reports to
supporting applications for benefits.

remit

Thank you for your comment and information.

After considering the stakeholder comments this
recommendat i on h alfapbreoewith efirmede d
or suspected ME/CFS needs to b
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018

019

Line No

19

9-21

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

negatively impact upon the child causing worsening of
symptoms due to stress. Sudden fluctuations in severity,
multiple family members being affected, age of the child,
inability to recover or worsening may elicit damaging Fll
allegations and child protection proceedings.

That people with ME/CFS run the risk of being confused with
depression and mental health problems and should be
protected from such wrongful misdiagnosis.

Patients should have the right to request second or first
opinions about their diagnosis and comorbidities via the NHS
or privately fund without this being seen as medical shopping
behaviour, but as a patient that is probably being failed by
current services.
This advice should apply to include moderate or any
level of patient symptom severity depending on their
individual need

Patients should not be hospitalised or managed in an
psychiatric ward, bed or unit

Exposure to |ight and noi se
ME/CFS is barbaric and cruel and specialist should not harm
patients in such a way especially when they have no control
and are in hospital, for example.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment

The committee agree that flexibility in accessing services is
important to all people with ME/CFS as the symptoms
experienced can mean physically attending appointments can be
difficult and in the case of people with severe or very severe
symptoms who are unable to leave their particularly challenging.
Home visits are used as examples of supporting people with
ME/CFS to access care. The committee note that other methods,
such as online communications may be more appropriate
depending on the personés
first recommendation in this section.

sy mp

Thank you for your comment.

This recommendation considers how the hospital environment
could be adapted and not where people should be admitted for
this reason your suggestion has not been added.

been edited to sound

Noi se has
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Line 26-
30

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Change noise to sound
Change strong smells to smells
Change to:
For people with moderate, severe or very severe ME/CFS,
consider providing or recommending aids and adaptations
such as:
For mobility i a manual or electric wheelchair,
mobility scooter, automatic or adapted car, blue
badge, sunflower lanyard, stair lift, walking aids, grab
rails.
Daily living 7 reclining chair, hoist, hospital bed,
pressure relieving mattress, shower or kitchen stool,
blender, feeding cup or straw, speech to text
software.
Environmental adaptations i blackout blinds, extra dark
sunglasses, sound proofed windows, special light bulbs
(daylight white), dimmable switches, blue light blocking
glasses for screens, ear plugs, ear defenders, noise cancelling
headphones.
Remember that aids and adaptations do not just maintain
independence and improve quality of life, they help people with
ME/CFS conserve energy and stay within their energy
envelope, thus maintaining their level of health and function.
Rationale: Pati entsd needs must be
are currently largely neglected and left to struggle on their
own. For example, wheelchairs are only provided if patients
are completely unable to mobilise within their
homes. Difficulties mobilising outside of the home is not taken
into account, nor is the need to conserve energy in order to
preserve function. Hospital beds are only provided in hospice
situations which is grossly inadequate, given that people with
ME/CFS can be mostly or completely bed-bound for many

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment and information..

These are examples in the recommendation and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.
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Document Page No Line No Comments
years or decades. No support at all is given for sensory

hypersensitivities.

Explain mobility aids such as wheelchairs or mobility
scooters are a means of maintaining independence,
not a cause of further dependence, is not giving in,
detrimental but facilitat
ME/CFS services wrongly fail to recommend their
use. They enable not disable

020

Guideline Line 12

Also provide voice to type software.

Guideline 021 Line 10

I ncluding 6 Access to Wor

Guideline 021 Line 15 Insert additional point between 1.9.2 and 1.9.3:
AAdjust ments at work or e
home schooling, online education, exams taken at
home, extra time in exams, reduced timetable,
working from home, flexible or reduced hours,
providing transport, designated parking space, a
quieter work area with lower light settings, speech to
text software, text to speech software, audio books,
ergonomic assessment, or a place to rest when
needed
Guideline 022 Line 11 ADD- Some children may not be well enough to
engage in any education at all and should not be
pushed to do so. Some may only able to manage

some elements of simple daily living even with help

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment

These are examples in the recommendation and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment.

Additional text on work has been added to the committee
discussion in evidence review A and includes that adaptions and
adjustments should be discussed and gives examples including
flexible working and reference to the Access to work scheme.
Thank you for your comment.

Further information in types of adaptions and adjustments are
included further in this section and in the committee discussion in
evidence review A and the points your raise are highlighted
there.

When writing recommendations there is a fine line between
reinforcing information and repeating information. Too much
repetition results in a guideline becoming unwieldy and unusable
and for this reason your suggestion has not been added to the
recommendation.

Thank you for your comment.

When writing recommendations there is a judgment to be made
about how much information is included in a recommendation.
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022

023

024

Line No

Line 14

Line 12

Line 22

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

such as eating, brushing teeth. If a child only has
energy to do this they cannot spare energy for
education, socialise etc. Education should not be
prioritised before the ability to socialise, mobilise, play
and have a family life. It should be last on the list after
the best quality of life possible has been achieved
with the small amount of energy available.

Involve health and social care only with the patients consent
Line 22- no evidence that all ME/CFS patients have
an emotional need

Have a named paediatrician for advice not a specialist team

Disagree withthis-6 Pr ogr essed during p
sympt oms ar e i mp rmisnterptdied orisedas ¢
a form of graded exercise . If is is implied that this

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Too much information in a recommendation results in a guideline
becoming unwieldy and unusable.

Evidence review A includes more detail on education and the
balance of activities.

Thank you for your comment.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.

Line 22

The committee disagree emotional wellbeing is an important part
of a holistic health approach. People with ME/CFS should have
access to people with this expertise if required

Thank you for your comment.

This has been edited to clarify it is the paediatric ME/CFS
specialist team.

Thank you for your comment.
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026

027

028

Line No

Line 1-2

Line 3

Line

Line 23

Line 12-
14

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

management is effective then it will be imposed at clinics and
especially in children to increase school attendance.

We do not agree with Energy management plans as they are
orientated towards forward planning of activities and
progression/ increases.

There is no evidence to support the effectiveness of energy
management such that thaebachper
stabilisation or to increase toleranceoract i vi t yo6 W
with this theory of being able to somehow stabilise ME/CFS,
increase tolerance or increase activity. No evidence just
experience of the committee. There is potential to cause harm
in all levels of severity

Decondi ti

Change to 6 oning is

Change 6 a physical activity
activityéd
Change-6 é may worsen their sympt

symptoms, causing relapse and long term damage and overall
severity®o

We have concern over the continued use of non evidence
based physical activity programme. This can easily be

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
After considering the stakeholder comments this bullet point has
been edited to, 6 uses a fl exi
is never automatically increased but is maintained or adjusted
(upwards after a period of stability or downwards when
symptoms are worse).

Thank you for your comment.
After considering the stakeholder comments tolerance has been
deleted.

This guideline applies to all people with ME/CFS and the
committee noted that in their experience some people with
ME/CFS where appropriate and with the appropriate support can
increase their activity levels.

Thank you for your comment.

The committee deleted the bullet point on deconditioning noting
that this recommendation was about providing advice to people
with ME/CFS about the approaches to implement energy
management and this point was not useful in this context.

Thank you for your comment.

This recommendation refers to a physical activity programme not
generally to physical activity.

Thank you for your comment.

The impact of symptoms worsening and how to manage this is
addressed throughout the guideline.

When writing recommendations there is a fine line between
reinforcing information and repeating information. Too much
repetition results in a guideline becoming unwieldy and unusable
and for this reason your suggestion has not been added to the
recommendation.

Thank you for your comment.
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Stakeholder Document Page No Line No Comments Devel operds response
misinterpreted and manipulated into a Graded exercise The committee recognise that there are different definitions of
therapy regimen. Only clear evidence based therapy should be | the term graded exercise therapy and as a result the content and
used. application of graded exercise therapy programmes differ. This
R e mo v e éwhad @re ready to progress their physical activity | has resulted in confusion. Graded exercise therapy is defined in
beyond their current activities ofdailyli vi ng, or é 6 | thisguideline as a therapy d®ased on the deconditioning and

exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G. The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.

Based on the evidence mentioned above and their own
experience the committee concluded that it was important that a
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
The committee recognised there are people with ME/CFS that
may feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed it was
important people are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.
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Healthwatch Guideline 028 Line 16- Should be guided by the patient at all times Thank you for your comment.
Bolton 18 The committee agree that the issue of choice is fundamental to

patient care. At start of the guideline the guideline links to the

NI CE page on Ma kaibmogu td eycoiusri oc a
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their

care.
Healthwatch Guideline 028 Line 10- Remove the term &6 therapi es d Thankyou foryourcomment.
Bolton 11 Lightning Process, osteopathy, life coaching and neurolinguistic
It is important to stress the need to warn against NLP and the programming
Lightning Process and the false belief that symptoms can be After considering the stakeholder comments the committee
alleviated by such manipulations of thought processesandthe |agreed to edit this recommenda
harm this causes. ME/CFS therapies based on the Lightning Processé .

We ask that the committee to review the section 1.11.16 and
omit the words fAderived from
sectiond of the guidance. Al s
(page 26) offering treatment and gentle techniques that aim to
improve overall joint mobility, muscle flexibility, postural and
positional support, muscle strength and endurance,
cardiovascular health should remain as in the draft and not
mention specific disciplines or professions in the final version

of guidance to maintain health equality. These aims are all part
of what the Allied Health Professionals attempt to achieve with
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the application of some forms of manual therapy, as for
example in The Perrin Technique.

Healthwatch Guideline 028 Line 19- 6Tel | pe o ppossiblalewefits, showhthe evidence, Thank you for your comment.
Bolton 20 emphasise the risksé. | f ri sk Anydiscussionofaper sonds care and manag
cause harm. We do not recommend physical activity as it is symptoms should include the possible risks and benefits.

not evidence based.

Change 6somed to Omanybd One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).
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Line 21-
22

N I C E National Institute for
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Comments

Patient evidence documented here states that activity
management programmes can cause worsening and harm.
We do not advocate Activity management programmes.

Devel operds response

Based on the evidence* and their own experience the committee
concluded that it was important that a physical activity or
exercise programme is available for people with ME/CFS where
appropriate and where they choose this. The committee
recognised there are people with ME/CFS that may feel ready to
incorporate a physical activity or exercise programme into
managing their ME/CFS and want to explore this option. Where
this is the case the committee agreed that it was important that
they are referred to and supported by physiotherapists and
occupational therapists that are trained and specialise in
ME/CFS to do this safely. See evidence reviews F and G, where
the committee outline where it is important that professionals
trained in ME/CFS deliver specific areas of care.

*See Evidence reviews G and H, these describe the quantitative
and the qualitative evidence for physical activity and exercise
interventions and includes the committee discussion. The
committee discussed this evidence with the findings from the
review on access to care (report C), diagnosis (report D),
multidisciplinary care ( report 1) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS
(Appendix 2).

The committee agreed not to change some to many, this point
was to illustrate that the impact of a physical activity or exercise
programme can vary.

Thank you for your comment.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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Insert-A A p hy s i cpeogramane will noticureytheir Any discussion of a personbs ¢
ME/CFS. If not approached with great caution, it can easily symptoms should include the possible risks and benefits.

provoke a relapse. o

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Based on the evidence* and their own experience the committee
concluded that it was important that a physical activity or
exercise programme is available for people with ME/CFS where

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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advisory committees

244 of 1137



Stakeholder

Healthwatch
Bolton

Myalgic encephalomyelitis (or encephalopathy)/

Document

Guideline

Page No

028

Line No

Line 28-
29

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

6éattempting to increase
evidence and rationale is there that physical ability
can be increased. This is just deconditioning
theorising.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
appropriate and where they choose this. The committee
recognised there are people with ME/CFS that may feel ready to
incorporate a physical activity or exercise programme into
managing their ME/CFS and want to explore this option. Where
this is the case the committee agreed that it was important that
they are referred to and supported by physiotherapists and
occupational therapists that are trained and specialise in
ME/CFS to do this safely. See evidence reviews F and G, where
the committee outline where it is important that professionals
trained in ME/CFS deliver specific areas of care.

*See Evidence reviews G and H, these describe the quantitative
and the qualitative evidence for physical activity and exercise
interventions and includes the committee discussion. The
committee discussed this evidence with the findings from the
review on access to care (report C), diagnosis (report D),
multidisciplinary care ( report I) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS
(Appendix 2).

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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guantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Based on the evidence* and their own experience the committee
concluded that it was important that a physical activity or
exercise programme is available for people with ME/CFS where
appropriate and where they choose this. The committee
recognised there are people with ME/CFS that may feel ready to
incorporate a physical activity or exercise programme into
managing their ME/CFS and want to explore this option. Where
this is the case the committee agreed that it was important that
they are referred to and supported by physiotherapists and
occupational therapists that are trained and specialise in
ME/CFS to do this safely. See evidence reviews F and G, where
the committee outline where it is important that professionals
trained in ME/CFS deliver specific areas of care.

*See Evidence reviews G and H, these describe the quantitative
and the qualitative evidence for physical activity and exercise
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interventions and includes the committee discussion. The
committee discussed this evidence with the findings from the
review on access to care (report C), diagnosis (report D),
multidisciplinary care ( report I) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS

(Appendix 2).
Healthwatch Guideline 028 Line 25 Establish a baseline with the use of apps and Thank you for your comment.
Bolton monitors. We do not agree with the theory of a The committee agree the terminology is varied to describe some
baseline, it is too difficult to achieve. oneds | ower energy | imit. This

wor sen someoneobs sympt oms.

The use of apps would be according to the individual.

Healthwatch Guideline 029 Line 1-2 Remove this advice here. There is no evidence is Thank you for your comment.

Bolton there that small increments increase improve physical | Evidence reviews G and H describe the quantitative and the
ability. This is deconditioning theory or is this just qualitative evidence for graded exercise therapy and includes the
graded exercise therapy? committee discussion The committee discussed this evidence

with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report 1) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
gualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)
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The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a therapy based on the deconditioning and
exercise avoidance theories of ME/CFS. These theories assume
that ME/CFS is perpetuated by reversible physiological changes
of deconditioning and avoidance of activity. These changes
result in the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G. With regard to you comment, the committee
recommended that physical activity or exercise programmes that
are based on deconditioning and exercise avoidance theories of
ME/CFS, or that use fixed incremental increases in physical
activity or exercise, should not be offered to people with
ME/CFS.

Based on the evidence mentioned above and their own
experience the committee concluded that it was important that a
physical activity or exercise programme is available for people
with ME/CFS where appropriate and where they choose this.
The committee recognised there are people with ME/CFS that
may feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed it was
important people are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
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Line 11

Line 19
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Comments

Insert third bullet point:

Aii ncorporating extra periods
bodies, stopping all activity and resting or sleeping as much as
they need to. o

Explain The role of rest- not specific enough

ADD- the importance of rest

Restriction should not be placed on rest

Dispel the myth that too much rest is counter productive and
harmful

If your body tells you to rest then rest

Take rest breaks actually before you feel a need to

Define rest- laid down horizontally, no stimulus, sitting can be
classed as activity, noise , light etc can be activity to some.
The way that rest is managed in clinics currently can be
harmful.

Current O0sleep hygieneb
Waking is extremely harmful. You cannot correct such
symptoms by attempting to enforce a routine

r eigel n

N I C E National Institute for
Health and Care Excellence
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Devel operds response
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

Thank you for your comment.

The following section on symptom management includes sleep
and rest. The committee noted that there was a lack of evidence
identified for rest and sleep strategies and the committee were
unable to give specific advice about strategies recognising the
approaches should be tailored to the individual. The
recommendations include that people should be given advice on
the role of rest and sleep and personalised sleep management
advice. This applies here and advice on rest and sleep should
be part of the personalised collaborative physical activity or
exercise programme.

Thank you for your comment.

After considering the stakeholder comments the committee
agreed to include consensus recommendations on sleep
management for people with ME/CFS.

There was a lack of evidence identified for rest and sleep
strategies and the committee were unable to give specific advice
about strategies recognising the approaches should be tailored
to the individual.
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Insert additional point: 1.11.24 Sleep:
Sleep patterns are often disordered in
ME/CFS. Patients should try to go with the flow if
possible, and learn to live with their natural rhythm,
even if their sleep times are very abnormal or
variable.
Getting sleep is more important than when they
sleep.
In the early stages of the iliness, hypersomnia is
common. Itis important that people with ME/CFS
listen to their bodies and sleep as much as they need
to. This gives the best chance of recovery and
functional improvement in the long term.
Hypersomnia can also happen during flares and
relapses. As always, patients should listen to their
bodies in order to get out of the flares or relapses.
Standard fisleep hygienebo
appropriate in ME/CFS, such as strictly limiting
daytime sleep.
Education should be provided flexibly to enable
children and young people with ME/CFS to get the
sleep they need.
Where it is necessary to
pattern, e.qg. to fit around work hours, melatonin or
other sedatives can be tried. Changes should be
made gradually in small increments.
Insomnia is a common problem. melatonin,
phenergan, low dose amitriptyline or other sedatives
can be tried. Start low and go slow i ME/CFS
patients are very sensitive to medication and prone to
side effects. Formal sleep studies may be required in
some patients to diagnose concomitant sleep
disorders.

Devel operds response

Thank you for your comment.

After considering the stakeholder comments the committee
agreed to include consensus recommendations on sleep
management for people with ME/CFS.

There was a lack of evidence identified for rest and sleep
strategies and the committee were unable to give specific advice
about strategies recognising the approaches should be tailored
to the individual. The recommendations include that people
should be given advice on the role of rest and sleep and
personalised sleep management advice.

Orthostatic intolerance

In the suspecting ME/CFS section of the guideline orthostatic
intolerance is identified as one of the symptoms that are
commonly associated with ME/CFS. The committee made a
consensus recommendation to raise awareness about this. The
guideline is about the diagnosis and management of ME/CFS
and for this reason the committee was unable to make more
detailed recommendations on the causes or diagnosis of
orthostatic intolerance.

The committee did not make any recommendations on the
management of orthostatic intolerance noting that although this
can be straightforward it this can involve advice on diet, carrying
out daily activities and activity support and should be tailored to
the person taking into account their other ME/CFS symptoms.
The committee noted medicines usually prescribed for Ol can
worsen other symptoms in people with ME/CFS and should only
be prescribed or overseen by a clinician with expertise in
orthostatic intolerance. (see evidence review G).

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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Comments

On waking, patients often experience a period of
profound weakness or paralysis, subjectively
experienced as fiheaviness
which they are unable to move. This takes a variable
amount of time (hours) to wear off completely, and

may be felt to some degree even after patients

manage to get out of bed

Orthostatic intolerance should be assessed in all patients with
ME/CFS. , and a good understanding of this common
symptom appreciated and supported.

If clinics are not managing pain ( like some paediatric ME/CFS
clinics) they should inform the referring clinician that this
symptom will not be managed so that the patient is not left
suffering without appropriate pain management.

Insert additional point after line 2:
1.11.40 Consider Mast Cell Activation Syndrome and Coeliac
Disease in patients with multiple food intolerances.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comments.

Taking into account the comments by stakeholders the
committee have added a consensus recommendation in the
Omanagiinngd psection of the guid
pain is a symptom commonly associated with ME/CFS and
should be investigated and managed in accordance with best
practice and referred to pain services if appropriate.

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of being aware of differential diagnoses and
coexisting conditions, a coeliac screen is included in the list of
investigations that might be considered in section 1.2.

The committee hope that the recommendation to refer people
with ME/CFS with a restrictive diet for a dietetic assessment will
improve the identification and management of complications that
people with ME/CFS can experience and they decided not to
refer to any one particular condition.
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Comments

Remove-é dut recognises that thoughts, feelings,

behaviours

Change to:
ifPsychol ogi cal

and physiology

therapy, incl

cure for ME/CFS. Only offer formal psychological support to
people with ME/CFS who would like to use it to support them
in living with chronic illness and to reduce the psychological

distress associated with this. Do not offer CBT as a treatment

or cure for ME/CFS

Instead of CBT, psychological support can include various

modal ities of
This should be monitored.

psychot herapy

u

a

- Stakeholder comments table

Devel operds response

Thank you for your comment.

The committee specifically rejected the assumption that people
with ME/CFS have 6éabnormal é il
an underlying cause of their ME/CFS and wanted this highlighted
in the recommendations on CBT.

There was concern, particularly from the lay members of the
committee, about the wording of CBT manuals that make
suppositions about 6édwrongd cog
considered that the narrative around fear avoidance and false
illness beliefs can deny patient experience, as fears can be
completely rational and protective against harm. Therefore, the
committee decided to specify in the recommendations that CBT
does not assume people with ME
beliefs and behaviours as an underlying cause of ME/CFS, but
recognises thoughts, feelings, behaviours and physiology and

how they interact with each other.(See evidence reviews G and

H for the evidence and the committee discussion on these
recommendations).

Thank you for your comment.

After considering the range of stakeholder comments the first
recommendation in this section has been edited to remove the
word treatment. The committee agreed to remove the word
6treatmentd from t hoeawieanyecomme
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS. The
recommendation is clear that CBT is not curative. CBT is not a
treatment for ME/CFS but could be useful for some people with
ME/CFS with supporting them in managing their symptoms.
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The recommendati on now starts
ME/CFS that cognitive behavioural therapy (CBT) may help them
to manage their symptoms but i

After reviewing the evidence for psychological and behavioural
interventions other than CBT the committee concluded that
although some benefit was reported for different types of
interventions the evidence was mainly based on single studies
and the evidence was low to very low quality. The committee
agreed that there was insufficient evidence to make any
recommendations for any of the interventions (see evidence
reports G and H).

Healthwatch Guideline 035 Line 15 Children should not be offered CBT. There is an Thank you for your comment.
Bolton identified risk. There is
use. Close and careful monitoring and auditing of Based on the quantitative and qualitative evidence (evidence

what CBT is being dispensed to the child and family reviews G and H) and their own experience the committee
is essential. The feedback forms should go direct to concluded that CBT could be offered where this is appropriate
the auditing of the clinic and not taken at the time of and chosen by the person with ME/CFS to help them manage

review, the family and child should not feel under their symptoms and reduce the distress associated with having a
obligation to give good feedback.if they feel this is not | chronic iliness. This also applies to children and young people
the case. where there was some evidence of benefit in the quantitative and

qualitative evidence.

The committee concluded it was important to accompany these
recommendations with ones that set out how CBT should be
delivered for people with ME/CFS. (See evidence reviews G and
H for the evidence and the committee discussion on these
recommendations).

Healthwatch Guideline 036 General Depression and anxiety should be seen as a Thank you for your comment.
Bolton secondary factor to the ME/CFS Importantly the

ME/CFS patient should not be managed on a

psychiatric ward or bed or unit. Do Not refer a person

with ME/CFS to mental health services unless they
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show a serious deterioration in their mental health
which does not derive from their ME/CFS. Indeed,the
correct diagnosis, coupled with sensitive help in
managing symptoms, and practical advice, can often
alleviate any depression or anxiety.The ME/CFS
diagnosis needs to be embraced and supported with
understanding that their anxiety symptomisas a
result of the ME/CFS and manage them thus so.
Guideline 037 Line 9 Add- and rest

Guideline 039 Line 8-12 | ADD- Take blood tests at the review and check for co
morbidities and any new illnesses.
ADD that the review undertaken at home should be
offered in those who are severe, or offer telephone or
remote online service.

Devel operds response

Thank you for your comment.

The recommendation includes general strategies for people with
ME/CFS, specific strategies would be individual to the person
with ME/CFS and discussed as part of their care and support
plan. The risk of including examples in a recommendation is that
they cannot be exhaustive and there is the risk these are taken
as the only options available.

Thank you for your comment.

The recommendation on what to review includes that symptoms
and any new symptoms should be discussed and after
considering the stakeholder comments the committee have
added another bullet point to ensure that any new symptoms or a
change in symptoms are investigated. This should ensure that
changing or new symptoms are not overlooked and appropriate
blood tests are done.

The committee agree that flexibility in accessing services is
important to all people with ME/CFS as the symptoms
experienced can mean physically attending appointments can be
difficult particularly for people with severe or very severe
ME/CFS. In the Access to care section of the guideline and
section on people with severe and very severe ME/CFS home

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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Change to:

Aipr ovi de-basedicahterm aeecloped by and in

collaboration with:
Practicing ME/CFS Physicians and Paediatricians
who take a biomedical approach towards ME/CFS.
medical professionals who have ME/CFS, especially
those who also have expertise in medical Education.
ME/ CFS patient organisati

Rationale: Training programmes must be developed by the
right people in order that the programmes reflect the new,
accurate and scientific narrative of illness.

ME/CFS should be taught in medical school as a neurological
disease as per World Health Organisation of complexity of
need, care and support. That recognition in children is
important to prevent them being abused and neglected by
educational, social and medical persons in their wrongful
accusations and beliefs.This is so damaging.

Insert ad ditional points before 1.15.1:

1.15.1 ME/CFS should be included in the undergraduate
medical curriculum, and postgraduate Physician, Paediatric
and General Practice curriculae. All doctors should
understand that ME/CFS is a complex, multi-system, chronic

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
visits are used as examples of supporting people with ME/CFS to
access care. The committee note that other methods, such as
online communications may be more appropriate depending on
the personds sympt oms. The co
here is based in primary care and this would reduce the need for
travelling to specialist centres.

Thank you for your comment.

This recommendati on
services.

has been e

Thank you for your comment and information. It is beyond the
remit of NICE to recommend what should be included in medical
curricula and part of GMC revalidation.

After considering the stakeholder comments the committee have
made some edits to the recommendations including that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS maintain CPD relevant to their role
in line with this guideline.
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medical illness, not a psychological or psychiatric condition. It | To note the text 6édMyalgic ence
is classified by the World Health Organisation and by diseases of the nervous system in the SNOMED-CT UK and
SNOMED-CT as Neurological. All Physicians, Paediatricians ICD10 (G93.3) has been added to the context.

and General Practitioners must be competent diagnosing and

managing ME/CFS

Rationale:. For ME/ CFS patientso6 ne;
must be properly educated. Current understanding is

extremely poor and most doctors believe ME/CFS is
psychological. See: https://bit.ly/2yFAtY8

1.5.2 medical education should begin immediately, given the
current poor state of knowledge and attitudes. medical
Schools must incorporate ME/CFS into the curriculum by the
next intake in September 2021, and all doctors graduating
from July 2022 onwards must:
Understand that ME/CFS is a complex, multi-system,
chronic medical illness, not a psychological or
psychiatric condition.
Know the most common symptoms of ME/CFS
(debilitating fatigue, post-exertional symptom
exacerbation, sleep disturbance, cognitive difficulties,
orthostatic intolerance, myalgia).
Know who to ask for help if they suspect ME/CFS
(General Practitioner, Physician, Paediatrician).
Know that Graded Exercise Therapy and CBT based
on the deconditioning theory is harmful in M/CFS, and
that any exercise or physical activity programme
requires great caution.

Rationale: The need for medical education is urgent. There
is no reason for any delay as we already have the knowledge,
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expertise and educational materials to be able to roll out basic
information very quickly, with the right institutional support.

1.5.3 Health Education England, its equivalents in devolved
nations and medical Royal Colleges must incorporate ME/CFS
into the postgraduate Physician, Paediatric and General
Practice curriculums immediately, with the following initial
learning objectives (to be updated as scientific knowledge on
ME/CFS grows):

Be able to diagnose ME/CFS.

Be able to exclude other alternative diagnoses as

appropriate.

Understand the biological nature of ME/CFST that it is

not a psychological or psychiatric condition.

Understand the long term nature of ME/CFS, the level

of disability it can cause, and its impact on patients

and their families.

Know the common symptoms of ME/CFS and

commonly associated conditions.

Be willing to take a patient centred approach to

management.

Know that Graded Exercise Therapy and CBT based

on the deconditioning theory is harmful in ME/CFS

and reject their use as treatments for ME/CFS.

Know that any exercise or physical activity

programme requires great caution in line with this

guideline.

Be able to provide medical evidence as needed to

enable patients to obtain financial and social support,

or adjustments to work, education and training.

Be familiar with this guideline
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Competencies in these learning objectives must be
demonstrated as a requirement for Certificate of Completion of
Training (CCT) from 1/1/2022.

Rationale: The need for medical education is urgent. There
is no reason for any delay as we already have the knowledge,
expertise and educational materials to be able to roll out basic
information very quickly, with the right institutional support.

1.5.4 Physicians, Paediatricians and GPs who have achieved
CCT before 1/1/2022 must undertake continuous professional
development in ME/CFS to bring themselves up-to-date. Their
compliance with this must be reviewed at their next appraisal
and their next GMC revalidation.

Healthwatch Guideline 041 Line 5 Insert new section:  f1.16 Audit 0 Thank you for your comment.

Bolton The committee agree that audit is an important part of measuring
The performance of ME/CFS services must be audited. Data performance in services but this guideline focused on clinical
such as these must be collected annually: recommendations, the development of audit systems was not

Time between initial presentation and diagnosis included as an area in the scope and the committee are unable
Length of symptoms before patients present. to make recommendations in this area.
Whether patients are managed by a formal Your comments will also be considered by NICE where relevant

community based ME/CFS service, existing generic support activity is being planned.
local services, a Psychiatrist or Psychologist led

specialist clinic, or a Physician/Paediatrician/GP led NICE i quality standard?
specialist clinic.

Whether patients have a designated case worker and

who this is (OT, social worker, ME/CFS nurse, etc.)

Severity category i mild, moderate, severe, very

severe.
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Severity category in the previous year and at initial
presentation/diagnosis.

Time between diagnosis and first OT

assessment. Whether this was done at home
Whether patients received their regular review
(annually for adults, 6 monthly for children). If not,
why not.

Whether patients are in employment, education or
training. Full time or part time

Were patients or their families the subject of
Safeguarding investigations. The outcome of the
investigations. The ef fect on the
Sample of patientsod views

Diagnostic process for ME/CFS including
timeliness.

Are their health care needs being met, what
needs to change.

Are their social care needs being met, what
needs to change.

Are health services accessible, e.g. blood
tests, patient transport, scans,
appointments?

Are social services accessible, any barriers
to access?

Do they feel supported and understood. If
not, which part of the service is falling short
Rationale: The care of people with ME/CFS
has been grossly inadequate to date. Itis
imperative we make sure the situation is

i mproving, and | earn
working
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Healthwatch Guideline 041 Line 12 It is good to have an advocate where appropriate but | Thank you for your comment.
Bolton they must be listened to. Damage can be done during

care proceedings undertaken by social services when
they are making assessments placing families under
suspicion allegation. Children and vulnerable need
protection from cruel and barbaric processes, which
arise as a result of ignorance, lack of understanding
and false beliefs, even from specialist ME/CFS clinics
and this has to stop.The child and family should
always be believed and supported.

Healthwatch Guideline 043 general Management Thank you for your comment.

Bolton We do not agree with the proposal for the guideline Management plan has amaers ugpdiotr d
Management plan, wunder i t| linewith personalisedcare and support plans
patient should have an agreed and informed care https://www.england.nhs.uk/ourwork/patient-participation/patient-

plan . It does not have to be developed by a specialist | centred/planning/.)
team but that of a well trained clinician. A holistic
assessment need not take place as undertaking a
diagnosis already requires assessment. The term
holistic has alternative meanings and implications
and should not be used. Only evidence based care
should be offered .Energy management, physical
maintenance, physical activity, cognitive behavioural
therapy are not evidence based. Energy
management is based on the experience of the
committee. (Page 61 line 1) All these strategies can
cause worsening and harm in all levels of severity.
They cannot safely be applied to patients with
ME/CFS that have unquantifiable energy availability,
unpredictable and individual fatiguability and post
exertional malaise severity duration and intensity.
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Management should include pain management, sleep
medication, vitamin levels. If these are not
undertaken as part of the plan the GP or person
managing the patient needs to be fully aware so that
these needs can be met elsewhere.

Change to sentence:
AThe personds symptoms and |
toorworsethanati | | ness onset. 0

Change to -6worsen 12 to 72 hours after activity and can last
for days , weeks o r even months 6

Change noise to sound

The outlook for children should be evidence based
population data and not that of the committee
members. Children may no longer wish to attend the
clinics, not because they are recovered, but that they
do not wish to continue with inappropriate care. There
is no evidence for comparison as clinics do not have
this data nor do they follow this up long term , later in
life, or any such comparison to adults.There is little
standardisation of successfully measuring
improvement or recovery. Success may be based
upon school attendance which is often at the expense
of other activities and quality of life measures.

€

Devel operds response

Thank you for your comment.
Management plan has be
line with personalised care and support plans.

en edite

https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)

The definition is a summary and includes an overview of what is

within the care and support plan, it is not meant t

0 be exhaustive.

For this reason you suggestions have not been added.

Thank you for your comment.
This sentence has been removed.

Thank you for your comment.
The committee note that post exertional malaise
described as delayed in onset with it typically del

is usually
ayed 12-48

hours after activity, but recognised that some people with
ME/CFS report PEM in a reduced (or later) time and have added

6can typicallyd to the
Thank you for your comment.

This has been edited to sound.

Thank you for your comment and information.

definit
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Guideline 057 Line 22 Inpatient stay for ME/CFS management should not be | Thank you for your comment.
done in a psychiatric, bed,ward , hospital or unit and
a separate room should be provided not a ward.

Guideline 061 Line 15 Add mild and moderate- Inappropriate energy Thank you for your comment.
management can also cause worsening in mild and This refers specifically to people with severe ME/CFS or very
moderate cases severe ME/CFS.

Guideline 068 Line 12 As some current CBT ME/ CFS specialist Thank you for your comment.
practitioners do not recognise any harm from current
CBT uses how are they going to portray them to Based on the quantitative and qualitative evidence (evidence
families and children and reviewsG and H) and their own experience the committee
There is no evidence to support the use of CBT. concluded that CBT could be offered where this is appropriate

and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Guideline 069 Line 1 As many co-morbidities are common with ME/CFS Thank you for your comment.
we feel that they should be managed better by clinics, | Throughout the guideline the committee have recommended the
some do not explore the possibility of their existence, | importance of carrying out

as they are not told to do so in the guidelines. Some investigations to identify co-existing conditions and to exclude
may wrongly dismiss a diagnosis of ME/CFS if they other diagnoses. The committee have now included examples of
believe there is a co-morbidity involved and do not investigations that might be carried out.

link them. Experience shows that some ME/CFS
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specialists do not know what POTS is and believe
that all children are hyper-mobile when discussing the
possibility of EDS joint hyper-mobility, even where
there is abdominal involvement such as constipation,
reflux. Education of clinicians in both ME/CFS and
associated co-morbidities is essential as the
enormous overlap in cellular involvement and
causation continues to be explored
There is no mention of the role of social prescribing. Social
prescribing might be very useful for many people with a range
of conditions no less in the case of people living with Chronic
Fatigue syndrome. It might be helpful to signpost clinicians or
commissioners reading this material to existing social
prescribing intiatives.
Energy Envelope:
This seems overly emphasised within the document and
unfortunately is not great science: There is no set amount of
6energy6 that i sWirkilstthe rdtianbléfer i n
energy envelope is explained there are dangers with this
model, and | am concerned that its over emphasis in what will
effectively be taken as a commissioning and therapy document
will leave people trapped in a spiral of lessening activity. Some
dangers, outlined:

There is no mention of engaged activity leading to &nergy

g e n e r andiimpnovid wellbeing, as opposed to rest which
naturally leads to sluggishness and fatigue. Please adjust the
emphasis on rest within the document and stress the

i mportance of | earni tiviesenerg

Likewise, issues associated with homeostatic control i there
does not seem to be a strong suggestion of clinically
chall enging these problems. T

N I C E National Institute for
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The discussion section of Evidence review D- Diagnosis includes
lists of differential and conditions that commonly occur in people
with ME/CFS and has the examples you have listed

Thank you for your comment.

No evidence was identified for social prescribing and the
committee decided they could not make recommendations in this
area.

Thank you for your comment.

Energy management

Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

This section of the guideline provides information on the
principles of energy management and is clear that it includes all
types of activity (cognitive, physical, emotional and social) and
takes into account their overall level of activity. Energy
management uses a patient led approach that is flexible and
tailored, so that activity is never automatically increased but is
maintained or adjusted (upwards after a period of stability or
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homeostatic problems will not address the issue and may
indeed increase the bodies intolerance to movement, blood
pressure changes, etc. Please include some form of mention
of challenge and gentle/timely increase of challenge within the

document.

Sleep needs activity to be restful/restorative. Over rest will
probably lead to a reduced adenosine level which will ensure
the sleep pressure is low and therefore deep sleep will be
unattainable. Hence over-resting can lead to deep-sleep
starvation, fatigue, and poor memory, etc. The emphasis on
the rest will not help the attainment of deep sleep. Structure,
activity and the appropriate understanding of sleep science will
help with sleep as will appropriate activity challenges. Also,
internal stressors (see below) are common in people with
chronic fatigue, and this inabilityt o 6 swi t ch of f
poor depth of sleep i see note on psychological Approaches.
General General

Inhealth Pain Guideline

Management

Psychological Approaches:

The emphasis of CBT on purely managing and coping with the
condition does not take into account the role of excessive
thought processes, poor emotional regulation and other
internal stressors on the general allostatic loading that in turn
gives rise to increased fatigue/flareup.

Whilst it is understandable that we would wish to avoid using
CBT, neurolinguistic programming and other cognitive
processes to o0fixd6 the fati
acknowledge that stressors come in many forms and include
cognitive, emotional, physical, infective, and immune
processes and that there are ways of a mediating some, if not
all, of these stressors.

gu

National Institute for
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downwards when symptoms are worse). (See Evidence review G
for the committee discussion on self-management strategies).

Energy envelope

After considering the stakeholder comments the committee
agreed that this concept might not always be appropriate when
suspecting ME/CFS. They acknowledged that some people with
suspected ME/CFS may not be diagnosed with ME/CFS and
information on energy limits* may not be helpful. The committee
amended the recommendation to advise people to manage their
daily activity and not push through symptoms.

*To note energy envelope has been edited to energy limits

There is a section on rest and sleep in the symptom
management for people with ME/CFS part of the guideline.

Thank you for your comment.

The committee agree that activity is not just about physical
activity. Activity is defined in the guideline as any effort that uses
energy, which and includes cognitive, emotional and social
activity, as well as physical activity. Different activities combine
and interact to cause a cumulative impact for the individual.
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Clinically, | have seen numerous patients who are less
affected by physical activity than cognitive, emotional, and
sensory activity. This means that CBT, mindfulness, and ACT
may well be helpful in the management of fatigue. Whilst | may
baulk at a the discussion of Transactional Analysis and drivers
due to it being incredibly old school; discussions and
techniques to reduce internal stressors still clinically seem to
be helpful for people with chronic fatigue.

Graded Exercise Therapy:

Whilst the politics of graded exercise has a long history within
the management of chronic fatigue, it may be helpful to define
graded exercise properly within these guidelines rather than
throwing the baby out with the bathwater. The development of
graded exercise from psychological graded exposure takes
into account the self-directed nature of increasing activity and
allows gentle increase in activity without the automated
incrementation/increase wrongly ascribed to this technique.
Expl anation of O6properd grade
graded exposure may go some way to overcoming the
misunderstanding and misapplication of exercise as applied to
chronic fatigue. It will also help the inclusion and reading of
evidence - as it appears historically within research

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table
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Thank you for your comment.

Evidence reviews G and H describe the quantitative and the
qualitative evidence for graded exercise therapy and includes the
committee discussion The committee discussed this evidence
with the findings from the review on access to care (report C),
diagnosis (report D), multidisciplinary care ( report I) and the
reports on Children and Young people (Appendix 1) and people
with severe ME/CFS (Appendix 2). In summary, the clinical
effectiveness evidence for GET was of low to very low quality
and the committee was not confident about the effects. This
when balanced with the mostly negative opinions about
experiences of physical activity and GET reported in the
qualitative evidence resulted in the committee concluding that
GET should not be offered to people with ME/CFS.

This conclusion remained the same after additional scrutiny of
the populations included in the non-pharmacological evidence
(See evidence reviews G and H (appendix G) for the approach
taken, the analysis and the impact on the results and
interpretation of the evidence.)

The committee recognise that there are different definitions of
the term graded exercise therapy and as a result the content and
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Knowledge and Skills:

The frequent advi ce texperienedirer
managing ME/CFS may not be helpful. The potential for
enough clinicians with ongoing expertise and experience of
ME/CFS has yet to be realised and frankly may not be a
priority. Unfortunately, our service has seen NICE guidelines
used in commissioning to remove services and justify sub-
optimal clinical practice. If a set of usefully experienced
clinicians do not exist in a local area, time and effort from
Commissioners will probably move on to something that can
be (more easily) done. | would suggest a framework of
knowledge and skills and reference to freely and easily

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
application of graded exercise therapy programmes differ. This
has resulted in confusion. Graded exercise therapy is defined in
this guideline as a based on the deconditioning and exercise
avoidance theories of ME/CFS. These theories assume that
ME/CFS is perpetuated by reversible physiological changes of
deconditioning and avoidance of activity. These changes result in
the deconditioning being maintained and an increased
perception of effort, leading to further inactivity. Graded exercise
therapy consists of establishing a baseline of achievable
exercise or physical activity and then making fixed incremental
increases in the time spent being physically active. This definition
reflects the descriptions of graded exercise therapy included in
evidence review G. The committee recommended that physical
activity or exercise programmes that are based on
deconditioning and exercise avoidance theories of ME/CFS, or
that use fixed incremental increases in physical activity or
exercise, should not be offered to people with ME/CFS.

A definition of GET has been included in the guideline.

Thank you for your comment.

The committee agree that all staff delivering care to people with
ME/CFS should be trained in ME/CFS and so they can deliver
care relevant to their role and in line with this guideline. Evidence
review B includes the committee discussion on the development
of training materials.

This guideline focused on clinical recommendations and the
committee did not comment on the delivery of services, which
can be determined locally. Commissioners are listed as one of
the groups that the guideline is for and the committee hope that
new guideline will be taken into account when commissioning
services for people with ME/CFS.
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available training material be suggested by the guidelines i as
this gives people something to do in their locality.

We wondered if in addition to feelings of mistrust there should
also be comment on the feelings of grief and loss that people
experience. Recognise people with ME will often be grieving
for the life they had and the person they knew themselves, so
they will also display the symptoms of grief.

The statement: iBe aware ther
(non-phar macol ogi cal or 4 phar mi

This statement is quite definitive and does not reflect that
people can reach a state that they consider themselves to
have recovered. Whilst there is a clear need to be clear on this
difficult issue it might be useful to reflect that some do see
improvement over time?

The section on energy management is large and detailed. The
evidence review on Non-Pharmacological Management did not
identify many studies that could comment on this topic. As a
result much of this guidance seems to be based on the
Commi t t e e 6 s nguohtliedopic Gigen tld limited
volume of evidence this is not surprising and reasonable to
involve the experiences of experts and people with lived
expertise. However, it would also seem appropriate to reflect
that the advice on Energy Management is based on this level

N I C E National Institute for
Health and Care Excellence
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Thank you for your comment.

While the committee agree that people with ME/CFS may
experience feelings of grief and loss for the life they had this
recommendation has a different focus raising awareness about
the prejudice and stigma that people with ME/CFS have
experienced from other people. For this reason your suggestion
has not been added to the recommendation.

Thank you for your comment.

After considering the stakeholder comments on the wording
6treatment or cure for ME/ CFS®
the word 6treatmentd from thes
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.

However while the committee agree there are people who
recover there isndt currently
that people with ME/CFS are aware of this. For this reason, the
committee have not further edited the recommendation.

Energy management

Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
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of understanding and ongoing best practice. Perhaps a
recommendation for research would be a suitable outcome as
it seems a fruitful area of potential enquiry.

The |l ine Areduce activity as
the more flexible approach of
and reduce or acti viwbud aleavpeaple p

to tailor their changes as appropriate for them. It may not be
that people need to reduce activity rather change their
approach to it?

Could the following phrase be added as a reason for referral
into a specialist CFS/ ME seryv
to empower engagement in meaningful occupations such as
work/ |l eisure/ hobbiesd. This
aspects of reasons to seek allied health professional advice.

Advising not to tell people to make use of unstructured
exercise seems very limiting for many people. There is not
high levels of availability for specialist supervised exercise
programs or activity programs, many of the ones that exist are
likely to be limited to the duration of a referral into a service.
The great range of severity of CFS/ME is recognised within the
guideline and as a result some people may very much value
their involvement with self-directed exercise or community
activity when they have caref
role within their lifestyle. We would suggest that a person-
centred approach to exercise is taken where healthcare
professionals work with the individual to work out what form of
activity or exercise is suitable and attractive to them.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
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their symptoms by exceeding their limits. This is included in the
rationale for the energy management section.

The research recommendation on self-monitoring techniques
has been edited to include research into establishing and then
maintaining energy limits.

Thank you for your comment.

After considering the stakeholder comments this bullet point has
been edited to, agree a sustainable level of activity as the first
step, which may mean reducing

Thank you for your comment.

This section refers to referral for physical activity, earlier in the
guideline in section 1.5 there are recommendations on a holistic
assessment and developing a care and support plan. This
includes the points you make.

Thank you for your comment.

The committee agree there is little dispute amongst clinicians
working with people with ME/CFS that they should not undertake
exercise that is not part of a programme overseen by a ME/CFS
specialist team, such as telling them to go to the gym or exercise
more.

It is commonly agreed that people with ME/CFS experience post
exertional malaise (PEM) after activity. PEM is a worsening of
symptoms that can follow minimal cognitive, physical, emotional
or social activity, or activity that could previously be tolerated. It
is in this context, and recognising the evidence from people with
ME/CFS indicating that misunderstanding of the impact of PEM
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Recognising the response t o a andinappropriate advice on how to incorporate physical activity
exercise therapyo we felt t ha (andexercise)into theirlives has resulted for somein a

comment on scope for healthcare to support people to make deterioration of their condition, that this guideline has
values or goals based changes to their lifestyle and activity recommended that people with ME/CFS should be supported by
levels within their own abilities and tolerance. The variability a
and fluctuation seen in symptoms of CFS/ME make this physiotherapist or occupational therapist within a ME/CFS
challenging but not impossible with close working with the specialist team if they:
individual dealing with this condition. It would also seem have difficulty with their reduced physical activity or
approach is within the committee advocated approach of mobility
energy conservation and enveloping. A feel ready to progress their physical activity beyond
their current activities of daily living
A would like to incorporate a physical activity programme

into the management of their ME/CFS.

This guideline highlights the importance of having an informed
approach to physical activity and exercise in people with ME/CS
that is supported by healthcare professionals that are trained and
specialise in working with people with ME/CFS.

Given recognition of the role of Occupational Therapy in Thank you for your comment.

supporting people perhaps this line should read: The committee agreed where a physical activity or exercise
Aproviding access to suppor t | programme is offered, it should be overseen by a physiotherapist
physiotherapy/ occupational t h inaME/CFS specialistteam.

We also wanted to highlight the role of Occupational The committee agree that occupational therapists have an
Therapists in delivering these guidelines. It seems from important role in the guideline.

reading them that Occupational Therapists are excellently

placed and skilled to deliver this care.

The only comments on pain management are on the use of Thank you for your comments.

pharmacology and refers to the medications on the Although pain relief was included in the protocol for
management of neuropathic pain. This seems surprising given | pharmacological interventions no evidence was identified and the
that NICE is concurrently developing a guideline on the
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management of Chronic Pain which includes guidance on
pharmacology. Since the development of the NICE guidance
on the Management of Neuropathic Pain there have been
greater comment on the negative societal effects and high

levels of prescription of Tramadol, Gabapentin and Pregabalin.

Perhaps the CFS/ME guideline could refer to the NICE
guidance on the management of Chronic Pain rather than
Neuropathic Pain?

We would also raise that there is no comment on non-
pharmacological aspects of management of pain. This formed
a majority of guidance in the NICE guidance on the
management of Chronic Pain. This could be commented on in
the CFS guidance then refer to the Chronic Pain guidance for
greater detail?

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
committee agreed they were unable to make any
recommendations for specific medications.

The committee linked to NICE guidance that was relevant to
people with ME/CFS, the committee acknowledged that this does
not address all the type of pain that people with ME/CFS may
experience.

Chronic pain guideline

The committee agreed that the recommendations in sections 1.1
and 1.2 for all types of chronic pain in the Chronic pain guideline
could apply to people with ME/
chronic primary paind is a dif
with ME/CFS and that the management section does not apply.
As such the difference between the guidelines is not a problem.
The committee made the decision not to cross refer to the
Chronic pain guideline to avoid confusion.

The committee note in the guideline that any when managing
any co-existing conditions in people with ME/CFS the
recommendations on principles of care, access to care and
energy management should be taken into account.

Taking into account the comments by stakeholders the

committee have added a consensus recommendation in the
6managing paind section of the
pain is a symptom commonly associated with ME/CFS and

should be investigated and managed in accordance with best
practice and referred to pain services if appropriate.

The committee did provide general advice for health
professionals on what to be aware of when prescribing
medicines for people with ME/CFS
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is (IACFS/ME)

International Guideline General General
Association for

Chronic Fatigue

Syndrome/

Myalgic

10 November 2020 - 22 December 2020

Comments

CBT is mentioned but there is not recognition of other
psychol ogi cal approaches. The
any relevant studies and perhaps this should be commented

on as an area for further research? For instance:

Stress management, Relaxation techniques, Mindfulness and
Mindful Breathing, Practice Desensitisation, Practice Positive
Psychology

We applaud the Committeeds w
therapy (GET) and cognitive behavioral therapy (CBT) as

recommended treatments for myalgic encephalomyelitis/

chronic fatigue syndrome (ME/CFS). We also applaud the

Commi tteebs r ev o cianing cand alnérmalid
distorted beliefs as the cause of ME/CFS. This is a major,

positive change for patients in the UK and beyond as NICE

Guidelines are reviewed and followed around the world.

Our organization and our members have never recommended
GET or CBT as treatments for ME/CFS and believe, while
deconditioning may be present in ME/CFS, the underlying
cause of the disease originate from other physiological
mechanisms that are not yet fully understood.

Question 1: Because of the major shift away from GET/ CBT
and the theories behind them, many health professionals,
institutions, and organizations will need to change their beliefs
and attitudes about ME/CFS. Some have estimated that it takes
as long as 17 years for evidence to translate into patient care.
Additional time, funds, and staff may be needed to implement

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

After reviewing the evidence for psychological and behavioural
interventions other than CBT the committee concluded that
although some benefit was reported for different types of
interventions the evidence was mainly based on single studies
and the evidence was low to very low quality. The committee
agreed that there was insufficient evidence to make any
recommendations for any of the interventions (see evidence
reports G and H).

Thank you for your comment.

To note after considering the range of stakeholder comments on

the wording 6treatment or cur
agreed to remove the word O6tre
recommendations to avoid any misinterpretation with the
availability of treatments for the symptom management for

people with ME/CFS.

Thank you for your comment and information.

The committeebs di scussion of

recommendations is detailed briefly in the rationales in the
guideline and then in more detail in the discussion of the
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these changes. There are actions the Committee can take to
accelerate this process.

Research on persuasion demonstrates that people are more
likely to change their beliefs or actions when they are provided
with the rationale. Therefore, the Committee should consider
briefly providing the rationale for this shift in the Guidelines itself.
Even though evidence is documented in the Appendices, our
experience has been busy healthcare professionals often do not
have the time or interest to read supplements/ appendices and
may focus only on the Guideline,

Furthermore, healthcare professionals are not starting from a
blank slate but rather may already have some knowledge and,
unfortunately, misconceptions about ME/CFS. For example,
some UK-based physicians and groups have already publicly
expressed that this major shift was prompted by undue pressure
from a small group of patients. While there may be advocacy
from patients, we feel their activities have been appropriate
given GET and CBT were not effective and even harmful for
many. Issues with CBT/ GET were not confined to the UK:
surveys of thousands of patients across countries and across
more than a decade showed that a median of 50% of patients
reported worsening from GET-type programs.

Questions 3: There have also been many scientific studies in
the last 2 decades showing objective, biologically based
abnormalities in patients that may explain their symptoms.
Citing or summarizing some of these studies in the Guidelines
would help health professionals understand why GET and CBT
are no longer recommended. Below are some examples of
reviews that could be cited.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
evidence sections in the review chapters. The context section to
the guideline provides a concise background to the guideline.

The committee agree that there is variation in the delivery of
some of the recommended services across the NHS. There are
areas that may need support and investment, such as training
costs, to implement some recommendations in the guideline.
Your comments will also be considered by NICE where relevant
support activity is being planned.

All of the references you provide have been checked for their
inclusion in the guideline reviews, none meet the inclusion
criteria for the guideline reviews.
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a. Stevens S, Snell C, Stevens J, et al. Cardiopulmonary
Exercise Test Methodology for Assessing Exertion Intolerance
in Myalgic Encephalomyelitis/Chronic Fatigue Syndrome. Front
Pediatr; 6. Epub ahead of print 2018. DOI:
10.3389/fped.2018.00242.

b. Tomas C, Newton J. Metabolic abnormalities in chronic
fatigue  syndrome/myalgic  encephalomyelitis: a  mini-
review. Biochem Soc Trans 2018; 46: 5471 553.

c. Rutherford G, Manning P, Newton JL. Understanding Muscle
Dysfunction in Chronic Fatigue Syndrome. J Aging Res 2016;
2016: 2497348.

d. Cockshell SJ, Mathias JL. Cognitive functioning in chronic
fatigue syndrome: a meta-analysis. Psychol Med 2010; 40:
1253i 1267.

e. Jackson ML, Bruck D. Sleep abnormalities in chronic fatigue
syndrome/myalgic encephalomyelitis: a review. J Clin Sleep
Med. 2012;8(6):719-728. Published 2012 Dec 15.
doi:10.5664/jcsm.2276

Finally, many medical and scientific professionals have pointed
out the limitation and flaws in PACE and other trials. Two
examples are cited below.

a. Journal of Health Psychology Special Issue August 2017
https://journals.sagepub.com/toc/hpga/22/9

b. sasusa. PACE: The research that sparked a patient rebellion
and challenged medicine. Sense About Science USA,
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https://senseaboutscienceusa.org/pace-research-sparked-
patient-rebellion-challenged-medicine/ (2016, accessed 19
December 2020).

Question 1: For the section
the shift away from CBT and GET should be mentioned here, at
the beginning of the document. This major change should be
mentioned at the Guidelineos
change from previous practice and some readers may not read
the whole document or focus only on early sections of the
Guideline.

Question 1, Question 3: For
principalso6o for children and
information about safeguarding here, at the beginning of this
Guideline, instead of delaying until page 16-17 to mention this
topic. Families and children in the UK have not only been met
with doubts and disbelief by health professionals, they have
been subjected to social service investigations and legal
proceedings when they have disagreed with treatments like
CBT/ GET. Consider citing Ja
issue, which showed out of 121 cases, none were found to be
guilty of child abusel/
Allegations of Child Abuse in Cases of Childhood Myalgic
Encephal omyelitis (ME)o and
website.

This may help convince professionals who persist with previous
ideas about paediatric ME/CFS.

nédlae

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

The focus of this section is to raise awareness about ME/CFS.
These recommendations are supported by the evidence. Lack of
belief in ME/CFS and understanding about the impact of their
symptoms was reported by people with ME/CFS in Evidence
review A, Appendices 1 and 2 a1
experience. These recommendations supports good clinical
practice in building relationships between healthcare
professionals and people with ME/CFS.

The management of ME/CFS and symptom management is
addressed in detail later in the guideline for this reason your
suggestion has not been added.

Thank you for your comment.

The committee agree that safeguarding is an important topic in
this guideline. After considering the stakeholder comments on
the order of the guideline the committee agreed to keep
safeguarding later in the guideline after the diagnosis and
assessment and care planning sections of the guideline.
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Comments

For section 1.1. 8, consider
since these issues affect even mildly/ moderately affected
ME/CFS patients and adding problems with chewing, abdominal
pain, diarrhoea, and bladder issues to this list. Interstitial cystitis
and irritable bowel syndrome may also be more common in
ME/CFS than the general population.

Address bowel/ bladder continence issues in this section. For
example, severely affected patients may benefit from a bedside
commode, voiding schedule, intermittent catherization, adult
diapers, etc. Incontinence also increases moisture and thus, the
risk for pressure ulcers.

NICE

National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel oper 6s

Thank you for your comment.
The committee agree that any of the symptoms included here
can affect anyone with ME/CFS, the aim of this section is to
highlight symptoms can occur with such severity that they
significantly affect the lives of people with severe or very severe
ME/CFS. As such the committee disagree that sleep disturbance
should be deleted.

response

The committee discussed whether interstitial cystitis is more
common in people with ME/CFS and agreed that

that
(or urinary symptoms) to the list of symptoms.

this

wasnot

t hei

r clinic

The NICE guideline on Irritable bowel syndrome has been added
to the guidelines listed in the coexisting conditions section of the
guideline to signpost people with ME/CFS for support with these
gastrointestinal symptoms.
The committee have noted at the beginning of the managing
6managing
recommendations in the section on principles of care for people
with ME/CFS and section on access to care and energy
management should be taken into account when managing
symptoms and coexisting conditions in people with ME/CFS.
Thank you for your comment.

ME/ CF S

Per sonal

hel

p

with al

section

car e

i s

activities

and

ncl

uded in
of d

examples given are not meant to be exhaustive.
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Question 1: While it is true that there is no specific diagnostic
test for ME/CFS yet and diagnosis is made primarily on clinical
grounds, it is also important to explain to health professionals
and patients that studies have shown consistent, biological
abnormalities in patients. The problem with only stating the first
part is many people i including health professionals, patients,
the family members, their friends, employers, the public, etc. -
often then jump to the conclusion that ME/CFS is based only on
subjective symptoms, that is, there is no biological basis for
ME/CFS. That jump may be why ME/CFS patients have been
inappropriately labelled as work-s hy , Acompl ai
misdiagnosed with depression and anxiety.

Question 3: In the United States Institute of Medicine report,
abnormal results from cardiopulmonary exercise testing, natural
killer cell activity, tilt table testing, and neuropsychological
batteries were cited even as none of these tests alone or in
combination can currently make a definitive diagnosis of
ME/CFS. However, they provide objective evidence supporting
subjective symptoms and can help health professionals narrow
down the diagnosis.

Institute of Medicine. Beyond Myalgic
Encephalomyelitis/Chronic Fatigue Syndrome: Redefining an
lliness. Epub ahead of print 10 February 2015. DOI:
10.17226/19012.

https://www.nap.edu/catalog/19012/beyond-myalgic-
encephalomyelitischronic-fatigue-syndrome-redefining-an-
illness

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment and information.

The first recommendation in t
ME/CFS is a complex, chronic medical condition affecting
multiple body systems and its pathophysiology is unclear is still
being under investigated. This is again noted in the context
section of the guideline. Based on this and that no evidence was
identified in evidence review D to support this recommendation
your suggestion has not been added.

The principles of care section at the front of the guideline make it
clear that ME/CFS is a medical condition and people with
ME/CFS have experience have experienced prejudice and
disbelief.
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Suspecting ME/CFS at 6 weeks for adults and 4 weeks for
children may be too early. While patients affected by ME/CFS
should be diagnosed in a timely manner, the shorter duration of
time may mean premature diagnosis of ME/CFS before some
conditions have a chance to resolve (e.g., Epstein-Barr virus
infectious mononucleosis) spontaneously or with treatment and
premature termination of necessary evaluations. For example,
anchoring biases may affect a physician who decides a
provisional diagnosis is the final diagnosis and orders no further
testing.

For Box 1, the description of post-exertional symptom
exacerbation onset should allow immediate onset also. Patients
report that immediate onset can occur in some situations. It
would also be helpful to health professionals to describe the
symptoms because post-exertional fatigue and musculoskeletal

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

The period of a minimum of 4 and 6 weeks is to alert clinicians to
the possibility of ME/CFS. Based on the qualitative evidence and
their experience the committee agreed it is important that people
with this combination of symptoms are given advice that may
prevent them getting worse as early as possible. However after
considering the stakeholder comments the committee agreed to
make some edits to the recommendations on suspecting and
diagnosing ME/CFS and hope this has addressed your points

and added some clarity for readers. In summary the edits to the

points you make are:

T 6Provisional d diagnosis has
agreed the term O6provisionel
waiting for the results of any assessments to exclude other
conditions before diagnosis at 3 months. This section now
focus solely on suspecting ME/CFS. Diagnosis is now
introduced at 3 months.

1 Further investigation/differential diagnoses. The committee
agree it is important to exclude other diagnoses and
recommended that where ME/CFS is suspected
investigations should be carried out to exclude other
diagnoses. After considering the stakeholder comments
about the lack of prominence and clarity around the
exclusion of other diagnoses the committee have added
examples of investigations to be done when suspecting
ME/CFS and have added that ME/CFS should be suspected
if the O6symptoms ar e

Thank you for your comment.

The committee note that post exertional malaise is usually

described as delayed in onset with it typically delayed 12-48

hours after activity, but recognised that some people with
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pain are common even in healthy people and people with other
conditions (e.g., after a long hike or in someone with
osteoarthritis) whereas post-exertional flu-like feelings, sore
throat, headaches, insomnia, and cognitive dysfunction are not.

a. Chu L, Valencia 1J, Garvert DW, Montoya JG. Deconstructing
post-exertional malaise in myalgic encephalomyelitis/ chronic
fatigue syndrome: A patient-centred, cross-sectional survey.

PLoS One. 2018 Jun 1;13(6): e0197811. doi:
10.1371/journal.pone.0197811. PMID: 29856774; PMCID:
PMC5983853.

b. Stussman B, Williams A, Snow J, et al. Characterization of
Posti exertional Malaise in Patients With  Myalgic
Encephalomyelitis/Chronic Fatigue Syndrome. Front Neurol;
11. Epub ahead of print 2020. DOI: 10.3389/fneur.2020.01025.

Regarding orthostatic intolerance (Ol), the Committee may want
to consider including this symptom as part of diagnostic criteria
or highlighting it in some way. Since the US Institute of Medicine
report in 2015, more evidence has accumulated about Ol and
ME/CFS.

For example, the Visser/ van Campen/ Rowe group have
published studies reinforcing the high prevalence (up to 95%) of
Ol symptoms in ME/CFS patients and also demonstrating
objectively that up to 90% of ME/CFS patients suffer from a
mean 25% decline in cerebral blood flow on standing up. This
latter finding occurred regardless of the severity of illness,
whether overt heart rate/ blood pressure changes were seen,
and whether a patient already carried an Ol-related diagnosis or
not. Additionally, include the more subtle symptoms of Ol - such
as cognitive confusion, fatigue, feeling sicker in general, etc. i

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
ME/CFS report PEM in a reduced (or later) time and have added
6can typicall-48bkrodresayedo 12he

To note after taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to change Post exertional symptom
exacerbation (PESE) to Post exertional malaise (PEM). The
committee recognised PEM is an equivalent term that is more
commonly used and there was not strong support in the
stakeholder comments to use the term PESE.

Thank you for your comment.

The decision not to include orthostatic intolerance was based on
the evidence of the criteria reviewed in evidence review D .They
note that orthostatic intolerance is only described in 4 of the 9
criteria.

The four symptoms (debilitating fatigue, PEM, unrefreshing sleep
and sleep disturbance (or both), and cognitive difficulties) were
agreed by the committee as the best basis for identifying people
with ME/CFS and as essential to a diagnosis of ME/CFS. The
committee emphasised it is the combination and interaction of
the symptoms that is critical in distinguishing ME/CFS from other
conditions and illness. (see evidence review D for further detail).

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

278 of 1137



Myalgic encephalomyelitis (or encephalopathy)/

Stakeholder Document Page No Line No

International Guideline 010 017
Association for

Chronic Fatigue

Syndrome/

Myalgic

Encephalomyelit

is (IACFS/ME)

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

as feelings of dizziness/ near syncope are on the extreme end
of Ol symptoms. Finally, remind health professionals that Ol is
often misdiagnosed as anxiety since symptoms such as
dizziness, hyperventilation, and palpitations are common to
both conditions. Similar to ME/CFS, Ol-related syndromes are
often not taught in medical schools.

a. van Campen CLMC, Verheugt FWA, Rowe PC, Visser FC.
Cerebral blood flow is reduced in ME/CFS during head-up tilt
testing even in the absence of hypotension or tachycardia: A
quantitative, controlled study using Doppler echography. Clin
Neurophysiol Pract. 2020;5:50-58. Published 2020 Feb 8.
doi:10.1016/j.cnp.2020.01.003

b. Schmidt LL, Karabin BL, Malone AC. Postural Orthostatic
Tachycardia Syndrome (POTS): Assess, Diagnose, and
Evaluate for POTS Treatment (ADEPT). IMI 2017; 4: 142i 153.

Health professionals should advise patients with a provisional
diagnosis to keep a diary of symptoms and activities. This can
help the patient and professional determine a baseline, identify
post-exertional symptom exacerbation, and plan/ modify
activities. It may be helpful to educate professionals that this
step has minimal risk even for patients who eventually recover
or are diagnosed with another condition.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

After considering the stakeholder comments the committee
agreed that this concept and energy envelope might not always
be appropriate when suspecting ME/CFS. They acknowledged
that some people with suspected ME/CFS may not be diagnosed
with ME/CFS and information on PEM and energy limits* may
not be helpful. At such keeping a diary at this stage may not be
appropriate. The committee amended the recommendation to
advise people to manage their daily activity and not push through
symptoms.

*After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to edit energy envelope to use energy limits.
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Comments

The 3 months requirement for diagnosis may be premature.
Previously, the 3-month duration was used only for children and
most criteria for adults used 6 months. While patients affected
by ME/CFS should be diagnosed in a timely manner, the shorter
duration of time may mean premature diagnosis of ME/CFS
before some conditions have a chance to resolve (e.g., Epstein-
Barr virus infectious mononucleosis) spontaneously or with
treatment and premature termination of necessary evaluations.
For example, anchoring biases may affect a physician who
decides a provisional diagnosis is the final diagnosis and does
no further testing.

Question 1, Question 2: On p. 52, line 2, the Committee
suggested patients be referred to specialist clinics at 3 months.
While this may guard against mis- and overdiagnosis, the
duration may also be affected by the availability and
accessibility of specialty referrals for a patient. Does the
Committee have data on how accessible specialty services
currently are? Can they handle a potential increase in referrals?
Since no study has tracked prospectively in detail how patients
are or ideally can be diagnosed (including which alternative
diagnoses are found and when/ how they are found), this data
should be collected and examined first before making a final
decision about duration.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

Reduction in timeline

After clarifying that ME/CFS is suspected at 4 and 6 weeks and
this is not a provisional diagnosis the only reduction in the time to
diagnose ME/CFS from the previous NICE guideline on CFS/ME
is now in adults and it is reduced by 1 month. Based on the
evidence and their clinical experience the committee found no
reason why the time to diagnosis should be different in adults
compared to children and young people noting that 5 of the 7
diagnostic criteria reviewed in Evidence review D do not have
separate time referrals.

People with ME/CFS do experience delays in diagnosis and the
committee recognised that referral to a specialist team for
confirmation of diagnosis can take months, taking this into
account it is important that this process is started at 3 months
and people are given appropriate advice until they are seen by a
ME/CFS specialist team.

Further investigation/differential diagnoses. The committee have
similar experience of people being referred and having another
diagnosis and throughout the section on suspecting ME/CFS the
committee have recommended that investigations should be
done to exclude other diagnoses and this should continue where
ME/CFS is suspected. If in any doubt specialist advice should be
sought. The committee have added to the criteria for suspecting
ME/ CFS and where &6symptoms ar

conditiono.

Capacity of current services
The committee do not have detailed data on the capacity of
existing services but accept
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Comments

Remi nd health professionals t
when diagnosing ME/CFS. Since most health professionals
have not been educated well about this condition, patients may
have faced physicians, nurses, and other professionals who
have attributed their symptoms to deconditioning, depression,
malingering, etc. Patients may also have encountered family
members, friends, employers, and others who doubt that their
symptoms are due to a medical condition. Communicating to
patients, and especially their family, that their symptoms and
experiences are real can be healing.

During initial assessment for ME/CFS, health professionals
should consider taking a complete function and social history.
Because cognitive functioning may be more disabling even than
physical functioning, cognition should be assessed. Functioning
in different spheres 1 e.g., work, school, personal care, familial
obligations T should also be evaluated. Social history can
include where the patient lives, who they live with, financial
resources, work/ education history, and who they can count on
for support.

Studies suggest there may be a genetic component to ME/CFS.
In the past, children of affected parents or siblings have had
their ME/CFS attributed to the home environment or parental
upbringing rather than genetic reasons. Here is one example:

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
large increase in extra referrals. Since the committee have now
removed reference to a provisional diagnosis and made
recommendations about testing for alternative conditions, the
demand on specialist services should not be so great. Although
the duration of symptoms in adults has been reduced by one
month to be consistent with children, the diagnostic criteria are
slightly stricter than in the previous guideline,

Thank you for your comment.

Val idation of the personds exp
have encountered is addressed at the beginning of the guideline
in the principles of care section. When writing recommendations
there is a fine line between reinforcing information and repeating
information. Too much repetition results in a guideline becoming
unwieldy and unusable and for this reason your suggestion has
not been added to the recommendation.

Thank you for your comment.

These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment and information.
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Albright F, Light K, Light A, Bateman L, Cannon-Albright LA.
Evidence for a heritable predisposition to Chronic Fatigue
Syndrome. BMC Neurol. 2011;11:62. Published 2011 May 27.
doi:10.1186/1471-2377-11-62

Families and children in the UK have not only been met with
doubts and disbelief by health professionals, they have been
subjected to social service investigations and legal proceedings
when they have disagreed with treatments like CBT/ GET.
Consider citing Jane Col byds
showed that of 121 families, none were found to be guilty of child
abuse/ neglect. The articleisent i t | ed
Abuse in Cases of Childhood
and is located on the Tymes Trust website.

This may help convince professionals who persist with previous
ideas about paediatric ME/CFS.

Allow recording of visits (e.g., via mobile phone) if providers are
informed beforehand. Patients often have cognitive issues
affecting attention and memory. Be flexible about allowing
caregivers during a visit. If needed and patients/ families can
provide equipment, allow caregivers to attend appointments
virtually (e.g., via a tablet) if they cannot m accompany a patient
in person.

Patients may also give up or reduce activities ahead of a visit or
rest more/ put up with symptom exacerbation afterwards to
attend an appointment.

AAlFal se

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment and information.
References are not included in NICE recommendations and as
such your suggestion not added.

Thank you for your comment.

These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment and information.
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Visiting hours may need to be restricted/ modified. Patients/
families should be encouraged to inform staff of pre-existing
activity limitations and staff should heed these when planning
mobility efforts.

Question 2: We are happy to see the Committee include
suggestions surrounding hospitalization. These suggestions
should also be extended to usually mildly or moderately affected
patients, as - like many chronic illnesses - hospitalization can
exacerbate any existing condition. Although these additional
considerations can be more costly and time/ resource-intensive,
paying attention to them early on may result in less complicated
hospitalizations and decreased length of stay.

Question 1: We commend the Committee for recognizing that
ME/ CFS may interfere and eve
and educational trajectory. Consider including a statement that
for some affected patients, they may need to stop their
education or work entirely and, unfortunately, indefinitely, if
doing so severely affects their health. This is the reality for many
patients: up to a 66% disability-associated unemployment rate
has been reported. It would be helpful for the Committee to
acknowledge this reality and advise health professionals, who
are often under time and clinical pressures, about how to
document disability and its impact on work for both work
accommodations and application for disability benefits. Health

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment

These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment.

The committee agree that flexibility in accessing services is
important to all people with ME/CFS as the symptoms
experienced can mean physically attending appointments and
hospital stays can be difficult and in the case of people with
severe or very severe symptoms who are unable to leave their
homes particularly challenging. The committee agreed that it was
important to raise awareness about the challenges that people
with severe and very severe ME/CFS have.

We agree that preventing symptom exacerbation should have
some resource savings, although we do not think there is
evidence that this leads to reduced length of stay.

Thank you for your comment and information.

After considering the range of stakeholder comments the
recommendations in this section have been reordered starting
with accessing support.

6 and discuss wi t horechnanmendatiene n
Additional text on work has been added to the committee
discussion in evidence review A and includes that adaptions and
adjustments should be discussed.
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Comments

professionals often have not been educated about this type of
documentation during their training and may regard such
requests as onerous. However, work accommodations and
disability benefits are absol
survival and access to basic shelter, adequate nutrition, etc.
until more effective treatments are found.

Question 3: The following examples are drawn from the United
States of America and might provide some ideas.

a. US Department of Labor Job Accommodation Network
ME/CFS webpages
https://askjan.org/disabilities/Chronic-Fatigue-Syndrome.cfm

b. Comerford BB, Podell R. Medically Documenting Disability in
Myalgic ~ Encephalomyelitis/Chronic ~ Fatigue  Syndrome
(ME/CFS) Cases. Front Pediatr; 7. Epub ahead of print 2019.
DOI: 10.3389/fped.2019.00231.

Question 1, Question 2, Question 3: Consider referring to/
examining a virtual pacing program like cfsselfhelp.org which
was designed by a chronic disease self-management expert
with a personal history of ME/CFS, an occupational therapist,
and a physician specializing in ME/CFS. Although based in the
United States, the program has been in existence for over a
decade and has coached patients from around the world.
Tailoring a pacing program to an individual patient may be time-
and staff-intensive, not to mention staff need to be trained about
ME/CFS and activity management. Our experience has been
besides physicians, nurses, occupational, and physical
therapists are also unfamiliar with ME/CFS.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

We will pass this information to our resource endorsement
team. More information on endorsement can be found here
https://www.nice.org.uk/process/pmg29/chapter/the-nice-
endorsement-programme
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Comments

In contrast, this program is free/ low-cost, designed by and run
by people affected by ME/CFS. In the United States, during
medical education sessions, when the website has been
brought up (by professionals unaffiliated with the program),
patients, caregivers, and health professionals have been
enthusiastic about it. For the latter, it saves them time and effort.
For the former, it is easily accessible and set up to meet
individual sé6 needs/
what living with ME/CFS is like.

Under OEnergy Management 0, s
deconditioning, consider addi
fear/ avoidance of activity
2011 Lancet PACE CBT article:

the fear avoidance theory of chronic fatigue syndrome. This
theory regards chronic fatigue syndrome as being reversible
and that cognitive responses (fear of engaging in activity) and
behavioural responses (avoidance of activity) are linked and
interact with physiolog i c a | processes to
Consequently, health professionals may still believe and treat
patients under this premise.

It should be explained to patients and health professionals there
are physiological limits that may explain why patients cannot
exceed a certain level of activity, no matter how much they try.
An analogy can be made to patient with asthma or heart disease
where patients often have limits to their ability to exercise/
engage in physical activity without medical treatment. Currently
ME/CFS does not have a specific medical treatment available
and thus patients are further limited.

preferenc

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

As you mention this is included in the section on CBT and is
relevant in that section as CBT has been implemented on the
basis of the fear avoidance theory of chronic fatigue syndrome.
This was to clarify this is not the case here for CBT here.

The committee deleted the bullet point on deconditioning noting
that this recommendation was about providing advice to people
with ME/CFS about the approaches to implement energy
management and this point was not useful in this context.
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Acknowledge there are times (e.g., special events) or situations
(e.g., work obligations) where a patient may choose to or must
exceed their energy limits. However, patients should be aware
of possible negative consequences

Since we do not understand the roots of all symptom
exacerbations currently, it should be noted not all exacerbations
can be avoided or reduced by activity management. For
example, menstrual cycles and intercurrent infections can also
exacerbate symptoms.

Two other areas that should be assessed regularly in the
severely ill are constipation and aspiration risk. Lack of
movement and supine positioning around meals are risk factors.

Before embarking on a physical activity program, the patient
and medical staff may want to consider how additional exercise
fits into the patient's overall life. If the patient is already
struggling with work, school, housework, etc. they might need
to reduce or adjust their other activities to fit in exercise. For
some patients, their other life activities may take priority over
exercise.

Assess patients for orthostatic intolerance (Ol) when planning
for a physical activity program. Consider a program that starts
with or emphasizes activities that can be done in a supine, half-
reclining, or sitting position. For example, swimming, a
recumbent instead of upright bike, rowing machine, supine/
seated stretches. Water-based activities where the patient is

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

The committee agree that part of the energy management plan
and reviewing it would include reference to how people can
manage changes in their circumstances.

In the section of flare ups and relapses the committee have
added a recommendation raising awareness that flare-ups and
rel apses can happen in ME/CFS
are well managed.

Thank you for your comment.

These are examples in the recommendations and as with any list
of examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment and information.

The committee agree that it is important that people with
ME/CFS take into account all types of activity (cognitive,
physical, emotional and social) and the overall level of activity
when developing and undertaking any energy management plan,
this includes how physical activity might be included.

Thank you for your comment.

Anyone with ME/CFS that wishes to explore a physical activity
or exercise programme is referred to physiotherapist in a
ME/CFS specialist team, they would then assess the person.
The assessment is not included in these recommendations they
focus on what a programme should look like. The detail of the
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entirely or semi-submerged in water also provides hydrostatic
pressure to the lower extremities that alleviates Ol. .

Similar to the statement about deconditioning, consider adding

a statement about NOT offerin
irrational fear/ avoidance of
From the 2011 Lancet PACE CB

the basis of the fear avoidance theory of chronic fatigue
syndrome. This theory regards chronic fatigue syndrome as
being reversible and that cognitive responses (fear of engaging
in activity) and behavioural responses (avoidance of activity) are
linked and interact with physiological processes to perpetuate
fatigue. o Consequently,
and treat patients under this premise.

The endpoint of activity may not be a normal level of age-
appropriate function or exercise for a healthy person. Rather the
goal should be to find a level of physical activity the patient can
sustain consistently without or with acceptable/ minimal
symptom exacerbation. The disease likely has a physiological
ceiling beyond which patients cannot expand their activity/
exercise levels safely.

Question 1, Question 2: Ol (orthostatic intolerance) is often
undiagnosed in ME/CFS patients although up to 95% may be
affected. It has a significant impact on function and quality of life
and effective, low-cost treatments exist for some patients.
Besides medications, there are many safe, free low-cost
nonpharmacologic measures which a primary care doctor can
initiate. The main obstacle is most health professionals are
uneducated about Ol. Diagnosing and treating Ol may decrease
cost of care since these patients may become more functional.

heal

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
programme would be personalised to the person undertaking the
programme.

For these reasons your suggestions have not been added.
Thank you for your comment.

This is included in the section on CBT and is relevant in that
section as CBT has been implemented on the basis of the fear
avoidance theory of chronic fatigue syndrome. This clarifies this
is not the case here for CBT here.

Thank you for your comment.

The recommendation is for a reduction to stabilise symptoms.
The new physical activity baseline is in reference to the current
level. This is a personalised collaborative physical activity or
exercise programme and any levels would be agreed with the
person and reviewed regularly.

Thank you for your comment and information.

In the suspecting ME/CFS section of the guideline
orthostatic intolerance is identified as one of the symptoms
that are commonly associated with ME/CFS. The committee
made a consensus recommendation to raise awareness
about this. The guideline is about the diagnosis and
management of ME/CFS and for this reason the committee
was unable to make more detailed recommendations on the
causes or diagnosis of orthostatic intolerance.
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Costigan A, Elliott C, McDonald C, Newton JL. Orthostatic
symptoms predict functional capacity in chronic fatigue
syndrome: implications for management. QJM. 2010
Aug;103(8):589-95. doi: 10.1093/gjmed/hcq094. Epub 2010
Jun 9. PMID: 20534655.

Questions 3: For example, patients can be educated about
consuming adequate salt/ fluids, using compression stockings,
avoiding/ preparing for situations that exacerbate Ol (e.g., hot
weather, standing still in line), and counteractive measures
(e.g., squatting, crossing
document for Dysautonomia International contain more
examples and may be found by
I nternational o0, i Rowe o, and

The most common types of pain in ME/CFS are muscle and
non-inflammatory joint pain, although these may vary in
severity. For some patients with mild pain, no medication or
treatment is needed/ desired while for others, pain is a major
disabling symptom and warrants careful assessment. It is
important in these cases to examine whether pain might be
related to another disorder with specific treatments, e.g.,
fiboromyalgia, migraine headaches, Ehler-Danlos syndrome,
irritable bowel syndrome, endometriosis, etc. The latter
conditions commonly co-exist with ME/CFS. There is also
inadequate research on types of pain and pain treatments in
ME/CFS.

a. Marshall R, Paul L, McFadyen AK, et al. Pain Characteristics
of People with Chronic Fatigue Syndrome. Journal of
Musculoskeletal Pain 2010; 18: 1271 137.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
The committee did not make any recommendations on the
management of orthostatic intolerance noting that although this
can be straightforward it this can involve advice on diet, carrying
out daily activities and activity support and should be tailored to
the person taking into account their other ME/CFS symptoms.
The committee noted medicines usually prescribed for Ol can
waorsen other symptoms in people with ME/CFS and should only
be prescribed or overseen by a clinician with expertise in
orthostatic intolerance. (see evidence review G).

Thank you for your comments and this information. The
committee agree it is important to investigate if symptoms are
related to another disorder and recommend throughout the
guideline that the advice of an appropriate specialist should be
sought if there is any uncertainty in interpreting signs and
symptoms.
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b. Chu L, Valencia 13, Garvert DW, et al. Onset Patterns and
Course of Myalgic Encephalomyelitis/Chronic Fatigue
Syndrome. Front Pediatr; 7. Epub ahead of print 2019. DOI:
10.3389/fped.2019.00012.

Many patients take or try various vitamins, supplements, and
herbs. Medical staff should encourage patients to tell them
everything they are taking. Patients may not be aware of serious
side effects from these substances or dangerous medication
interactions.

Irritable bowel syndrome is commonly co-morbid with ME/CFS.
Thus, other symptoms that might interfere with maintaining an
adequate, nutritious diet include abdominal pain, diarrhea,
bloating, and constipation. Medical staff will need to assess and
treat these symptoms as the situation warrants. For the severely
affected, constipation may be exacerbated by lack of
movement. In bedbound patients, severe impaction of stool
may manifest as diarrhea (rather than constipation) and can
result in poor appetite also.

For some patients, they may also benefit from being fed by
caregivers. Placing shacks near the patient may allow them to
eat/ drink when they feel better between meals. In some cases,
patients have placed a cabinet or even small refrigerator near
them to hold snacks

Since CBT has been emphasized previously in ME/CFS, we are
pleased to see the Committee address its use as a means of
psychological support for ME/CFS rather than as treatment for
it. We are also pleased to see that support groups are no longer

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

The committee agree and recommendation 1.12.24 includes
advising people with ME/CFS about the lack of evidence to
support routinely taking vitamins and supplements as either a
cure or to manage symptoms.

Thank you for your comment.

The NICE guideline on Irritable bowel syndrome has been added
to the guidelines listed in the coexisting conditions section of the
guideline to signpost people with ME/CFS for support with these
gastrointestinal symptoms. The committee note that when
referring to relevant NICE guidance the recommendations in the
sections on principles of care for people with ME/CFS, access to
care and energy management should be taken into account.

Thank you for your comment and information.

The list of examples was identified by the committee based on
their experience of what can help people and is not intended to
be an exhaustive list

Thank you for your comment.

After considering the stakeholder comments on the wording
6treatment or cure for ME/ CFS2&
the word 6treatmentd from thes
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

vi ewed negatively (e. g., as
beliefs) as noted for example on p. 55, line 6. Because different
people respond positively to different types of psychological
support, consider mentioning support groups in this section
also.

Although this Guideline concentrates rightfully on ME/CFS and
not on co-morbid conditions, since depression and anxiety are
common in ME/CFS, perhaps include a note that CBT is
established to be effective for depression/ anxiety. This way,
clinicians are reminded and patients/ caregivers are educated
that in patients with co-morbid mood disorders, CBT is often
among the first-line treatments for these conditions. We have
encountered patients affected by depression/ anxiety who are
reluctant to accept CBT for these diagnoses because they are
concerned that their mood disorder will be conflated with their
ME/CFS. Clarifying the role of CBT should help.

Question 1, Question 3: Traditionally, requirements for in-
person mental health care has been an obstacle for
homebound/ bedbound patients. Psychological help which can

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS. The
recommendation is clear that CBT is not curative.

CBT is not a treatment for ME/CFS but could be useful for some
people with ME/CFS with supporting them in managing their
symptoms.

After reviewing the evidence for psychological and behavioural
interventions other than CBT the committee concluded that
although some benefit was reported for different types of
interventions the evidence was mainly based on single studies
and the evidence was low to very low quality. The committee
agreed that there was insufficient evidence to make any
recommendations for any of the interventions (see evidence
reports G and H).

Thank you for your comment.

Co-existing conditions

The managing co-existing conditions of section of the guideline
raises awareness that other conditions may coexist with
ME/CFS, including depression and anxiety and these should be
investigated and managed in accordance with best practice. This
section also lists related NICE guidelines and recommends the
section on principles of care for people with ME/CFS, section on
access to care and the energy management recommendations
should be take into account when managing coexisting
conditions in people with ME/CFS.

Thank you for your comment.
The committee agree that flexibility in accessing services is
important to all people with ME/CFS as the symptoms

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

290 of 1137



Myalgic encephalomyelitis (or encephalopathy)/
Consultation on draft guideline

Stakeholder Document Page No
Syndrome/

Myalgic

Encephalomyelit

is (IACFS/ME)

International Guideline 036 007
Association for

Chronic Fatigue

Syndrome/

Myalgic

Encephalomyelit

is (IACFS/ME)

International Guideline 043 001
Association for

Chronic Fatigue

Syndrome/

Myalgic

Line No

10 November 2020 - 22 December 2020

Comments

be accessed remotely, via telephone or online conferencing
programs, may be vital for severely affected patients. Initial in-
home visits may also be helpful.

This section omits several conditions which are commonly
known to co-exist with ME/CFS and have specific, effective non-
pharmacological and pharmacologic treatments. For example,
the incidence of fibromyalgia may be as high as 70% and of
orthostatic intolerance syndromes as high as 95%. Other
conditions that fall in this category include irritable bowel
syndrome, migraine headaches, sleep apnea, and multiple
chemical sensitivity. This citation has a table and discussion of
common co-morbid conditions. Emphasize that while ME/CFS
has no effective disease-modifying treatments, many co-morbid
conditions do and treating them can substantially improve
patientsod | ives.

Chu L, Valencia 13, Garvert DW, et al. Onset Patterns and
Course of Myalgic Encephalomyelitis/Chronic Fatigue
Syndrome. Front Pediatr; 7. Epub ahead of print 2019. DOI:
10.3389/fped.2019.00012.

Since data about duration of flares is sparse, it may be better to
leave this as "days" without a specific number. Flares can also
last weeks and months. Flares can vary in their triggers,
symptoms, severity, and duration from patient to patient. They
may even vary within a patient at different times or stages of
their illness. Readers should be informed in reality, patients,

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
experienced can mean physically attending appointments can be
difficult particularly for people with severe or very severe
ME/CFS. In the Access to care section of the guideline and
section on people with severe and very severe ME/CFS home
visits are used as examples of supporting people with ME/CFS to
access care. The committee note that other methods, such as
online communications may be more appropriate depending on
the personds sympt oms.

Thank you for your comment.
This section links to related NICE guidance on co-existing
conditions.

Evidence review D- Diagnosis includes comprehensive lists of
differential and co-existing conditions that are commonly
associated with ME/CFS.

After considering the stakeholder comments the committee
added the NICE guideline on irritable bowel syndrome in adults.

Thank you for your comment.

After considering the range of stakeholder comments the
referenceto1-3 days has been removed
included. 6 A relapse | asts | on
to this definition.
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Comments

caregivers, and clinicians can only identify a flare (vs.
permanent worsening) in retrospect, after a patients has
recovered to their baseline.

Symptoms of Ol may be more subtle than dizziness/ fainting or
near fainting. The definition could include symptoms like
nausea, fatigue, confusion, feeling sick overall, etc. when in an
upright position which resolves immediately or soon after
sitting or lying down.

Explicitly include "personal care" as a physical activity. Personal
care includes toileting, feeding oneself, dressing, bathing, etc.
For the most severely affected and even some moderately
affected patients, self-care is a challenge and should be
inquired about by healthcare professionals. 'Household"
activities may imply housework and caring for family rather than
self-care.

Onset of worsening can be shorter than 12-48 hours. For
example, worsening can occur immediately after or a few hours
later depending on the patient's baseline state, type/ intensity/
duration of activity, and environment (e.g., noisy, hot, etc.).

Note the type of symptoms patients experience. Although
symptoms can vary from patient to patient and even within
patients from one post-exertional episode to another, some
common post-exertional symptoms are not those most
healthcare workers usually associate with exertion. For
example, besides post-exertional physical/ cognitive fatigue
and muscle/ joint pain, patients can experience appearance or
worsening of mental confusion, headaches, sore throats, and
problems with sleep.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

These are examples in the definition and as with any list of
examples these cannot be exhaustive for this reason your
suggestions have not been added.

Thank you for your comment.

The definition does include that for many people, physical activity
has a health benefit but in people with ME/CFS physical activity
may make their symptoms worsen. The committee noted that the
impact would vary in individuals with ME/CFS and agreed to
leave the definition broad.

Thank you for your comment and information.

The committee note that post exertional malaise is usually
described as delayed in onset with it typically delayed 12-48
hours after activity, but recognised that some people with

ME/CFS report PEM in a reduced (or later) time and have added
6can typicallyd to the definit
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Comments

a. Dr. Larry Baldwin charts the presence and intensity of
symptoms during different post-exertional episodes.

https://solvecfs.org/guest-post-dr-larry-baldwin-on-post-
exertional-debility-in-mecfs/

b. Stussman B, Williams A, Snow J, et al. Characterization of
Posti exertional Malaise in  Patients With  Myalgic
Encephalomyelitis/Chronic Fatigue Syndrome. Front Neurol;
11. Epub ahead of print 2020. DOI: 10.3389/fnheur.2020.01025.

c. Chu L, Valencia 13, Garvert DW, et al. Deconstructing post-
exertional malaise in myalgic encephalomyelitis/ chronic fatigue
syndrome: A patient-centered, cross-sectional survey. PLOS
ONE 2018; 13: e0197811.

Ai.. declining a specific
the persondés care. o0 We are
made and would suggest that it be repeated elsewhere in this
document in the physical activity and CBT sections. Previously,
we had heard from patients that declining GET or CBT damaged
their relationship with healthcare professionals, who would view
them as stubborn/ non-compliant/ irrational. This resulted in
patients being discharged from a doctor 6
certain testing/ treatments, and facing resistance when
requesting assistive devices, caregiver support, or disability
benefits.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

t r e a Thank you for your comment.
p The committee agree that the issue of choice is fundamental to

patient care. At start of the guideline the guideline links to the

NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of

choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS

is in charge of the aims of their care and support plan and this
applies to all the recommendations in the guideline.

Recommendation 1.1.5 in the principles of care section of the
guidelines is about this experience of people with ME/CFS.
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Comments

In the United States, the US Institute of Medicine believed that
a time shorter than 6 months and definitely 6 weeks would be
too early to give a firm diagnosis of ME/CFS. Conditions that
present like ME/CFS take time to investigate and may take time
to resolve (e.g., Epstein-Barr virus infectious mononucleosis).
Furthermore, treatment of some conditions takes time and their
resolution/ substantial improvement may help healthcare
professionals distinguish these conditions from ME/CFS (which
would not resolve or improve much with treatments aimed at
other conditions). One potential downside of a "too early"
diagnosis is some healthcare professionals may terminate a
thorough investigation earlier than warranted, believing they
already have the answer.

The Committee may also want to consider adding orthostatic
intolerance (Ol) to the 4 core symptoms. This is because Ol
symptoms can exist in up to 95% of ME/CFS patients and recent
studies show decreased cerebral blood flow in 90% of ME/CFS
patients (regardless of severity of illness, overt blood pressure/
heart rate changes, or existing diagnosis of Ol), Ol can be
effectively treated, and successful treatment can significantly
impact quality of life/ function.

a. van Campen C (Linda) MC, Verheugt FWA, Rowe PC, et al.
Cerebral blood flow is reduced in ME/CFS during head-up tilt
testing even in the absence of hypotension or tachycardia: A
quantitative, controlled study using Doppler echography. Clin
Neurophysiol Pract 2020; 5: 507 58.

b. Costigan A, Elliott C, McDonald C, et al. Orthostatic
symptoms predict functional capacity in chronic fatigue
syndrome: implications for management. QJM 2010; 103: 589i
595.

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

After considering the stakeholder comments the committee

agreed to make some edits to the recommendations on

suspecting and diagnosing ME/CFS and hope this has
addressed your points and added some clarity for readers. In
summary the edits to the points you make are:

T ©6weeks-6Provisional 6
committee agreed that the term
confusing while waiting for the results of any assessments to
exclude other conditions before diagnosis at 3 months. This
section now focus solely on suspecting ME/CFS.

1 Further investigation/differential diagnoses. Throughout the
section on suspecting ME/CFS the committee have
recommended that investigations should be done to exclude
other diagnoses and this should continue where ME/CFS is
suspected. They have now added some examples of tests
to be done. If in any doubt specialist advice should be
sought. The committee have added to the criteria for
suspecting ME/CFS and where
by another conditioné.

Orthostatic intolerance

The decision not to include orthostatic as a key criteria decision
was based on the evidence of the criteria reviewed in evidence
review D . They note that orthostatic intolerance is only
described in 4 of the 9 criteria compared to cognitive difficulties
that is described in 7 out of the 9 criteria reviewed.

The committee note there is additional information on orthostatic
intolerance in the management of symptoms section of the
guideline and in evidence review D.
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10 November 2020 - 22 December 2020

Comments

Question 3: During 2017-2018, the United States National

Institutes of Health convened a working group to come up with

outcomes measures for ME/CFS across studies. These

measures are known anse nitCo.nomoT
of the project were a) to help researchers save time when

selecting outcomes for studies, b) to facilitate comparisons

across studies and c) to encourage further data sharing and

mining.

This website details the results of the working group:

https://www.commondataelements.ninds.nih.gov/Myalgic%20E
ncephalomyelitis/Chronic%20Fatigue%20Syndrome

Evidence review G re Flares and Relapse on page 347 lines

15 and 16
AThe committee noted this
ME/CFS and had explained in the Information and
support section of the guideline that ME/CFS involves
periods of remission and

Remission implies that patients are well at times. Many
ME/CFS patients never experience remission but adapt to
living at a certain level and others have a steady decline no
matter what they do.

As we comment later in this document there must be a section
at the beginning of the guidelines that describes the disease.
You reference the IOM report i maybe you should use that
description and add it to the Context section later in the
Guidelines, and then move that section to the beginning.

You asked i

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment and information.

Thank you for your comment. The committee agree that the long-
term outlook of ME/CFS varies from person to person, and that
although a proportion of people recover or have a long period of
remission, many will need to adapt to living with ME/CFS.

This section of the guidelines and the recommendations and the
recommendations on Information and Support have been
amended to reflect this.

Thank you for your comment.

The introduction section has been replaced with the context
section at the back of the guideline and includes background
information. The context is not intended to be exhaustive and
sets the scene for developing the guideline.

Thank you for your comments and suggestions.
Implementation

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

295 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

In addition to your comments below on our guideline
documents, we would like to hear your views on these

questions: Thank you for your comment. The guideline reflects the evidence
for best practice. The committee agree that there is variation in
1. Which areas will have the biggest impact on the delivery of some of the recommended services across the
practice and be challenging to implement? Please NHS. There are areas that may need support and investment,
say for whom and why. such as training and access to specialist services, to implement
some recommendations in the guideline. guideline highlights
A Providing timely and correct diagnosis areas where resources should be focussed and those
o} Challenging for both patients and doctors as | interventions that should not be recommended, saving resource
not enough doctors who understand in other areas. Your comments will also be considered by NICE
ME/CFS where relevant support activity is being planned.
o] The document mentions the word
ispecialisto numerous times b
specialist or where/how patients are going to be able
to access them. There needs to be funding for
specialists. This will be extremely challenging in the current
environment and history dictates that ME will likely

not receive the amount of funding for these specialists
that is required.
o] Challenging for medical education as there
is considerable effort needed to get rid of the
thinking that ME/CFS is caused by childhood trauma,

for example.
A Providing ongoing care

o] Challenging to undo the harm that long-term
patients have suffered as a consequence of the
2007 CG53 guideline recommendations and the apathetic
approach to ME that governments, the NHS,
MRC and NICE have taken toward ME.

o] Challenging to encourage commissioners to
fund specialist care that satisfies the demand

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

296 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

o] Challenging to healthcare providers to get
long-term patients to trust them and

reconnect with healthcare as many have not seen a
doctor for their ME/CFS for years.

o} Challenging to NHS to re-educate ME/CFS
service providers that followed the

information in the 2007 guidelines and the research
that the public funders supported. Getting them to
acknowledge that their care set ups need to be overhauled.

A Providing appropriate care and follow up for the very
severely affected patients that have special needs.
o] Hospitals for example cannot guarantee

isolation from noise, light, smells etc. How to

accommodate for all the special requests and
requirements in practice?

o} There are not enough knowledgeable
healthcare staff to advice on problems with tube

feeding and other dietary issues for example. Not
enough dieticians in general and even less so
those that understand ME/CFS.

o] Not enough healthcare professionals who do
home visits

A Treating children with ME/CFS with respect and
listening to them

o} Challenging for social services and
paediatricians to understand that ME/CFS is a

disease that does not require child protection orders
to be implemented just because the child
has been diagnosed with ME/CFS
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2. Would implementation of any of the draft
reco mmendations have significant cost implications ?

A Medical education on ME/CFS needs to be
standardised and updated as required. Needs

funding.
A GPs need to follow up their ME/CFS patients just as

they do any other of their chronically ill

patients so that they can provide medical evidence for
DWP assessments for example.
A ME/CFS services need to connect to research
initiatives to foster learning and collaboration.

This needs funding.
A Very severely ill ME/CFS patients need in-patient
facilities and respite care offered to carers

that are often family members. Funding is required for
this.

3. What would help users overcome any
challenges? (For example, existing practical resources or
national initiatives, or examples of good practice.)

A There needs to be major investment in all areas of
ME/CFS biomedical research to help provide good
evidence for policies that guide patient care.

Invest in ME Research has been involved in funding
and initiating ME/CFS research at

Quadram Institute in Norwich since 2013. The charity
initiated partnership involves the local

East Coast Community Health ME/CFS clinic and is
an example of good collaborative practice
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that has been initiated by patients and carers without
any support from public funding.

Invest in ME Guideline General General It would be prudent to produce separate sections of the Thank you for your comment.
Research guidelines for children and for severely affected (maybe even
splitting this category into severe and very severe sections). After considering the stakeholder comments the committee
At the moment these groups get lost in the overall text. restructured the guideline placing a separate section for people

with severe or very severe ME/CFS after the main of

The specific information concerning children and severe, very recommendations. The committee agreed this would ensure that

severe ME patients should be clearly visible and not imbedded | the particular needs of people with severe and very severe

in the overall text. ME/CFS were not hidden within the guideline nor mistaken to
reflect the experience of all people with ME/CFS. With reference

This will aid healthcare staff in understanding and treating the to children and young people they decide that these

disease better. recommendations were placed as additional recommendations in
the relevant sections.

The draft guidelines are a cumbersome document to read and

need more clarity.

Invest in ME Guideline 001 5 We commented on terminology used by NICE fourteen years Thank you for your comment.
Research ago when we commented on the draft guidelines and the The committee agree that none of the currently available terms
finalised guidelines CG53. are entirely satisfactory. The rationale for using ME/CFS was

initially set out in the scope for the guideline, 6 Thi s gui d
You should not be using Encephalopathy i use the term used scope uses OME/ CFS6 but this i

by the WHO. particular definition of this illness, which has been described
using many differentnamesé and t hen readdr ¢
The 2007 guidelines (CG53) used the term CFS/ME i so section of the guideline, 6 The t er ms ME, CFS,

perhaps you need to expl ain w MEICFShave all been used for this condition and are not clearly

Standardo as described by NI C defined. Thereis little pathological evidence of brain

referred CFS/ME but are now being updated by these draft inflammation, which makes the term 'myalgic encephalomyelitis'

guidelines to use ME/CFS. problematic. Many people with ME/CFS consider the name
‘chronic fatigue syndrome' too broad, simplistic and judgemental.
For consistency, the abbreviation ME/CFS is used in this
guidel ine. d

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

299 of 1137



Stakeholder

Invest in ME
Research

Myalgic encephalomyelitis (or encephalopathy)/

Document

Guideline

Page No

003

Line No

2

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management

Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Comments

An introduction to the disease is required in the Contents,
before Recommendations.

You need to describe ME here in order to set the scene for
GPs and those others for whom this document is intended.
(the 2007 guidelines had an introduction of sorts)

The guideline needs to include an introduction that gives
general information on ME/CFS such as numbers affected, the
most common triggers etc.

It should also describe the terms being used and the reason
for the update 7 and possibly admit to the flaws in the 2007
guidelines that were rejected by (most) charities.

The introduction should mention the WHO ICD-10
classification G93.3 and as well as ICD-11 classification code
of 8E49.

WHO ICD-10 and ICD-11 both use postviral fatigue syndrome
as the lead term and include myalgic encephalomyelitis in ICD-
10 with chronic fatigue syndrome in the alphabetical
index/indexed to G93.3.

ICD-11 includes both myalgic encephalomyelitis and chronic
fatigue syndrome under the lead term post viral fatigue
syndrome.

WHO does not use the term myalgic encephalopathy 1 neither
should you!

Even if SNOMED (code 52702003) does accept that term it
would make far more sense, and be more responsible of
NICE, to use the term that WHO uses as the preferred term in

Devel operds response
Thank you for your comment.

The introduction section has been replaced with the context
section at the back of the guideline and includes this information.
The text O6Myalgic encephal omye
of the nervous system in the SNOMED-CT UK and ICD10

(G93.3) has been added to the context.
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10 November 2020 - 22 December 2020

Comments

order to reduce the amount of confusion and possibly
mistakes.

The correct coding and terminology is important for data
collection on the incidence and prevalence and healthcare
planning and you could aid in this aspect by standardising on
the WHO terminology.

It would help GPs, commissioners and other healthcare
professionals see the category of disease they are dealing
with.

It should not be left open for speculation.

Re-education of healthcare professionals should start here in
the introduction.

Many of the specialist services that were set up following on
from the 2007 guidelines were within mental health services
headed by a spectrum of professionals with no one speciality
adopting ME/CFS.

These guidelines need to describe ME, CFS and the reason
for the use of ME/CFS to avoid free for all interpretation
happening again.

This should read Anéwho do not

inference in your terminology is that this is peculiar to the
individual.

If it affects 250,000 in the UK then it is more serious than other
diseases such as MS or HIV/AIDS.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your comment.

There is controversy over the terms used to describe ME/CFS
and this is reflected in the stakeholder comments. After
discussing in detail the wording of this recommendation the
committee agreed not to change condition to disease. Reference
to the ICD10 classification has been included in the context
section of the guideline.
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004

004

004

Line No

5

16

16

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

As you base these guidelines on the IOM report then why do
you not use the same definition for ME?

Hereitis i

" ME/CFS is a serious, chronic, complex, and systemic
disease that frequently and dramatically limits the activities of
affected patients."

reference:

Beyond Myalgic Encephalomyelitis/Chronic Fatigue Syndrome:

Redefining an lliness

Committee on the Diagnostic Criteria for Myalgic
Encephalomyelitis/Chronic Fatigue Syndrome; Board on the
Health of Select Populations; Institute of Medicine
Washington (DC): National Academies Press (US); 2015 Feb
10.

The National Academies Collection: Reports funded by
National Institutes of Health.

PMID: 25695122

1.1.2 Recognise that people with ME/CFS may have
experienced prejudice

This should read
1.1.2 Recognise that many people with ME/CFS have

experienced prejudice

It might be helpful to mention here that the previous 2007
NICE guideline and its recommendations, and the travel of
research and clinical considerations that followed, contributed

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

There is controversy over the terms used to describe ME/CFS
and this is reflected in the stakeholder comments. After
discussing in detail the wording of this recommendation the
committee agreed not to change the terms used.

Thank you for your comment.

The current wording is clear that there are people with ME/CFS
that have experienced prejudice and your suggestion does not
add further clarification. For this reason the recommendation has
not been edited.

Thank you for your comment.
The current wording is clear that there are people with ME/CFS
that have experienced prejudice and your suggestion does not
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

to the prejudice, stigma and build-up of distrust between
patients and healthcare professionals.

Maybe it should be mentioned in the introduction rather than
here (see our comment 3)?

should read

".. they may have justifiably lost trust..."

Should read "Explain and emphasise to people with ME/CFS

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

add further clarification. For this reason the recommendation has
not been edited.

The context notes that the 200
recommendations on cognitive behavioural therapy and graded
exercise therapy. Both treatments are controversial for this
condition, and there are disagreements and uncertainty about
their effectiveness among both people with ME/CFS and health
providers. 0

Thank you for your comment.

This recommendation highlights the reason why people with
ME/CFS have lost trust in health and social services, to add
justifiably is unnecessary. For this reason the recommendation
has not been edited.

Thank you for your comment.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the

NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care. For this reason your suggestion has not been added.

Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.).
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Invest in ME Guideline
Research
Invest in ME Guideline
Research
Invest in ME Guideline
Research

Page No

005

006

008

Line No

20

10 November 2020 - 22 December 2020

Comments

It might be useful to mention here that the 2007 guidelines and
the travel of research that followed contributed to this prejudice
and disbelief.

There is a great deal of re-education that is needed to be
arranged and performed in order to change the current
thinking of healthcare professionals and social workers.

The most important aspect is that health care and social care
professionals truly need to listen to the child and believe in

them and learn from them to be able to support them.

There should be a recommendation for a minimum set of
appropriate bloodt est s as well as most
flagso/other conditions to ke
as it is known that there is a high rate of misdiagnosis?

In the CG53 guidelines of 2007 NICE did include
recommendations under chapter 1.2.2 History, examinations
and investigations.

What has changed since 2007?

You state in the evidence review 1

AThe committee took the view
possible conditions which might be considered was not
possible, nor was it appropriate to provide advice on these
conditions in this guideline, where there is relevant NICE
guidance it is referenced in

There is no need for an exhaustive list but some of the most
common examples of exclusions to keep in mind would be
helpful as misdiagnosis is very common and GP appointments
do not allow much time to be spent on each patient.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Thank you for your comment.

Thank you for your comment.

Throughout the guideline the committee have recommended the
importance of carrying out investigations to exclude other
diagnoses. The committee have now included examples of
investigations that might be carried out. The examples are not
intended to be an exhaustive list and as you say there is no need
for one and the committee note that any decision to carry out
investigations is not limited to this list. They emphasise the
importance of using clinical judgment when deciding on
additional investigations.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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008

009
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011

Line No

17

17

17

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Should you mention here that these criteria are modified from
the IOM 2015 criteria?

How would suspected ME/CFS be coded in healthcare
records?

Advice to GPs here would be useful.
To reduce their activities and listen to their bodies (common
sense approach) would be the first item to mention

Who are these specialist teams experienced in ME?

They do not exist now so where do they come from?

What do they consist of?

What training and experience do they require?
Repeatedly trotting out this
when you do not have to define them or identify them.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

This is referred to in the rationale section of the guideline linked
to this recommendation.

Thank you for your comment.

The coding of conditions in healthcare records is not in the remit
of NICE.

Thank you for your comment.

After considering stakeholder comments this bullet point has

been edited to ,6advise . not
perceive they have T they shou
within this |limit and not push

hopes this clarifies that people should listen to their bodies.
Thank you for your comment.

Based on the evidence ( Evidence reviews A.B,C,D and I) and
the committeebs experience ref¢
was recommended for confirmation of diagnosis, development of
the care and support plan, advice on energy management,
physical activity, and dietary strategies. ME/CFS specialist teams
where seen as the most appropriate place for people with

ME/CFS to access support with GPs providing ongoing support
and review.

The committee agree there is inequity in the provision of services
and access to ME/CFS specialist teams. They discuss further
access to ME/CFS specialist teams in Evidence review |-
Multidisciplinary care, they note that children and young people
are likely to be cared for under local or regional paediatric teams
that have experience working with children and young people
with ME/CFS in collaboration with ME/CFS specialist centres. In
these situations confirmation of diagnosis and the development

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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011

011

011

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management

Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Line No Comments
8 Should this be care plan instead of management plan?
8 Is the diagnosis and care (management) plan taken care of by

separate healthcare professionals?

Who is in charge/takes responsibility for the overall care?

10 This is very precarious as there is no description of a specialist
paediatric team.

Devel operds response

of the care and support plan is supported by the ME/CFS
specialist centres

A description of ME/CFS specialist teams has been added to the
terms used in the guideline and this includes the model with local
and regional teams.

Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Thank you for your comment.

After considering stakeholder comments the committee agreed
toeditthi s recommendati on to, 6ref ¢
specialist team experienced in managing ME/CFS to confirm

their diagnosis and develop a care and support management
plan. 6 And hoped this adds cl g
multidisciplinary care has further information on ME/CFS
specialist teams.

The multidisciplinary care section of the guideline includes a
recommendation that people with ME/CFS have a hamed
contact to coordinate their management plan, help them access
services and support them during periods of relapse.

Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Thank you for your comment.

The committee discuss further access to ME/CFS specialist
teams in Evidence review |-Multidisciplinary care, they note that
children and young people are likely to be cared for under local

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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011

Line No

11

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

We know from experience how badly wrong this can go where
a paediatric team is headed by somebody who does not
believe in ME.

This is where many lives begin to unravel.
What are the definitions of specialist teams - who decides?

Who i s i n c¢ harogesall cafe if themeeare gahnidus d
professionals involved?

Why does the paediatrician who diagnoses the child need to
refer further to a paediatric ME/CFS specialist team?

As you probably knoWE/CHKSespeeialis r
teamsd t hat Hered®E as@preblem arising from
childhood trauma.

How do you ensure that there are specialist paediatric teams
available whose approach is in line with the new guidelines?

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
or regional paediatric teams that have experience working with
children and young people with ME/CFS in collaboration with
ME/CFS specialist centres. In these situations confirmation of
diagnosis and the development of the care and support plan is
supported by the ME/CFS specialist centres

A description of ME/CFS specialist teams has been added to the
terms used in the guideline and this includes the model with local
and regional teams.

Thank you for your comment.

The multidisciplinary care section of the guideline includes a
recommendation that people with ME/CFS have a named
contact to coordinate their management plan, help them access
services and support them during periods of relapse.

The committee added referral at the 4 week point to a
paediatrician in the first instance for further assessment and
investigation and then to a ME/CFS specialist for confirmation of
a ME/CFS diagnosis to ensure children and young people will
have a timely accurate diagnosis of ME/CFS. See Evidence
review D- for the evidence and committee discussion. The
committee acknowledged that non-specialists may not feel
confident in diagnosing ME/CFS and recommended that people
with suspected ME/CFS are referred to a ME/CFS specialist
service for confirmation of the diagnosis ( Evidence review B). In
addition, the referral to community paediatricians for further
investigations before ME/CFS specialist teams is the experience
of committee members of working with children and young
people.

The committee agree that training for health and so  cial care
professionals is important and have recommended that
health and social care providers should ensure that all staff
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Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

delivering care to people with ME/CFS should receive
training relevant to their role and in line with the guideline.
To note the t raining recommendations have been edited.

Invest in ME Guideline 011 12 Should this be a care plan instead of management plan? Thank you for your comment.

Research Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Invest in ME Guideline 011 13 The make-up of the desired specialist team should be Thank you for your comment.
Research described to give commissioners some direction as, at the The committee were unable to draw conclusions about the
moment, there is no national standard. specific composition of a multidisciplinary team based on the

evidence but they agreed that good care for people with ME/CFS
results from access to an integrated team of health and social
care professionals that are trained and experienced in the
management of ME/CFS. Accordingly the committee
recommended and described the expertise that should be
available to a person with ME/CFS (Evidence review |
_Multidisciplinary care (Benefits and Harms section).

Invest in ME Guideline 011 16 NICE should recommend standard tools to be used for the Thank you for your comment.

Research assessment. Symptom assessment questionnaires are discussed in Evidence
review D. In summary no validated questionnaires were identified
and the committee were not confident in making a
recommendation on s standard tool.

Invest in ME Guideline 012 10 Replace management plan with care plan Thank you for your comment.

Research Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response
Invest in ME Guideline 012 27 Should that be worsening symptoms? Thank you for your comment.
Research After considering the range of stakeholder comments on the

terms flare and relapse the committee agreed to change flare to
flare up and not to edit relapse.

Invest in ME Guideline 013 2 Replace management plan with care plan Thank you for your comment.

Research Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Invest in ME Guideline 013 10 Replace management plan with care plan Thank you for your comment.

Research Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Invest in ME Guideline 013 13 Replace management plan with care plan Thank you for your comment.

Research Management plan has been edite
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)

Invest in ME Guideline 014 1 It would be best to learn from the child and provide the Thank you for your comment and information.
Research information they ask for.

Find out what is important to the child.
Invest in ME Guideline 014 8 This is one of the most important aspects of this guideline. Thank you for your comment and information.
Research If you give all involved (patient, school, employers etc.) the

right kind of information at the point of diagnosis then there is
no need for all of the extra and unnecessary talk of tailored
goal setting and other top down guidance.

Patients are just ill and have not lost their intelligence.

Invest in ME Guideline 014 10 What kind of sources would be considered reliable and up-to- Thank you for your comment.
Research date? Throughout the guideline various sources of information are
Just collecting words without definition is irrelevant. referenced, for example ME/CFS specialist services, self-help

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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19

20

21

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Repl ace Afoftend with #fAcan in

Many patients remain at their baseline and experience no
remission at all.
Instead of flares and relapse use worsening of symptoms.

who decides this information?

Giving information on some groups may lead to wrong or
distorted information being given

Who are these - what definition i where?

Repl ace Ashould bed with
There are few who have training and experience in ME.
How should they be trained and by whom?

fimus

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
groups, support groups and other local and national resources
for people with ME/CFS.

Thank you for your comment.

After considering the range of stakeholder comments on this
bull et point it has been-tamdite
outlook from person to person i although a proportion of people
recover or have a long period of remission, many will need to
adapt to living with ME/CFS. 6
all people with ME/CFS.

See evidence review A for the committee discussion on
information about the long term outlook for people with ME/CFS.
Thank you for your comment and information.

Thank you for your comment.

After considering the range of stakeholder comments on the
terms flare and relapse the committee agreed to change flare to
flare up and not to edit relapse.

Thank you for your comment.

The committee agreed on a broad recommendation on where to
access information and not to add examples of organisations. As
with any list of examples these cannot be exhaustive and there is
the risk these are taken as the only options available.

Thank you for your comment.

The committee agreed that all staff delivering care to people with
ME/CFS should have training relevant to their role so they can
provide care in line with the guideline and this is included in the
recommendations in the training for health and social care
professionals section of the guideline. This applies to this
section.

Must is used in a recommendation when there is a legal duty to
apply a recommendation. This is not the case here and no
changes have been made to the recommendation.
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14
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30

17

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

It would be good to have information on where these trained
and experienced professionals can be found.

Is there a register of such professionals?

Do they have training in ME in reality?

It is not the fear that stops ME patients doing anything.
They know if they are well enough to leave the house or not.

Replace management plan with care plan

Replace management plan with care plan

Repl ace Aisomed with Amostodo or

Replace management plan with care plan

Is not the patient themselves the experts in self- management?

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

Thank you for your recommendation.

The committee agree that all staff delivering care to people with
ME/CFS should have training relevant to their role so they can
provide care in line with the guideline and this is included in the
recommendations in the training for health and social care
professionals section of the guideline.

Thank you for your comment.
After considering stakeholder comments about the word fear this
recommendati on has bheiresymptendsiwil e d

worsen may prevent people fraon
Thank you for your comment.
Management plan has been edite

line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Thank you for your comment.
Management plan has
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-
centred/planning/.)

Thank you for your comment.

This recommendation applies to all people with ME/CFS and the
committee agreed that some is appropriate here.

Thank you for your comment.
Management plan has
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
Thank you for your comment.

been edite

been edite
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Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Should this be managing worsening of symptoms?
Flares and relapse imply that there has been a period of
improved health?

For many ME/CFS patients the reality involves maintaining
their level of health and avoiding making things worse.

There are numerous mentions of specialist teams but there is
no acknowledgement that there are very few teams in the UK
that could be considered specialists.

No mention of the training necessary, no mention of the cost of
retraining, and in the current economic climate no chance of
them being created.

Replace management plan with care plan

Replace relapse with worsening of symptoms.

Lines 18 to 24 resemble dressed-downgraded exercise
programme.
It makes it sound as if patients cannot judge their limits
themselves.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
The section on energy management in the guideline explains it is
a self-management strategy led by the person themselves but
with support from a healthcare professional.

Thank you for your comment.

After considering the range of stakeholder comments on the
wording of flare the committee edited flare to flare ups.

The description of flare up in the terms in the guideline includes
that a flare up is a worsening of symptoms.

Thank you for your comment.

The guideline reflects the evidence for best practice. The
committee agree that there is variation in the delivery of some of
the recommended services across the NHS. There are areas
that may need support and investment, such as improved access
to specialist services, to implement some recommendations in
the guideline. guideline highlights areas where resources should
be focussed and those interventions that should not be
recommended, saving resource in other areas. Your comments
will also be considered by NICE where relevant support activity is
being planned.

Thank you for your comment.

Management plan has been edited to care and support plan.
Thank you for your comment.

After considering the range of stakeholder comments on the
wording of flare and relapse the committee edited flare to flare
ups and did not edit relapse.

The description of flare up and relapse is included in the terms in
the guideline and references the worsening and exacerbation of
symptoms.

Thank you for your comment.

Energy management
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Stakeholder Document Page No Line No Comments
They can if they are informed of the disease in an honest
manner and told that one cann
ME/CFS.
Invest in ME Guideline 024 1 Should it be caring for ME/CFS?
Research

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

This section of the guideline provides information on the
principles of energy management and is clear that it includes all
types of activity (cognitive, physical, emotional and social) and
takes into account their overall level of activity. Energy
management uses a patient led approach that is flexible and
tailored, so that activity is never automatically increased but is
maintained or adjusted (upwards after a period of stability or
downwards when symptoms are worse). (See Evidence review G
for the committee discussion on self-management strategies).

Graded exercise therapy focuses on physical activity and the
aims to increase activity.

The recommendation is clear that energy management is a self-
management strategy led by the person themselves but with
support from a healthcare professional within a ME/CFS
specialist team.

Thank you for your comment.

This section refers to ME/CFS as a condition and not people with
ME/CFS as such managing is more appropriate here.

To note Management plan has be
pland in line with personali se
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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Research

Invest in ME
Research

Invest in ME
Research
Invest in ME
Research

Myalgic encephalomyelitis (or encephalopathy)/

Document

Guideline

Guideline

Guideline

Guideline

Page No

024

024

025

025

Line No

4

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

Perhaps this should be stated in an introduction at the
beginning
(see our comment 3)

This section tries to
interpretation.

Advice on reducing activities and finding a level that is
manageable should be considered as part of standard medical

care.

pl ease

If patients feel supported and are allowed/encouraged to find
their own limits/ judge their own function and monitored at
regular follow-ups by their GP or a relevant specialist then that
is all that is required.

As there is no evidence for any treatment, management or
therapy in ME/CFS then standard medical care principles
should be followed.

This is a meaningless statement.

There is too much talk of plans and goals etc.

It makes it all sound as if patients had lost the skill to live and
need to be managed.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

The introduction section has been replaced with the context
section at the back of the guideline. This describes the
disagreement an uncertainty in the evidence for therapies in
ME/CFS and the need to update the 2007 guideline.

Thank you for your comment.

Energy management

Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

Thank you for your comment.

Thank you for your comment.

The committee agreed that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
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Guideline

Guideline

Page No

025

025

026

Line No

15

19

10 November 2020 - 22 December 2020

Comments

Again why specifically mention an activity plan as though it is
an objetive regardless of the disease.
The objective is to get well not achieve a text-book goal.

Why plan activity? Surely this must be done only of/when the
patient can.

By definition that means it cannot be planned.

again...continued emphasis on physical activity

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response

support plan without it affecting access to other aspects of their
care.

The beginning of this section is clear that this is a self-
management strategy led by the person themselves with support
from a healthcare professional in a ME/CFS specialist team.
Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

Thank you for your comment.

Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

Thank you for your comment.

The principles of energy management are set out in
recommendation 1.11.2. The aim is to support the person with
ME/CFS to use the amount of energy they have while reducing
their risk of post-exertional malaise or worsening their symptoms
by exceeding their limit. Planning is important to reduce this risk.
Thank you for your comment.
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Stakeholder Document Page No Line No Comments
Invest in ME Guideline 026 4 Is it sensible to try to establish energy management plans for
Research severe or very severe ME patients?

One would think that provision of practical help and aids in
managing the demands of daily living is required.

You say in your rationale -
AThe committee agreed tha
strategies are inappropriately applied in people with
severe or very severe ME/CFS this will increase the
potential for harm.
To reflect this, they recommended specialist advice
and additiona | care in this gro

Devel operds response

Based on the quantitative and qualitative evidence ( evidence
reviews A, G and H) and their own experience the committee
concluded that it was important that a physical activity or
exercise programme is considered for people with ME/CFS
where appropriate and where they choose this. When developing
the guideline the committee was mindful of the importance of
developing a guideline for all people with ME/CFS. Throughout
the process the committee recognised the difficulty in finding the
balance to reflect the variation in the impact and severity of
symptoms that people with ME/CFS experience. The committee
acknowledged there are people with ME/CFS that may choose to
incorporate a physical activity or exercise programme into
managing their ME/CFS. Where this is the case the committee
agreed that it was important that they are supported by
healthcare professionals that are trained and specialise in
working with people with ME/CFS. See evidence reviews F and
G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

Thank you for your comment.

Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
(Evidence review A) and their experience the committee
concluded that all people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

This section of the guideline provides information on the
principles of energy management and is clear that it includes all
types of activity (cognitive, physical, emotional and social) and
takes into account their overall level of activity.
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Document Page No | Line No Comments

How confident is the guideline development group that there
are enough specialists that can safely provide this advice?

Guideline 026 16 This could be considered as part of standard medical care for
anyone with a long-term chronic condition and is welcomed.

Guideline 027 20 The committee justifies this physical activity chapter with their
statement 1

AfiBecause of the harms rep
evidence, as well as the
the effects when people exceed the limits of their
energy envelope, the committee recommended

that people with ME/CFS should not undertake a
physical activity or exercise programme unless it

is delivered or overseen by a physiotherapist or
occupational therapist who has training and

Devel operds response

The additional recommendations on people with severe to very
severe ME/CFS are to ensure that additional caution is taken.
The committee included (if possible) to emphasise that any
increases may not be possible and the plan should be
developed by a physiotherapist or occupational therapist working
in a ME/CFS specialist team.

The guideline reflects the evidence for best practice. The
committee agree that there is variation in the delivery of some of
the recommended services across the NHS. There are areas
that may need support and investment, such as access to
ME/CFS specialist services , to implement some
recommendations in the guideline. However, this guideline
highlights areas where resources should be focussed.
Commissioners are listed as one of the groups that the guideline
is for and the committee hope that new guideline will be taken
into account when commissioning services for people with
ME/CFS.

Thank you for your comment.

Thank you for your comment and information.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

317 of 1137



Stakeholder

Myalgic encephalomyelitis (or encephalopathy)/

Document
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Line No

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

expert ise in ME/CFS. The committee reinforced
there is no therapy based on physical activity or
exercise that is effective as a treatment or cure
for ME/ CFS. O

What is the purpose of this physical activity then if it is not a
treatment or cure?

An evidence based guideline should stick to evidence and this
chapter is very confusing as it tries to cover all bases and
|l eaves it open to anyoneds in

It tries to shoehorn exercise into the guideline whilst saying
there is no evidence to support it and leaves the door open for
out-dated and discredited models to continue.

The previous chapters of energy management and physical
maintenance should suffice.

As and when patients feel their energy envelope limits
increase they start to do more intuitively.
need to be made u

| t does not

plan.

We make the observation that this guideline seemingly tries to
overturn the 2007 guideline by addressing the same therapies
in a more fApatient friendlybo
page and just going by the evidence.

If there is no evidence of any treatment then we feel it would
be best to follow standard medical care principles until more
evidence is established.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Based on the evidence* and their own experience the committee
concluded there are clear indications about what type of physical
activity or exercise programmes should not be offered to people
with ME/CFS but it was important that a physical activity or
exercise programme is available for people with ME/CFS where
appropriate and where they choose to explore this. The
committee recognised there are people with ME/CFS that may
feel ready to incorporate a physical activity or exercise
programme into managing their ME/CFS and want to explore this
option. Where this is the case the committee agreed that it was
important that they are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.
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Stakeholder Document Page No Line No Comments Devel operds response

In 2017 lIMER representatives met the deputy CMO of
England and what was said then still applies we feel:
*See Evidence reviews G and H, these describe the quantitative

fin Practical terms: we need physician led services and the qualitative evidence for physical activity and exercise
(very few of which currently exist) which provide help | interventions and includes the committee discussion. The

and continued surveillance. committee discussed this evidence with the findings from the
ME is an identifiable problem due to the characteristic | review on access to care (report C), diagnosis (report D),

of post exertional malaise (PEM). multidisciplinary care ( report I) and the reports on Children and
Surveillance is needed as other diseases such as Young people (Appendix 1) and people with severe ME/CFS

lymphoma can be hidden i n tF (Appendix2).
https://investinme.org/IIME-Newslet-1701-01.shtml

Treatment or cure

After considering the stakeholder comments on the wording
6treatrmemntr eo for ME/ CFS6 t he ¢
the word 6treatmentd from thes
misinterpretation with the availability of treatments for symptom
management for people with ME/CFS.

Invest in ME Guideline 028 16 In 1.11.16 you instructed not to offer Thank you for your comment.
Research
Based on the evidence* and their own experience the committee
A any therapy based on physical activity or exercise as | concluded there are clear indications about what type of physical
a treatment or cure for ME/CFS activity or exercise programmes should not be offered to people
with ME/CFS but it was important that a physical activity or
A generalised physical activity or exercise programmes | exercise programme is available for people with ME/CFS where
i this includes programmes developed for healthy people or appropriate and where they choose to explore this. The
people with other illnesses committee recognised there are people with ME/CFS that may
feel ready to incorporate a physical activity or exercise
Now in this 1.11.18 you stat e i programme into managing their ME/CFS and want to explore this
A A physical activity pr ogr option. Where thisisthe case the committee agreed that it was

important that they are referred to and supported by
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Stakeholder Document Page No Line No Comments

Conflicting and dangerous statements. What a mess!

In any case, most of the physiotherapists and OTs that have
specialised in ME/CFS in the past 13 years need to be

retrained.
Invest in ME Guideline 028 19 The same thing could be said about almost anything including
Research GET so why not just stay with the evidence and remove this

whole chapter of physical activity.

Devel operds response

physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

*See Evidence reviews G and H, these describe the quantitative
and the qualitative evidence for physical activity and exercise
interventions and includes the committee discussion. The
committee discussed this evidence with the findings from the
review on access to care (report C), diagnosis (report D),
multidisciplinary care ( report I) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS
(Appendix 2).

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.

To note the training recommendations have been edited.

Thank you for your comment.

Based on the quantitative and qualitative evidence * and their
own experience the committee concluded that it was important
that a physical activity or exercise programme is available for
people with ME/CFS where appropriate and where they choose
this. When developing the guideline the committee was mindful
of the importance of developing a guideline for all people with
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Line No

20

20-22

Consultation on draft guideline

10 November 2020 - 22 December 2020

Comments

This sort of statement is meaningless.

How does the physiotherapist or OT judge who benefits, is
made worse or experiences no difference?

It is only by trial and error.

In the NICE guidelines of 2007 advised against sleep in the
day.

In CG53 from 2007 it was stated i

nl1.4.2.3 Sleep management
include encouraging daytime sleeping and naps.
People with CFS/ME should be advised that

excessive sleep does not generally improve physical

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
ME/CFS. The committee recognised there are people with
ME/CFS that may feel ready to incorporate a physical activity or
exercise programme into managing their ME/CFS and want to
explore this option. Where this is the case the committee agreed
that it was important that they are referred to and supported by
physiotherapists and occupational therapists that are trained and
specialise in ME/CFS to do this safely. See evidence reviews F
and G, where the committee outline where it is important that
professionals trained in ME/CFS deliver specific areas of care.

*See Evidence reviews G and H, these describe the quantitative
and the qualitative evidence for physical activity and exercise
interventions and includes the committee discussion. The
committee discussed this evidence with the findings from the
review on access to care (report C), diagnosis (report D),
multidisciplinary care ( report I) and the reports on Children and
Young people (Appendix 1) and people with severe ME/CFS
(Appendix 2).

Thank you for your comment.
The risk and benefits refers to the risks and benefits of a physical
activity programme and not a judgment about who benefits.

Thank you for your comment.

After considering the stakeholder comments the committee
agreed to include consensus recommendations on sleep
management for people with ME/CFS.

There was a lack of evidence identified for rest and sleep
strategies and the committee were unable to give specific advice
about strategies recognising the approaches should be tailored
to the individual. The recommendations include that people

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or

advisory committees

321 of 1137



Myalgic encephalomyelitis (or encephalopathy)/
Consultation on draft guideline

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments
or mental functioning, and excessive periods of
daytime sleep or frequent napping may further disrupt

thesleepiwa ke cycl e. 0o

Now the 2020 draft guidelines state 1

fi

A how to introduce rest periods into their daily routine,
including how often and for how long, as appropriate for each
persono

How strange that NICE took 13 years to agree with us that
patient should do what they need to when they need to i
despite there being no new research evidence.

Only properly conducted sleep investigations can determine
what is appropriate for each person.

Are there enough dietitians who specialise in ME/CFS to fulfil
this recommendation?

What is NICEOb6s

Invest in ME Guideline 032 8

Research

solution if

nao

National Institute for
Health and Care Excellence

NICE

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
should be given advice on the role of rest and sleep and
personalised sleep management advice.

Thank you for your comment.

The committee agree there is a lack of dieticians in the NHS that
specialise in ME/CFS but consider that in their clinical
experience and consensus view people with ME/CFS can have
specific dietary management needs that require access to a
dietician who understands the needs of people with ME/CFS.

The recommendation has been reworded to describe dietician as
a oO6dietician who has a speci al
recognised that currently dieticians are not solely based in
ME/CFS services (specialising in ME/CFS) but there are
dieticians that provide expertise to ME/CFS services, special
interest describes this group of professionals better.

The i mplementation of this r
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22
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N I C E National Institute for
Health and Care Excellence
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10 November 2020 - 22 December 2020

Comments

Are there enough paediatric dietitians who specialise in
ME/CFS to cover the demand?

Are there enough dietitians who specialise in ME/CFS to fulfil
this recommendation?

Devel operds response

Thank you for your comment.

The committee agree there is a lack of paediatric dieticians in
the NHS that specialise in ME/CFS but consider that in their
clinical experience and consensus view people with ME/CFS can
have specific dietary management needs that require access to a
dietician who understands the needs of people with ME/CFS.

Commissioners are listed as one of the groups that the guideline
is for and the committee hope that new guideline will be taken
into account when commissioning services for people with
ME/CFS.

The recommendation has been reworded to describe paediatric
dietician as a o6paediatric die
ME/ CFS6, the committee recogni
dieticians are not solely based in ME/CFS services (specialising

in ME/CFS) but there are paediatric dieticians that provide
expertise to ME/CFS services, special interest describes this
group of professionals better.

The i mplementation of this rec

Thank you for your comment.

The committee agree there is a lack of dieticians in the NHS that
specialise in ME/CFS but consider that in their clinical
experience and consensus view people with ME/CFS can have
specific dietary management needs that require access to a
dietician who understands the needs of people with ME/CFS.

The recommendation has been reworded to describe dietician as
a oO6dietician who has a speci al
recognised that currently dieticians are not solely based in

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

MEI/CFS services (specialising in ME/CFS) but there are
dieticians that provide expertise to ME/CFS services, special
interest describes this group of professionals better.

Invest in ME Guideline 034 16-20 All of the history behind CBT and the funding awards for
Research research using CBT and the practices of vested interests Thank you for your comments.
pushing this have been predicated on assuming ME patients
have abnormal iliness beliefes.
This is blatant falsehod from NICE and we are surprised that
members of the committee have agreed to leave this in
guidelines.

The committee specifically rejected the assumption that
people with ME/ CFS have 6abnor
behaviours as an underlying cause of their ME/CFS. Based
on the quantitative and qualitative evidence (evidence reviews G
and H) and their own experience the committee concluded that
CBT as described in the guideline  could be offered where this
is appropriate and chosen by the person with ME/CFS to help
them manage their symptoms and reduce the distress
associated with having a chronic illness. The committee
concluded it was important to accompany these
recommendations with ones that set out how CBT should be
delivered for people with ME/CFS. (See evidence reviews G and
H for the evidence and the committee discussion on these

It is unfit and a a waste of NHS resources

This applies to the whole section which should be removed.

recommendations).
Invest in ME Guideline 034 6-8 Instead of general psychological therapies it appears that you Thank you for your comment.
Research have chosen to highlight CBT only simply because the current
specialist services offer it. That is not a good reason to justify After reviewing the evidence for psychological and behavioural
this or to continue to promote this therapy especially as you interventions other than CBT the committee concluded that
already admit that the evidence base is poor. although some benefit was reported for different types of
interventions the evidence was mainly based on single studies
Referencing your own words i and the evidence was low to very low quality. The committee
ACBT is currently provi de agreedthatthere was insufficient evidence to make any
specialist services. These recommendations clarify recommendations for any of the interventions (see evidence

when CBT should be off er e reportsGandH).
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Stakeholder Document Page No Line No Comments
Invest in ME Guideline 034 1 In your evidence summary you state that there is no evidence
Research for non-pharmacological or pharmacological therapies.

You should stick to that evidence and not hang on to remnants
of the past guideline.

There is no need specifically to mention CBT here as your
evidence review found CBT research into ME/CFS to be of low
or very low quality.

The Royal College of Psychiatrists say:

AWhen does CBT help?

CBT has been shown to help with many different
types of problems. These include: anxiety,
depression, panic, phobias (including agoraphobia
and social phobia), stress, bulimia, obsessive-

Devel operds response

CBT

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

The committee agreed that it is important that CBT should be
only delivered by a healthcare professional with appropriate
training and experience in CBT for ME/CFS, and under the
clinical supervision of someone with expertise in CBT for
ME/CFS.

Thank you for your comment.

CBT

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
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compulsive disorder, post-traumatic stress disorder,
bipolar disorder and psychosis. CBT may also help if
you have difficulties with anger, a low opinion of
yourself or physical health problems, like pain or
fatigue. o

Based on the above description this topic is already covered in
the section fiManaging coexi s
12 to 20 with links to relevant NICE guidelines.

AFor recommendat iaadtreatim assdciates n
or comorbid

13 anxiety, depression or mood disorders see the:

14 A NICE guideline on depre
15 A NICE guideline on depre
physical health

16 problem

17 A NICE guidel i nldrencand yauegp r e
people

18 A NICE guideline on gener
disorder in

19 adults

20 A NICE guideline on commo

Coping with symptoms of ME/CFS is covered by earlier
sections of energy management.
Al1.11.2 Discuss with people
energy management, its role in supporting them to live with
their symptoms, the potential benefits and risks and what they
should expect. o
Invest in ME Guideline 034 30 The lines 1 to 13 do not offer any assurance that the CBT
Research described here is any different from the current practice.

t

t

n n

N I C E National Institute for
Health and Care Excellence
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Devel oper 6s

Thank you for your comment.

response
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10 November 2020 - 22 December 2020

Comments

It talks about meaningful goals, priorities, sleep, activity and
rest.

This whole section gives too much credence to a talking
therapy that you have found to have a low or very low
evidence base for ME/CFS.

There is no evidence of efficacy of CBT for children with
ME/CFS.
Why even mention it here?

If children feel supported and listened to all the way through
the investigations/diagnosis/follow- up then there is less likely
to occur any problems that need psychological intervention.

Any such interventions should be addressed separately by
professionals trained to deal with such problems and not by
healthcare professionals who have had a weekend course in
CBT

or not plugged by a compromised national institute that ought
to be concerned with clinical excellence.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

Thank you for your comment.

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. This also applies to children and young people
where there was some evidence of benefit in the quantitative and
qualitative evidence.

The committee concluded it was important to accompany these
recommendations with ones that set out how CBT should be
delivered for people with ME/CFS. (See evidence reviews G and
H for the evidence and the committee discussion on these
recommendations).

The committee agree that training for health and social care
professionals is important and have recommended that health
and social care providers should ensure that all staff delivering
care to people with ME/CFS should receive training relevant to
their role and in line with the guideline.
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To note the training recommendations have been edited.

In this section it is clear that CBT should be only delivered by a
healthcare professional with appropriate training and experience
in CBT for ME/CFS, and under the clinical supervision of
someone with expertise in CBT for ME/CFS. This applies to
children and young people.

Invest in ME Guideline 035 25 Severe or very severely ill patients surely do not have excess Thank you for your comment.
Research capacity to engage in any therapy needing cognition. The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
All their energies are taken by basic needs NI CE page on O6Making decisions
the importance of people being involved in making choices about
Remove this. their care and shared decision making. The importance of

choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and this
applies to all the recommendations in the guideline.

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).

The committee agreed that it was important that CBT should be
available for all people with ME/CFS but that is was important to
highlight the additional caution needed for people with severe or
very severe ME/CFS.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

328 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

The recommendations on the awareness of severe or very
severe ME/CFS and its impact include that interactions should
be risk assessed in advance to ensure its benefits will outweigh
the risks to the person.

Invest in ME Guideline 037 1 Should the title be Managing worsening of symptoms? Thank you for your comment.

Research
Many patients adapt to living within their limits and flares or After considering the range of stakeholder comments on the
relapse imply that patients are normally ok but flares and terms flare and relapse the committee agreed to change flare to
relapse happen at times and can be managed by following flare up and not to edit relapse.

some agreed plan.
The committee agree care should be personalised, including that
of the management of flare ups and relapses. This is

There is too much talk of a plan. It should be very simple such | recommended in the assessment and care planning section of

as increase activity when the guideline.

possible, decrease when necessary.
The committee agree that the issue of choice is fundamental to

The patient must be in charge. Knowledgeable healthcare patient care. At start of the guideline the guideline links to the

professionals can be sought for advice if necessary. NI CE page on O6Making decisions
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their

care.
Invest in ME Guideline 037 9 Removewor d fitemporarilyo. Thank you for your comment.
Research This section is about managing a flare up* and relapse and the

strategies to address this.
Temporarily reducing activity levels is an appropriate response to
a flare up and would be reviewed after the flare up has resolved.
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10 November 2020 - 22 December 2020

Comments

The most important aspect here should be assessing the
patient and not reviewing a management plan.

I f the patientds condition wa
important thing is to monitor the patient.

Things should not be more complicated than necessary.

Simply, Increase activity when possible, decrease when
necessary.

The patient must be in charge with knowledgeable healthcare
professionals giving input if necessary/available/needed.

What strategies might there be that can overturn decisions by
insurance companies and corporate parasites employed by the
DWP to oversee benefits assessments that coerce patients
into following NICE guidelines - as has previously been the
case for thirteen years since the last flawed NICE guidelines
were published.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
Thank you for your comment.

The committee agree and the review of the care and support

plan is carried out and discussed with the person.

Thank you for your comment.

The committee agree that review and monitoring is important.

The review section of the guideline recommends regular review
that takes into account the pe
Thank you for your comment.

The committee agree and have recommend general advice to
reduce activity, rest and reassess energy limits to stabilise
symptoms.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the

NI CE page on O6Maktngodeccarieds
the importance of people being involved in making choices about
their care and shared decision making. The importance of
choice and person centered care is directly reinforced in the
guideline sections approach to delivering care and assessment
and care planning. It is made clear that the person with ME/CFS
is in charge of the aims of their care and support plan and that
they can withdraw or decline from any part of their care and
support plan without it affecting access to other aspects of their
care.

Thank you for your comment and information.
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040
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Line No
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10 November 2020 - 22 December 2020

Comments

There should be no nuances in NICE guidelines that only
NICE Directors are aware.
First link did not work

This is far more important than any management plan.

A regular review of the patient, just like in any other chronic
ilness,shoul d be part of ME/CFS

Many other illnesses can hide in this patient group.
Misdiagnosis is common.
Is this not the wrong emphasis and terminology?

Patients with ME are ill - they are not in some contest where
achievement is the aim. This is about health.
Why does self management have to concentrate on activity?

Most of the current specialist services need to be educated
themselves first before they can be trusted to educate others.

Invest in ME Research and many of our supporters have
consistently campaigned for CBT and GET to be removed
from the NICE guidelines since they first were introduced in
2007.

For thirteen years, Invest in ME Research has provided
education to counter the official misinformation.

Our cpd-accredited international ME conferences has provided
education from a round the world - how much has been used
by "specialist services" that you assume exist?

First link did not work

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel oper 6s

Thank you for your comment.
This has been amended.
Thank you for your comment.

Thank you for your comment.
6Achievedd6 here describes to
s 0 me 0 n eamndgdods ndt refer to achieving as in a contest.

Thank you for your comment.

Activity has been edited to energy management plan.
Thank you for your comment and information.

We will pass this information to our resource endorsement
team. More information on endorsement can be found here
https://www.nice.org.uk/process/pmg29/chapter/the-nice-
endorsement-programme

Thank you, this has been corrected.
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Stakeholder Document Page No Line No Comments Devel operds response
Invest in ME Guideline 043 8 Why is CBT mentioned here specifically rather than a general Thank you for your comment.
Research term? CBT is included as it can be p
plan if they have chosen to use it in supporting them in managing
Instead refer to psychological therapies if you need to. their symptoms.

Again shows the bias by NICE to retain CBT despite lack of
evidence of efficacy.

Invest in ME Guideline 044 18 Is it necessary to introduce yet another term (PESE) when the | Thank you for your comment.
Research term PEM is well established in the literature and used in After taking into consideration the comments made by
research criteria? Of course, there is no need. stakeholders about the potential for misunderstanding the
committee agreed to edit Post exertional symptom exacerbation
There should be some basis in the literature for changes like (PESE) to Post exertional malaise (PEM). The committee
this to be used in NICE guidelines. recognised PEM is an equivalent term that is more commonly
Otherwise, we will end up using various terms as and when used and there was not strong support in the stakeholder
people choose to do so. comments to use the term PESE. In the discussion section of
Evidence review D the committee outline why the term PESE
Terminology within ME is already a mess 1 NICE are just better describes the impact of exertion on people with ME/CFS.

further complicating the picture.
Is this done on purpose?
Invest in ME Guideline 044 21 Remove the word fAal sod as pos Thankyou foryour comment. After taking into consideration the
Research the most commonly used term. comments made by stakeholders about the potential for
misunderstanding the committee agreed to edit Post exertional
It may not exactly describe what patients experience but NICE | symptom exacerbation (PESE) to Post exertional malaise (PEM).

consensus guidelines cannot just decide to use yet another The committee recognised PEM is an equivalent term that is
term. more commonly used and there was not strong support in the
stakeholder comments to use the term PESE. In the discussion
This is so negligent of NICE. section of Evidence review D the committee outline why the
term PESE better describes the impact of exertion on people
Evidence review Diagnosis page 44 Table 4 - with ME/CFS.

i P oexdrtional symptom exacerbation (PESE) Note:
the committeeds preferred
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10 November 2020 - 22 December 2020

Comments

All of the recommendations seem too general and without any
proper explanation or thought behind them that it is impossible
to make any comment on them.

If the recommendations were meant to be based on the
content of the NICE guidelines then collecting information on
patients using standardised and validated tools would be a
good starting point.

What caused this?

Surely it was partly due to poor NICE guidance in the past.
Perhaps that should be recognised.

In any case this needs to be stated in an introduction at the
beginning of the guidelines (see our comment 3 above).
Rather study the underlying sleep issues with ME in a proper
sleep clinic fashion

This does not just apply to ME - it would be the same for all
diseases where a patient has had a bad experience.

The real issue is that these bad experiences are based on the
fact that healthcare professionals have been fed
misinformation and false beliefs - which has then in turn
affected their perception and treatment of ME patients.

Again, NICE ducking the real issue.

The document talks about specialist services and
multidisciplinary teams throughout the document.

There are very few specialists or multidisciplinary teams in the
UK.

Devel operds response
Thank you for your comment.

There is more detailed information in the research
recommendations in Evidence reviews D and H.

Thank you for your comment.

Evidence rev iews A and C explore the evidence assessing
why there is a lack of belief about ME/CFS and the

committee discussion sections have further detail. The
context section provides a concise summary of the topic and is
not intended to be exhaustive, as this is explored in detail
elsewhere it has not been added.

Thank you for your comment.

The recommendations on sleep include to think about the
possibility of an underlying sleep disorder or dysfunction and
whether to refer to an appropriate specialist.

Thank you for your comment.

The aim of the recommendation was to raise awareness that
people with ME/CFS have experienced prejudice and stigma and
is based on the evidence identified in the Evidence reviews A
and C and the committeeds expe

Thank you for your comment.

Thank you for your comment. The guideline reflects the evidence
for best practice. The committee agree that there is variation in
the delivery of some of the recommended services across the
NHS. There are areas that may need support and investment,
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It is quite obvious to us that there needs to be more resources | such as access to specialist services, to implement some

for providing the care outlined in this document. Of course recommendations in the guideline. guideline highlights areas
additional resources are required to overcome discriminatory where resources should be focussed and those interventions that
practices which have been built up from erroneous guidelines should not be recommended, saving resource in other areas.

in the past.

Early diagnosis is going to demand more resources especially
as the current ME/CFS services tend only to operate part-time.

Proper diagnostic criteria are required to be standardised.

This document will not in itself change much for patients

Invest in ME Guideline 052 26 Current practice recommends a set of basic blood tests and Thank you for your comment.

Research lists some fAred fl agso. After considering the stakeholder comments examples of tests
Would it be prudent to retain these basic blood test from the have been included in the guideline.
current guideline?

Invest in ME Guideline 053 3 What course of action or treatment would you think could be Thank you for your comment.

Research offered at an earlier stage to prevent disease progression
when not enough research has been funded to identify what The committee discussion in Evidence review E-strategies pre
might prevent such progression. di agnosis sets out the rationa

making for people with suspected ME/CFS. In reference to your

But thank you for finally admitting that ME is a disease. comment they note there is a lack of evidence to support that

advice prevents deterioration and improves prognosis in people
with suspected ME/CFS, but they agreed the advice would not
be harmful in the short term. In addition committee note that it is
important to consider that people that are suspected of ME/CFS
but not diagnosed with ME/CFS may follow this advice and it
would not cause harm to anyone.

Invest in ME Guideline 053 5 It would be good to define the specialist team. Thank you for your comment.

Research What is the minimum staffing requirement for such a team? The committee were unable to draw conclusions about the
specific composition of a multidisciplinary team based on the
evidence but they agreed that good care for people with ME/CFS
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Comments

It is therefore important not to offer any form of therapy that
has no evidence base.

It is better to use the principles of standard medical care, offer
common sense advice, and explain the current state of
knowledge in an honest and straightforward manner.

NICE should organise a publicity campaign to expel the myths
that have permeated all levels of public policy about ME/CFS.
We doubt this very much.

Of course it will require more resources as existing social
services staff need to be re-educated and there is little
knowledge of ME at present.

There needs to be some practical solution offered here.

We need to establish places around UK that have experience
and knowledge about severe or very severe ME/CFS and can
provide advice as necessary.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
results from access to an integrated team of health and social
care professionals that are trained and experienced in the
management of ME/CFS. Accordingly the committee
recommended and described the expertise that should be
available to a person with ME/CFS (Evidence review |

_Multidisciplinary care (Benefits and Harms section).

The scope of the guideline did not include service specifications
and cannot make recommendations on staffing requirements.
Thank you for your comment.

Thank you for your comment.

Thank you for your comment.

The committee agree that all staff delivering care to people with
ME/CFS should have training relevant to their role so they can
provide care in line with the guideline and this is included in the
recommendations in the training for health and social care
professionals section of the guideline. This applies to this
section on safeguarding.

Thank you for your response. Your comments will be considered
by NICE where relevant support activity is being planned.
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Comments

Devel operds response

't is not | us-tbutBelngexcluded fyomsahdolo a Thank you for your comment.

This should be specifically stated - often children are excluded
because of the illness with schools making little effort to assist

in adjusting t & bothisteortandilonh @rins
This is doubtful.

It will require adjustment from school teachers and possibly
classes i possibly re-training.

This almost inevtiably will lead to addition of new staff in the
current climate where resources are already limited - if the
intent is really to improve the care of people with ME. It will
require re-training.

You state there was limited evidence for any intervention to
manage ME/CFS and this was
experience yet you go on to assess some interventions in
detail.

This does not make sense. In practice, you can only
recommend standard medical care.

S

n

u

Leaving school in this context does not have any meaning other
than not in school. For this reason you suggestion has not been
added.

Thank you for your comment.

Thank you for your comment.

The guideline reflects the evidence for best practice. The
committee agree that there is variation in the delivery of some of
the recommended services across the NHS. There are areas
that may need support and investment, such as training and
access to ME/CFS specialist services , to implement some
recommendations in the guideline. However, this guideline
highlights areas where resources should be focussed.
Commissioners are listed as one of the groups that the guideline
is for and the committee hope that new guideline will be taken
into account when commissioning services for people with
ME/CFS.

Thank you for your comment.

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
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Comments

Not confusion - NICE were told that GET should not be
recommended for people with ME when the 2007 guidelines
recommended it.

NICE did not listen.

Stop obfuscating the lack of responsibility shown by NICE in
flawed recommendations.

Therehas been no confusion from patients.

What specific circumstances?

Please define.
It is worth noting that there is no clinical trial evidence to justify
recommendation of energy management.

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
guantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresented in the literature. As with all
NICE guidelines the committee uses its judgment to decide what
the evidence means in the context of each topic and what
recommendations can be made and the appropriate strength of
the recommendation. The committee will consider many factors
including the types of evidence, the strength and quality of the
evidence, the trade-off between benefits and harms, economic
considerations, resource impact and clinical and patient
experience, equality considerations. (See Developing NICE
guidelines: the manual, section 9.1 for further details on how
recommendations are developed).

Taking all these considerations into account, including the
evidence that people with ME/CFS report receiving a lack of
information and support ( Evidence review A) the committee
decided it was important to make recommendations to support
people with ME/CFS to manage their symptoms.

Thank you for your comment.

Thank you for your comment.
This refers to recommendation 1.11.8.

Thank you for your comment.
Based on the evidence about the lack of information and support
people with ME/CFS report in managing their symptoms
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There is only patient experience and patients do this because
it is common sense and guided by their instinct rather than

some proven intervention.

Guideline 063 7 Interesting that nothing has changed since 2007 in terms of
research and now you admit what patients have been saying

since 2007.

What a waste of 13 years where the lives of people with ME
have been compromised by poor NICE guidelines.

Maybe you need to include an apology.

Guideline 067 23-29 CBT should not be offered in this guideline

The Royal College of Psychiatrists say:

AWhen does CBT help?

CBT has been shown to help with many different
types of problems. These include: anxiety,
depression, panic, phobias (including agoraphobia
and social phobia), stress, bulimia, obsessive-
compulsive disorder, post-traumatic stress disorder,
bipolar disorder and psychosis. CBT may also help if
you have difficulties with anger, a low opinion of

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table

Devel operds response
(Evidence review A) and their experience the committee
concluded that all people with ME/CFS should have access to
personalised advice as part of their care and support plan that
supports them to learn to use the amount of energy they have
while reducing their risk of post-exertional malaise or worsening
their symptoms by exceeding their limits.

This section of the guideline provides information on the
principles of energy management and is clear that it includes all
types of activity (cognitive, physical, emotional and social) and
takes into account their overall level of activity.

Thank you for your comment.

Thank you for your comment.

Based on the quantitative and qualitative evidence (evidence
reviews G and H) and their own experience the committee
concluded that CBT could be offered where this is appropriate
and chosen by the person with ME/CFS to help them manage
their symptoms and reduce the distress associated with having a
chronic illness. The committee concluded it was important to
accompany these recommendations with ones that set out how
CBT should be delivered for people with ME/CFS. (See evidence
reviews G and H for the evidence and the committee discussion
on these recommendations).
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yourself or physical health problems, like pain or
fatigue. 0

Based on the above description this topic is already covered in
the section fiManaging coexi st
12 to 20 with links to relevant NICE guidelines.

There is no good evidence of efficacy of CBT and it needs to

be removed.
Invest in ME Guideline 071 11-12 It is not in NICE's remit to discuss or amend the name myalgic | Thank you for your comment.
Research encephalomyelitis. The committee agree that none of the currently available terms
You should remove this. are entirely satisfactory. The rationale for using ME/CFS was
Names of diseases are not always accurate and there is no initially set out in the scope for the guideline, 6 Tshguideline
value in cherry-picking symptoms to discuss.debate at this scope uses OME/ CFS6 but this i
point. particular definition of this illness, which has been described
Chronic Fatigue Syndrome is not necessarily accurate either. using many differentnamesé6 and t hen readdr ¢
Research will eventually decide the name once credible section of the guideline, 6 The t er ms ME, CFS,
evidence is found to satisfy everything. ME/CFS have all been used for this condition and are not clearly
Until then NICE should not dabble in name changing. defined. There is little pathological evidence of brain
inflammation, which makes the term 'myalgic encephalomyelitis'
WHO recognises myalgic encepgalomyelitis. problematic. Many people with ME/CFS consider the name
It does not recognise encephalopathy. ‘chronic fatigue syndrome' too broad, simplistic and judgemental.
Use the WHO classification. For consistency, the abbreviation ME/CFS is used in this
guidel ine. d
The text &édMyalgic encephal omye
of the nervous system in the SNOMED-CT UK and ICD10
(G93. 3) 6 hdadso thisesextion. a d
Invest in ME Guideline 071 9 We feel that this section needs to be expanded upon and Thank you for your comment.
Research should be relocated to the beginiing of this document in order The context provides background information to the guideline
to set the scene before reading whatever final guidelines are and sets the scene for developing the guideline. The content is
produced. not meant to be exhaustive.
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The format of NICE guidelines is now to have the context at the
end of the guideline. This section is clearly labelled and easily
accessed on the guideline website page.

Invest in ME Guideline 072 12 You may menion that patients challenged the NICE guidelines | Thank you for your comment.

Research of 2007 and took NICE to a judicial review.. We note that the subsequent text in this section acknowledges
the controversy regarding the previously recommended
treatments.

Invest in ME Guideline 72 19 What are these major studies? Thank you for your comment.

Research This sentence has been removed in case it adds confusions. The

This is important in order to determine what triggers a review updating of the guideline will follow NICE processes for updating
of guidelines. guidelines.

Previously NICE have been tar
wishes to review the flawed 2007 guidelines.

LDN Research Equality General General Equality Impact Assessment Thank you for your comments.
Trust Impact In light of the disparate infection and death rates in different
Assessment ethnic communities from COVID-19, it is surprising that the An equality impact assessment (EIA) has been completed for
Equality Impact Assessment saw no need for additional this guideline and is available on the guideline webpage.
guidance for ethnic minority populations. It is known that When evaluating all the evidence the committee considered all
occupation as well as factors such as poverty and multi- the groups identified in the EIA, the applicability and
occupancy or multigenerational homes are responsible for generalisability of the evidence was considered by the committee
some of the differences in COVID-19 infection rates, and these | in their discussion of the evidence. Very little specific evidence
C 71 46 factors may well be responsible for some of the increased was identified for any of the groups and the committee agreed
C 75 33 prevalence of ME/CFS in ethnic minority groups (641 66). that the recommendations should equally apply to all groups and
However, without adequate research such factors will not be did not discriminate against any particular group and separate
C 35-51 General teased out or addressed. recommendations were not thought necessary for any of these
groups.
AflLanguageo The committee agree these factors need to be considered when
AfAFocus on physical symptomso delivering care and have added
Evidence review C the narrative summary of review findings socioeconomic, cultural and ethnic background, and faith group,
C 75 38-39 found several issues specific to ethnic minority people, listed in | and think about how these might influence their symptoms,
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review findings, 3, 4, 6, 9, 10, 11, 12, 13, 15, 16. The summary
of the data analysis reduced these to two points, language
barriers, and focus on physical symptoms with the addition of
the high turnover of inner city G.P.s commented on in the
discussions. It gave a low confidence in the findings due to
them coming from one study.

Evidence review C Page 75 focus on physical symptoms - line
38 to 39 acknowledges research in people with ME/CFS in
BME groups is sparse so considered this an important finding.
The solution offered was to refer to existing NICE guidelines
on patient experience in adult NHS and adult social care
services in the information and support section of the
guideline, rather than make a specific mention or any
recommendations in this guideline. There was no discussion of
the additional information needs of ethnic minority populations
or additional needs for education amongst health care
workers, either due to their own racial stereotyping, or due to
attitudes in ethnic minority populations.

Elsewhere the committee made recommendations based on
their own experiences even when confidence in review
findings was low. It is possible that if the committee had had
personal experience of people with ME/CFS from ethnic
minorities who had talked openly about the specific difficulties
they faced in obtaining a diagnosis and adequate care, the
findings on ethnic minorities might not have been disregarded.

It is known that ME/CFS is more prevalent in some ethnic
groups (671 69). The guideline review neither seeks any
evidence for this, nor asks questions why this may be so. The
surveys commissioned by, or occurring following discussion
with, the NICE guideline development group did not include

N I C E National Institute for
Health and Care Excellence

chronic fatigue syndrome: diagnosis and management
- Stakeholder comments table
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understanding and choice of ma

1.1.3.

Recommendations for research

To raise awareness of this gap in the evidence pregnant women
and women in the post-natal period, black, Asian and Ethnic
minority populations have been specified in the population for
the self-management strategies, sleep management strategies,
and dietary strategies research recommendations.
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ethnicity in their questions; this seems a collective failure by
the committee and two eminent research institutions.
Reviewing a sample of recent population based surveys of
care of people with ME/CFS, it appears there was no
exploration of ethnicity (70,71), although we understand that
referral to secondary care is actually lower amongst ethnic
groups than the white population. Hence, the lack of any focus
on the deficits in research and the lack of research
recommendations by the committee to fill existing gaps in
knowledge creates an ongoing dangerous lack of
consideration of the additional needs of ethnic minorities with
ME/CFS.

It is known that occupation was an important factor in the
increased rate of infection in people with COVID-19 infection.
Given that a significant proportion of people report an infection
prior to the development of ME/CFS (72), and that previous
SARS infections led to ongoing fatigue illnesses (731 75), it is
very likely that a proportion of people with long-COVID
symptoms will ultimately be diagnosed with ME/CFS. A recent
follow-up of patients post-COVID-19 failed to include ethnicity
despite other demographic data (76). Recent research by the
BMA showed that doctors from ethnic minority backgrounds
were less likely to feel confident in the provision of adequate
personal protective equipment against COVID-19, and were
bullied and harrassed when pointing this out (77), a clear
example of systemic racism within the NHS. The BMJ devoted
a March 2020 journal to this issue (78,79) and the Joint House
of Commons House of Lords Committee on Human Rights has
recently reported on systemic issues in United Kingdom
services including in the National Health Service (80). Unless
there is increased focus on the needs of ethnic minorities with
ME/CFS now, and a research agenda that seeks to
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understand and correct the issues leading to under-diagnosis
and lack of care, the health care workers recently infected by
COVID-19 who have given much to the NHS but who have
already been poorly served, will again suffer disproportionately
with ME/CFS.

We believe the guideline should make concrete suggestions
for research, such as mandatory collection of ethnicity data as
suggested in the recent report of Parliament (80), and funding
of local pilot studies to increase diagnosis and referral rates for
people with ME/CFS within specific communities. The
guideline itself should stress that ME/CFS occurs in all
population groups (81); that it is currently under-diagnosed in
some ethnic minority populations (69); and that stereotyping by
healthcare workers or specific beliefs in communities may
hinder the diagnosis (82,83). (There was evidence for this in
Evidence review C, but little account of this was taken in
subsequent discussions). In the paediatric guideline, the
specific problem of stereotyping of certain ethnic groups as
ilazyo should be directly cou
extent of under-diagnosis of ME/CFS in school populations
though no ethnicity data was included on the additional
children identified through the screening programme (84)).
Given that 33% of school-age children are now from ethnic
minority populations, the tackling of under-diagnosis and care
of people with ME/CFS from ethnic minorities needs to start
now.

64. Public Health England. Disparities in the risk and
outcomes of COVID-19. 2020;89.

65. Public Health England. Beyond the data:
Understanding the impact of COVID-19 on BAME
groups. 2020;69.
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66. Nazroo J, Murray. Karl, Taylor H, Bécares L, Field Y,
Kapadia. Dharmi, et al. Rapid Evidence Review:
Inequalities in relation to COVID-19 and their effects
on London. 2020.

67. Bhui KS, Dinos S, Ashby D, Nazroo J, Wessely S,
White PD. Chronic fatigue syndrome in an ethnically
diverse population: The influence of psychosocial
adversity and physical inactivity. BMC Med.
2011;9(1):26.

68. Dinos S, Khoshaba B, Ashby D, White PD, Nazroo J,
Wessely S, et al. A systematic review of chronic
fatigue, its syndromes and ethnicity: prevalence,
severity, co-morbidity and coping. Int J Epidemiol.
2009;38(6):1554i 70.

69. Nacul LC, Lacerda EM, Pheby D, Campion P,
Molokhia M, Fayyaz S, et al. Prevalence of myalgic
encephalomyelitis/chronic fatigue syndrome (ME/CFS)
in three regions of England: a repeated cross-sectional
study in primary care. BMC Med. 2011;9:91.

70. Collin SM, Bakken |J, Nazareth |, Crawley E, White
PD. Trends in the incidence of chronic fatigue
syndrome and fibromyalgia in the UK, 20011 2013: a
Clinical Practice Research Datalink study. J R Soc
Med. 2017;110(6):231i 44.

71. Collin SM, Crawley E. Specialist treatment of chronic
fatigue syndrome/ME: A cohort study among adult
patients in England. BMC Health Serv Res.
2017;17(1):1i 16.

72. Hickie I, Davenport T, Wakefield D, Vollmer-Conna U,
Cameron B, Vernon SD, et al. Post-infective and
chronic fatigue syndromes precipitated by viral and
non-viral pathogens: Prospective cohort study. Br Med
J. 2006;333(7568):575i 8.
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73. Moldofsky H, Patcai J. Chronic widespread
musculoskeletal pain, fatigue, depression and
disordered sleep in chronic post-SARS syndrome; a
case-controlled study. BMC Neurol. 2011;11.

74. Lam MH-B, Wing Y-K, Yu MW-M, Leung C-M, Ma
RCW, Kong APS, et al. Mental morbidities and chronic
fatigue in severe acute respiratory syndrome survivors.
Arch Intern Med. 2009;169(22):2142i 7.

75. Islam MF, Cotler J, Jason LA. Post-viral fatigue and
COVID-19: lessons from past epidemics. Fatigue
Biomed Heal Behav. 2020;8(2):61i 9.

76. Townsend L, Dyer AH, Jones K, Dunne J, Mooney A,
Gaffney F, et al. Persistent fatigue following SARS-
CoV-2 infection is common and independent of
severity of initial infection. PLoS One. 2020;15(11
November):e0240784.

77. British Medical Association. COVID-19: the risk to
BAME doctors [Internet]. BMA.org.uk. 2020 [cited
2020 Dec 11]. Available from:
https://www.bma.org.uk/advice-and-support/covid-
19/your-health/covid-19-the-risk-to-bame-doctors

78. Anekwe L. Harnessing the
tackled racial bias. BMJ. 2020;368(February):107 2.

79. Salway S, Holman D, Lee C, McGowan V, Ben-
Shlomo Y, Saxena S, et al. Transforming the health
system for the UK6és mul ti
Feb 11;368:m268.

80. House of Lords House of Commons Joint Committee
on Human Rights. Black people, racism and human
rights Eleventh Report of Session 20191 21 HC 559 HL
Paper 165. Joint Committee on Human Rights.
London; 2020.

81. Lim E-J, Ahn Y-C, Jang E-S, Lee S-W, Lee S-H, Son
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C-G. Systematic review and meta-analysis of the
prevalence of chronic fatigue syndrome/myalgic
encephalomyelitis (CFS/ME). J Transl| Med.
2020;18(1):1i 15.
Bayliss K, Riste L, Fisher L, Wearden A, Peters S,
Lovell K, et al. Diagnosis and management of chronic
fatigue syndrome/myalgic encephalitis in black and
minority ethnic people: a qualitative study. Prim Health
Care Res Dev. 2014;15(2):143i 55.
De Silva REE, Bayliss K, Riste L, Chew-Graham CA.
Diagnosing chronic fatigue syndrome in south asians:
Lessons from a secondary analysis of a uk qualitative
study. J Fam Med Prim Care. 2013;2(3):2771 82.
84. Crawley EM, Emond AM, Sterne JAC. Unidentified
chronic fatigue syndrome/myalgic encephalomyelitis (CFS/ME)
is a major cause of school absence: surveillance outcomes
from school-based clinics. BMJ Open. 2011;1(2):1i 6.
Evidence Ethnic minority research
Review AWhat information, education
B care professionals who provide care for people with ME/CFS
need?0 and fiwhat are the barr
information, education and support to people with ME/CFS for
healthands oc i al care professional
have prompted the additional question in the minds of the
commi ttee Awhat additional ba
information, education and support occur when providing care
for people fromethni ¢ mi nori ti eso. Thi
specific recommendations/research recommendations for
these aspects of care for people from ethnic minorities.

82.

83.

LDN Research
Trust

005 004 - 008

4-5

The questions on barriers and facilitators to the diagnosis of
ME/CFS and the care of people with ME/CFS should have
prompted the additional quest

National Institute for
Health and Care Excellence

NICE
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Thank you for your comments.

When evaluating all the evidence the committee considered all
the groups identified in the Equality Impact Assessment, the
applicability and generalisability of the evidence was considered
by the committee in their discussion of the evidence. Very little
specific evidence was identified for any of the groups and the
committee agreed that the recommendations should equally
apply to all groups, and did not discriminate against any
particular group and separate recommendations were not
thought necessary for any of these groups.

The committee agree these factors need to be considered when
delivering care and have added, 6Be
socioeconomic, cultural and ethnic background, and faith group,
and think about how these might influence their symptoms,
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barriers and specific facilitators these questions pose for understanding and choice of ma
groups specified in the Equality Act 2010 and the Human 1.1.3.
Rights Act 1998?¢6. Failure ta
of analysis of data from this perspective, and the contrary Recommendations for research
conclusion that there no separate recommendations for these To raise awareness of this gap in the evidence pregnant women
groups to be made. For example, population studies of and women in the post-natal period, black, Asian and ethnic
differences in prevalence rates and of rates of diagnosis and minority populations have been specified in the population for the
referral in different ethnic groups (60) could have informed self-management strategies, sleep management strategies, and
these questions, but were never included in the review. dietary strategies research recommendations.

60. Jason LA, Taylor RR, Kennedy CL, Jordan K, Song S,
Johnson DE, et al. Chronic fatigue syndrome
Sociodemographic subtypes in a community-based sample.
Eval Health Prof. 2000;23(3):243i 63.

LDN Research Evidence General General Wrong exclusion of articles Thank you for your comment.
Trust Review A General General Bayliss 2014 and De Silva were excluded from Evidence Bayliss 2014 & De Silva 2013 were secondary analyses of
B General General review A, and de Silva was excluded from B while Bayliss was | Hannon 2012-which was included in both reviews A & B. So, the
C included. Both were included in C. In fact, they were both two aforementioned studies were excluded from both reviews
analyses of data during the study for Hannon 2012, but all because they did not contribute further relevant information than
contained original data. Not including them reduced the the original primary study included. Bayliss 2016 is a different
amount of data on the difficulties ethnic minority people with study included in both reviews A & B.
ME/CFS experience in diagnosis and access to care for
ME/CFS. However, they did contribute further relevant information to
Evidence review A Several other papers were excluded due to | review C which had a different question. They contributed to
using a quantitative analysis, when in fact they should have themes for 6continuity of <care
General General been excluded for other reasons. For example, Moore 2000 healthcare professional 6 pwadp at
F used a structured questionnaire and a semi-structured ME/ CFS6, these did not come u
interview of occupational therapists. It should have been 2012, and have been included in this review.

excluded from this review but included in evidence review B; it
was included in neither. Richards 1998 was similarly a survey

of General Practitioners and should have been excluded from In line with the protocols quantitative papers were excluded from
A and included in B; it was included in neither. Sunnquist 2017 | qualitative reviews as their analysis method did not match what
was not found or included in any review. was pre-specified we would include.
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Snell 2001 Chronic fatigue syndrome, Amligen and quality of We note that Snell 2001 was a case study.
5 10-16 l'ife. ABoth women we-reevep,xlnital c
G trial of é A mpstructgesl m-€lepth Bterviesws were
conducted with 2 CFS patients and their spouses, to discover
if these families perceived any changes in their patterns of
daily living. Patient diaries were also analyzed for the purpose
of triangulation. Content analysis of the interview transcripts
and diary entries revealed a number of significant quality of life
improvements for the women and their families, for which they
perceived the drug therapy re
reported a reduction in pain, increased energy levels and
improved cognitive functioning. They each cited numerous
cases to illustrate their i mp
This paper was excluded from the analysis in Evidence review
F, incorrect study design; qualitative case study. It seemed
superficially to be exactly the kind of data on experience of
therapy that the committee were seeking.

Since the PACE trial, most of the evidence for harms caused
by Graded Exercise Therapy and lack of benefit from Cognitive
Behaviour Therapy came from patient surveys. Yet review G
excluded patient surveys and concentrated on individual
comments from focus groups or individual interviews. It found
sparse evidence from these sources and hence concluded
evidence was lacking, and turned to an expert witness for
validation of reasons to downgrade the results of clinical trials
of non-pharmacological treatments in line with what people
with ME/CFS had been saying for some time. This seems a
perverse methodology.

NICE needs to review its methodology. This method of working
is time consuming and produces false results which are
perpetuated over time until a new model of understanding
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particular aspects of a disease emerge. Finding ways of
incorporating patient knowledge into reviews with appropriate
safeguards against bias and using this knowledge to inform
research priorities would expedite benefit and reduce harm
quicker than the current methodology. In addition, the
emphasis on medical peer reviewed literature over other forms
of literature is giving a false sense of lack of data when there is
a rich source of data currently being unexplored. Bolton 2020
produced a paper which was submitted to a peer reviewed
journal and is therefore now accessible by medical search
engines (7). Similar experiences to those described in that
case report could have as easily been accessed from web
reports of improvements to people taking low dose naltrexone.
Videos of before and after taking low dose naltrexone can
show dramatic changes. The LDN Research Trust have
created a wealth of personal testimonies on the effects of low
dose naltrexone.
https://ldnresearchtrust.org/ldn-
videos?field_type_of video_target_id=All
7. Bolton MJ, Chapman BP, Van Marwijk H. Low-dose
naltrexone as a treatment for chronic fatigue syndrome.
BMJ Case Rep. 2020;13:€232502.

LDN Research Evidence Appendix | 062 Possible errors in the texts Thank you for your comment.
Trust Review A C
Incomplete flow charts The flow charts are not incomplete.
e.g. Evidence review A appendix C page 62 and others.
6 13-15 Several of the flow charts are incomplete. This is one example.
F Corrections
Wrong statements 1 Non has been deleted.

Evidence review F page 6 lines 137 1 5 fpharmacological 1  The Brooks reference has been corrected.
evidenceo. \Virdngand shoalg redd e
121 General pharmacological evidence.
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Inconsistent reference

Evidence review A page 121, Brooks 2012 is listed as
excluded, but page 126 gives the correct reference, as Brooks
2013.

Search methodology

The literature search methodology was the same for all
questions regardless of the questions asked and the
appropriateness of the search methodology. It seemed a
combination of over-focused searches for Ovid Medline and
Embase (extracting only randomised controlled trials) and too
wide a focus for CINAHL, and Epistemonikos (no apparent
restrictions apart from the long list of terms for chronic fatigue
syndrome). Thus, whatever the review question, every
literature search appeared to generate the same 20,484
papers, conference abstracts and clinical trials registry, despite
widely differing review protocols and needs. This is an
extremely wasteful methodology and makes the selection of
the particular papers for each question more problematic as far
more hand searching of documents was necessary. This
methodology is not common to NICE guidelines so we
guestion why it was adopted. For example, in other NICE
guidelines seeking qualitative data and in Cochrane reviews
asking qualitative questions, the searches were specifically
tailored to qualitative searches.

It also appeared that the focus on either quantitative studies or
purely qualitative studies (focus groups or interviews) excluded
much useful data from questionnaires and surveys. In
evidence review A Prins 2000, Ray 1995, Saltzstein 1998,
Sunnquist 2017, Theorell 1999, Tuck 2000, were all listed as
containing quantitative data but were excluded. In evidence
review J, no evidence was identified from over 20,000 papers
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Thank you for your comment.

The population was based on the one used in Chronic fatigue
syndrome /myalgic encephalomyelitis (or encephalopathy):
diagnosis and management -CG53. This was updated and
expanded by adding more recent terminology. Many questions
overlapped and some of them did not have well define terms to
retrieve specific relevant results. The methodology is in line with
the NICE manual as running one search for a group of questions
that overlap is not unusual and is efficient in these
circumstances. See Developing NICE guidelines: the manual,
chapter 5, O6Review questions t
together should be identified for searching purposes. For
example, questions with the same population may involve
comparing several interventions. This should make it possible to
carry out a single search that covers all the interventions,
although this approach may retrieve a large number of studies.
For an example of a search with a topic approach see NG95
Lyme Disease. Further detail has been added the ME/CFS
Methods chapter about this approach.

In addition different study type filters were used in Medline and
Embase for randomised control trials, systematic reviews,
Observational studies, and qualitative studies i these results
were placed in separate folders in Endnote software along with
the remaining results for sifting and selecting full text. CINAHL
and PsycINFO were additional databases searched for the
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Comments

selected in the initial literature search, and all the 508 papers
from additional evidence submitted after the call for evidence
were also excluded. Evidence review E Pages 51 to 70 gives a
large number of excluded studies, some from patient support
groups. The Forward ME survey (2274 participants) (42) and
the ME Action survey (1906 participants) (43) reports included
quantitative data from surveys which were not included,
though small amounts of qualitative data apparently were. In
fact, apart from their references, very little of their evidence
was noted in Evidence review H. For example, the Forward
ME survey had clear answers to questions about the impact of
Cognitive Behaviour Therapy and Graded Exercise Therapy
which appear to have been asked in a non-biased form but

these answers were not in the
people 66what severity is the
treatment [with Cognitive Behaviour Ther apy] 26 . Th

percentage of people describing their condition as severe
before treatment was 10.9% and this increased to 19.1% after
treatmento

This resulted in a recurring theme of lack of evidence to inform
decision making, while at the same time excluding evidence
that could have informed those decisions. Evidence review C
page 66 Line 217 22 and other examples given in the columns
to the left show the problems of the approach taken as
confidence in the review findings was described as low with

i ma n ydiesptesenting limited data, often single quotes, to
support research findingso. T
that some lower confidence findings reflected their own
experience and should not be disregarded. However, it was
not uncommon for the committee to make recommendations
based entirely on their own experience or backed by very little
low quality evidence from the evidence review. It is not clear
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qualitative review questions. Thus, in the review appendices it
was presented as one search.

Excluded papers

All studies that meet the inclusion criteria in the protocols were
included and the excluded studies tables in the reviews explain
why a study was excluded.

Evidence review H. The surveys
for the cost and clinical effectiveness review, particularly with
reference to the design. The percentage data you refer did not
meet the inclusion criteria for the analysis experience of
interventions review which was exploring themes emerging from
qualitative data.

Evidence review E

As noted above all studies that meet the inclusion criteria in the
protocols were included and the excluded studies tables in the
reviews explain why a study was excluded. As you correctly note
the Polo (2019) was excluded from the reviews based on the
study design. It was not excluded from the qualitative analyses
as it contained quantitative data, it was excluded because it was
based on retrospective data from medical reports and did not
employ qualitative methods or include any qualitative analysis.
The beginning of the discussion section in Evidence review E
states ,06the committee discuss
from the reviews on Information for people with ME/CFS and
their families and carers (report A), Information and Support for
health and social care professionals (report B), access to care
(report C), Diagnosis (D) non pharmacological management
(report G) and the report on Children and Young people
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why the committee felt their own experience was superior to
the evidence from excluded questionnaires.

Evidence review E management strategies before diagnosis.
This review protocol concentrated on randomised controlled
trials, with the inclusion of non-randomised comparative
studies if no randomised controlled trials were available. This
means no qualitative data or surveys were available for review,
although they might have provided sources of information, as
evidenced in the 508 reports and the excluded references. In
Evidence reviews A, B and C, qualitative studies are included,
so it appears contrary not to include them in evidence review
E. Questions such as whether to rest or not at the start of an
illness might have been partially answered by these means.
Polo 2019 was excluded from Evidence review F as it was not
a quantitative study (not a randomised control trial but a
retrospective chart analysis) but excluded from Evidence
review E as it was incorrect study design (no qualitative data).
If an independent qualitative researcher had interviewed and
listed responses from all 218 of his included patients, it could
have been included as a qualitative study, although there
would have been less information on response rates from this
exercise. Because Polo summarised the data from his original
records, it is not included.

Although it is only right that recommendations for treatment
are based on quantitative data, reviewing qualitative data may
have given more scope for recommending areas for research.
e.g. Evidence review F review protocol for pharmacological
management Page 99 section 11 types of studies to be
included. In the current restrictive funding environment, it is
vital that NICE make specific recommendations for research.
Itis possible if patient support groups were aware of the
limitations on what data would be admitted for analysis in this
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(Appendix 1).086 Where

considered.

appropri a

This guideline followed the NICE Developing NICE guidelines:
the manual. The manual sets out the methods for developing
review questions to reviewing the evidence. The committee note
below that two qualitative research projects on the experience of
children and young people with ME/CFS and people with severe
and very severe ME/CFS were commissioned for this guideline
to support the committee decision making.

Decision making

One of the strengths of NICE guidelines is the multifaceted
approach taken in developing the recommendations.
Recommendations in NICE guidelines are developed using a
range of evidence and other sources of evidence, in addition to
this guideline committees are formed to reflect as far as
practically possible, the range of stakeholders and groups whose
activities, services or care will be covered by the guideline. This
committee included members with clinical and personal
experience of children and young people with ME/CFS.

When developing this guideline the committee considered a wide
range of evidence, including that from, published peer review
quantitative and qualitative evidence, calls for evidence for
unpublished evidence, expert testimonies, and two
commissioned reports focusing on people with ME/CFS that
were identified as underrepresentedunderrepresented in the
literature.

As with all NICE guidelines the committee members used their
experience and judgement to interpret the evidence and then
through discussion and deliberation, the committee agreed what
it meant in the context of the topic to make recommendations.
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review, that questionnaires would have been designed
differently. One possibility is a recommendation for more
funding of qualitative research in ME/CFS specifically to
produce evidence for reviewing this guideline. The case
reports contained in Bolton 2020 were written by three
patients, one of whom had recently completed an MRes, and
the paper was supervised by her previous supervisor (7). This
is an example of how patient experiences can cross from grey
literature into main stream medical literature, although case
series are obviously inherently biased.

7. Bolton MJ, Chapman BP, Van Marwijk H. Low-dose
naltrexone as a treatment for chronic fatigue
syndrome. BMJ Case Rep. 2020;13:232502.

Oxford Clinical Allied Technology and Trials Services
Unit Oxford Brooks University. Forward-ME Group
CBT & GET survey. Oxford; 2019.

43. Leary S, Sylvester J, Shorter E, Moreno E, Knowles
R, Spreag D. Your Experience of ME Services. Survey Report
by #MEAction UK. 2019.

Deficiencies in evidence review

Faults in compilation of data about ethnic minorities
Afwhat are the barriers and f a
education and support to people with ME/CFS for health and

soci al care professionals?o

42.

LDN Research
Trust

Evidence 005 007 - 008

Review B

It would be expected that this question found evidence of
barriers based on ethnicity, either of health care worker or
patient. Neither were identified, suggesting this evidence was
either not sought or ignored. For example, the patient and
carer samples in Hannon 2012 and De Carvalho Leite 2011
both contained minority ethnic participants, but no specific
comments on this theme were recorded in the analysis despite
appearing in the papers or the subsidiary papers of Hannon
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(See Developing NICE guidelines: the manual section 9.1 for
further details on how recommendations are developed).

Thank you for your comments.

An equality impact assessment (EIA) has been completed for
this guideline and is available on the guideline webpage.

When evaluating all the evidence the committee considered all
the groups identified in the EIA, the applicability and
generalisability of the evidence was considered by the committee
in their discussion of the evidence. Very little specific evidence
was identified for any of the groups and the committee agreed
that the recommendations should equally apply to all groups and
did not discriminate against any particular group and separate
recommendations were not thought necessary for any of these
groups.
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2012, (Bayliss 2014 and de Silva). Bayliss 2014 was excluded
as there were fino relevant th
repeatedly quotes patients experiences of their General
Practitioners and the barriers created by the General
Practitionersd assumptions du
excluded as a secondary analysis, although it used qualitative
data not previously published on the experiences of Asian
patients.

Exclusion of fibromyalgia from evidence reviews

Fibromyalgia and hypermobility spectrum disorder were
counted as separate conditions to ME/CFS, rather than part of
a continuum, or as conditions where the two diagnoses often
coexist. No research evidence was sought to justify this
position.

The committee recognises that
for co-morbid conditions such as irritable bowel syndrome,
migraine-type headaches, postural orthostatic tachycardia or
vitamin D defi ci asicayonissilWef bel
fibromyalgia from this list. Currently there is conflicting

evidence for whether fiboromyalgia is a related condition to
MEI/CFS, part of a continuum of conditions with only ME/CFS

at one end and only fibromyalgia at the other and most

patients showing evidence of both diseases, or whether the

two diseases are not related but happen to co-exist in a large
proportion of people. The view that the committee took, without
presenting evidence, was by default that the two conditions
were completely different. We would dispute the value of this,

N I C E National Institute for
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The committee agree these factors need to be considered when
delivering care and have added
socioeconomic, cultural and ethnic background, and faith group,
and think about how these might influence their symptoms,
understanding and choice of ma
1.1.3.

Recommendations for research

To raise awareness of this gap in the evidence pregnant women
and women in the post-natal period, black, Asian and ethnic
minority populations have been specified in the population for
the self-management strategies, sleep management strategies,
and dietary strategies research recommendations.

Thank you for your comment.

The guideline population is people with suspected or diagnosed
ME/CFS, it was not in the remit of the guideline to review the
difference in diagnosis between ME/CFS and other conditions.

Diagnosis of ME/CFS

Based on the evidence (Evidencer evi ew D) and t
clinical experience, they agreed the four criteria for the diagnosis
of ME/CFS were fatigue, post-exertional malaise, unrefreshing
sleep and sleep disturbance (or both), and cognitive difficulties.
Key to the diagnosis of ME/CFS is the presence and combination
of the four symptoms. Pain may be associated but is not
exclusive to with ME/CFS, this was supported by the IOM
diagnostic criteria (2015). The committee note that pain is the
dominant symptom in fibromyalgia and as such the two
populations are differentiated. Joint hypermobility, the key
symptom in hypermobility spectrum disorder is not included in
the list of symptoms that maybe associated with ME/CFS.
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as so many people exhibit evidence of both diseases. In Exclusion of RCTs
addition, this view meant that randomised clinical trials of drug
treatments for fibromyalgia were not included in the review. In evidence review F the protocol states the population is people

There have been several published therapy trials of low dose with diagnosed ME/CFS and accordingly studies with different
naltrexone in people with fiboromyalgia. The longest study, a 24 | populations have been excluded.
week double-blind placebo-controlled randomised trial in 74

people with fibromyalgia (8) found that 16 of the 37 in the Based on the evidence (Evidencer evi ew D) and t
naltrexone group had clinically important improvements in the clinical experience, they agreed the four criteria for the diagnosis
Fatigue Impact Questionnaire total scores and quality of life of ME/CFS were fatigue, post-exertional malaise, unrefreshing
component, P <0.001 sleep and sleep disturbance (or both), and cognitive difficulties.
Mean and standard deviation results for the Fatigue Impact Key to the diagnosis of ME/CFS is the presence and combination
Questionnaire were;- of the four symptoms. Pain may be associated but is not

Baseline at 24 weeks exclusive to with ME/CFS, this was supported by the IOM
Naltrexone 63.7 (SD +/- 13.2) 38.5(SD +/- diagnostic criteria (2015). The committee note that pain is the
16.1) dominant symptom in fibromyalgia and as such the two
Placebo 63.0 (SD +/- 13.0) 57.9 (SD +/- 15.6) populations are differentiated.

SD = standard deviation

The results also showed significant reductions in pain on a
visual analogue scale, p <0.001. The only significantly
increased side effects for naltrexone were head-aches and
vivid dreams.

Other studies in fibromyalgia include a blinded cross-over
study of 31 patients (9), and several open label or single
blinded studies (107 12) showed improvements in 50% or more
of participants receiving low dose naltrexone, with average
improvements in symptom scores in responders being around
30%. The blinded cross-over study also confirmed that the
only two significantly increased side-effects were head-aches
and vivid dreams (9). Although all studies are of small sample
size and short duration and all are potentially subject to
significant problems with bias, the results they produced are

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

355 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

consistent enough to suggest that low dose naltrexone is worth
subjecting to more rigorous trials for people with fiboromyalgia.
Unfortunately, as explained elsewhere, it has proved
impossible to attract funding for further studies in the United
States or elsewhere.

8. Abou-Raya S, Abou-Raya A, Khadrawi T. Efficacy of
naltrexone in the treatment of fibromyalgia:
randomized controlled trial. Ann Rheum Dis.
2013;72(Suppl. 3):719.

9. Younger J, Noor N, McCue R, MacKey S. Low-dose
naltrexone for the treatment of fibromyalgia: findings of
a small, randomized, double-blind, placebo-controlled,
counterbalanced, crossover trial assessing daily pain
levels. Arthritis Rheum. 2013;65(2):5291 38.

10. Younger J, Mackey S. Fibromyalgia symptoms are
reduced by low-dose naltrexone: a pilot study. Pain
Med. 2009;10(4):66371 72.

11. Metyas SK, Chen CL, Yeter K, Solyman J, Arkfeld D.
Low Dose Naltrexone in the Treatment of
Fibromyalgia. Curr Rheumatol Rev. 2018;14(2):1771i
80.

12. Parkitny L, Younger J. Reduced Pro-Inflammatory

Cytokines after Eight Weeks of Low-Dose Naltrexone for

Fibromyalgia. Biomedicines. 2017;5(2):16.

LDN Research Evidence General General Difficulties in funding clinical trials of low dose naltrexone Thank you for your comment and information.

Trust Review F We do not suggest that low dose naltrexone is a cure for When considering the evidence for pharmacological
MEI/CFS. In fact, we are clear that people who respond to low interventions the committee agreed that there was insufficient
dose naltrexone need to remain on it long term, but lack of evidence of benefit to recommend any medicines. Neither did the
research makes it impossible to say whether people can safely | committee consider recommending clinical trial research for any
stop it after some time. This does indeed have financial specific drug. It is true that if safe and even partially effective, low
implications, and the draft guideline and discussion in dose naltrexone could be cost effective. But the same could be

evidence review F were right that there is a danger of people said for many off- patent drugs.

Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how
recommendations are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or
advisory committees

356 of 1137



N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/  chronic fatigue syndrome: diagnosis and management
Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Devel operds response

spending large amounts of money on dubious treatments for
ME/CFS. However, we contend that a well conducted clinical
trial of low dose naltrexone in individuals with ME/CFS would
quickly establish whether naltrexone fulfils the NICE cost-
effective requirement of less than £20,000 per quality-adjusted
life year gained. Clinical experience has taught us that some
people take up to 2 months to respond, so this is the minimum
length for a parallel trial. By private prescription this would cost
approximately £66 per person, but people who responded
might then be able to return to work, or at least be less
dependent on carers, both of which are financially beneficial
outcomes for the person, as well as saving the National Health
Service and care services through the reduction in need for
supportive services.

In summary, the evidence for low dose naltrexone is that there
is potential that it may be beneficial in at least a proportion of
people with ME/CFS, and there is a very low risk of harm.
Thus, the group of United States physicians experienced in
prescribing for people with ME/CFS and a drug repurposing
company both felt that low dose naltrexone was worth
prioritising in research efforts. None of these results are the
type of high quality data NICE would accept as evidence, but
they do suggest further clinical and laboratory studies and
clinical trials are warranted. Sadly, despite these promising
results, no researcher in either the United Kingdom or United
States of America has been awarded a grant for the large
scale studies that are needed. In the United States, Jarred
Younger (lead author of several studies on low dose
naltrexone in people with fiboromyalgia) has had repeated
applications to the National Institute of Health refused, despite
his initial positive results. The LDN Research Trust was set up
in 2003 in the United Kingdom to promote high quality
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research into low dose naltrexone. It is a small charity itself so
cannot independently fund work. So far, it has not enabled a
single clinical trial to take place in the United Kingdom.
Specific efforts to enable a clinical trial of low dose naltrexone
in people with ME/CFS over the past 10 years have failed to
produce results. For example, a clinical trials unit was
approached to cost a n-of-1 study of 10 patients in a General
Practice based trial. As the cost was over £160,000 for data of
only very preliminary value, further work on the study was
abandoned.

In the United Kingdom, the difficulties surrounding clinical trials
of cheap off-patent drugs make it very unlikely that further
advances in knowledge will be forthcoming unless NICE
specifically advocates for clinical trials of drugs in ME/CFS, of
which we believe low dose naltrexone is the top candidate. A
report commissioned by the United Kingdom CFS/ME
Research Collaborative in 2016 found research funding to be
low-level and patchy and that investments needed to be
increased, particularly for high-quality studies of biological
mechanisms and treatments (40). We are delighted that this
has proved possible for biological mechanisms, with the award
of £3.2 million funding for Decode ME, the largest ever
ME/CFS DNA study. However, awards for clinical studies are
few, exploratory and conducted on small samples so results
will still be liable to challenge or need replicating. Even though
naltrexone itself is cheap, clinical trials are expensive. This is
due to the need for involvement of a clinical trials unit and for
the extensive independent monitoring necessary which is
summarised in the Medicines and Healthcare products
Regulatory Authority Good Clinical Practice Guide (41). Such a
trial may cost nearly as much as the Decode ME study, which
explains the problems of obtaining funding. However, if the trial
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was positive, this could bring immediate benefit to at least a
proportion of people with ME/CFS.

We have discussed elsewhere the benefit of limited but
controlled prescribing of low dose naltrexone in specialist
clinics in order to build up knowledge of low dose naltrexone in
practice and to aid in clinical trial design. We believe this is a
potential way forward which would be within the scope of
recommendations within this guideline.

40. Radford G, Chowdhury S. ME/CFS Research Funding
An overview of activity by major institutional funders
included on the Dimensions database. 2016.
41. Medicines and Healthcare products Regulatory
Agency, editor. Good clinical practice guide. London: The
Stationary Office; 2012. 542 p.
LDN Research Evidence 088 007 - 008 | Evidence for low dose naltrexone Thank you for your comment and information.
Trust Review F There have been no randomised clinical trials of low dose
naltrexone in ME/CFS, although there is some published data. | As you correctly note the Polo (2019) was excluded from the
Polo 2019 published a retrospective analysis of his university reviews based on the study design. It was not excluded from the

based clinical practice in Finland from 2010 to 2014 (3). The qualitative analyses as it contained quantitative data, it was
medical records of 218 consecutive patients diagnosed with excluded because it was based on retrospective data from
ME/CFS using the Canadian Consensus Criteria (or in a few medical reports and did not employ qualitative methods or
cases Fukuda but always with the inclusion of unrefreshing include any qualitative analysis.

sleep and post exertional malaise) were analysed. The
severity of ME/CFS symptoms ranged from mild to very
severe. Patients were started on naltrexone 1.5 mg daily
increasing to 4.5 mg in stages. Outcome data was available in
92.2% of patients, with an average follow-up of 1.7 years
(range 0.1 to 6.8 years, with 63% followed up for more than 1
year). An improvement in any symptom was reported by
73.9% of patients, with the commonest improvements in
vigilance/alertness (51.4%), and physical (23.9%) or cognitive
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(21.1%) performance. About half of patients noted an
improvement in two or more symptoms, and 5 patients noted
improvements in 5 or more symptoms. 18.3% of patients
discontinued low dose naltrexone for lack of effectiveness.
7.5% stopped therapy due to adverse events, just over half of
these while still in the introductory phase. About 50% of the
group experienced transient side effects, mainly at the start of
treatment or on dose increases, and these were mostly mild.
The commonest side effects were nausea and insomnia.
Some patients returned to gainful employment as a result of
improvement in symptoms.

This paper was excluded from the quantitative analysis in this
review as it was not a randomised controlled trial, and
excluded from the qualitative analyses as it contained
guantitative data. If an independent researcher had held a
focus group of several patients from this practice and
produced a paper from this, the resulting paper would have
been included in the qualitative analyses. The exclusion of this
paper is therefore illogical as it provides more information than
the focus group analysis could have done, for example, data
on the proportion of people having no response to the drug.
We accept the data will be inherently biased, as it is
retrospective and unblinded, but still contend its inclusion
would have been helpful, at least to inform research
recommendations.

Holtorf described the results of treating over 500 patients with
ME/CFS (4). Where there was evidence of immune
dysfunction (case history of allergies or blood tests including
immune cell dysfunction), he prescribed low dose naltrexone in
doses up to 4.5 mg, and claimed very good results. He
subsequently trained other doctors in the same methodology,
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and published the results of another 4000 patients. Sadly this
paper is no longer in the public domain as the journal it was
published ceased to exist, but he more recently commented
ALDN (l ow dose naltrexone) ha
doctors can prescribe it with a reasonable hope that patients
will i mprove without extensiyv

(%)

Low dose naltrexone has been a subject of discussion at many
conferences in the United States of America, including the
2020 International Association for Chronic Fatigue
Syndrome/Myalgic Encephalomyelitis research conference.
MacKay from Vancouver described treating 97 patients with
diagnoses including ME/CFS with low dose naltrexone using
doses up to 4.5 mg (6). She noticed beneficial effects including
increased energy, decreased pain, improved sleep, improved
cognition and reduction in crashes. Side effects included
insomnia, skin rashes and gastrointestinal upset. She
concluded that low dose naltrexone was safe with minimal
side effects and offers some benefits to patients.

Bolton 2020 reported the response of three people to low dose
naltrexone in a paper published in BMJ Case Reports (7). The
three contributors all had ME/CFS and compiled their own
case reports supervised by a professor of General Practice.
This paper was not identified in the literature searches
performed for this NICE guideline, being a series of case
reports. However, it contained comments by patients, which, if
these had occurred in a paper of comments extracted as part
of a focus group discussion, would have been included.

The comments are included here for information.
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Case one commented;-A For meose néltexone was
truly life changing. From  being virtually house bound, always
limited by a multitude of symptoms, pain and low energy, |
found my life returning. Every treatment or therapy | had tried
previously involved effortd pacing myself, training myself,
coping with symptoms. With low-dose naltrexone, the
improvement just happenedd | di dndét have t
better. | went for walks and started cycling again. The first time
| ate out when | was no longer limited by food allergies, | could
select from the whole menud the shock of all that choice! My
husband commented | was no longer a shadow of a person
but a genuine companion again. From being unable to string
sentences together coherently for much of my adult life, |
returned to university .. whel
Case two commented;-A Af t er 25 years of
devastating effects of myalgic encephalomyelitis, | was
struggling to cope with the limited options for symptom and
pain management. Having had many bad reactions to
medications, | was hesitant to try a medication that would
affect my immune system so | started out at an extremely low
dose and slowly increased dosage. While the dreaming was at
times disturbing, the positive changes gave me a hope for
improvement | had not had in many years. The subsequent
improvements have led to a much higher quality of life and |
would like to see this medication as an approved option for
others in my situation. o

Case three commented fASince |
chronic fatigue episode), whenever | have had any form of
illness | have suffered from depressive episodes, including
needing to withdraw socially and becoming very insular. This
included the period prior to any illness, where | have felt run
down or could tell a cold etc was forming. | started taking low-
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dose naltrexone when | was 37 and for the first time in 23
years, | have not had a depressive episode linked to colds or
any other illness. Low-dose naltrexone has really helped
improve my quality of life and also helped in social situations
where | am not withdrawing and being insular like | had been
previously. o

These comments fit the general pattern described by Polo and
our knowledge gained from contact with people taking low
dose naltrexone. Few people improve markedly, but most
people gain some benefit, although the symptoms which
improve vary between individuals. However, improvements in
fatigue, sleep, cognitive dysfunction and mood can all occur.
There have been several published studies in the possibly
related disease of fibromyalgia.

The longest study (8), a 24 week parallel placebo controlled
randomised controlled trial in 74 people with fibromyalgia
found that 16 of the 37 in the naltrexone group had clinically
important improvements in the Fatigue Impact Questionnaire
total scores and quality of life component, P <0.001.

Mean and standard deviation results for the Fatigue Impact
Questionnaire were;-

Baseline at 24 weeks
Naltrexone 63.7 (SD +/- 13.2) 38.5 (SD +/-
16.1)
Placebo 63.0 (SD +/- 13.0) 57.9 (SD +/- 15.6)

SD = standard deviation

The results also showed significant reductions in pain on a
visual analogue scale, p <0.001. The only significantly
increased side effects for naltrexone were head aches and
vivid dreams.

Results from a blinded cross-over study of 31 patients (9), and
several open label or single blinded studies (107 12) showed
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improvements in 50% or more of participants receiving low
dose naltrexone, with average improvements in symptom
scores in responders being around 30%. The blinded cross-
over study also confirmed that the only two significantly
increased side-effects were head aches and vivid dreams (9).

There is also a published randomised double-blinded placebo-
controlled crossover trial in Gulf War illness (13) which showed
that 14 out of 37 people responded to naltrexone (38%) with 6
of the patients reporting much improvement. Using the SF-36
Health Survey and VAS scores as outcome measures, the
differences in responses between naltrexone and placebo
arms were clinically and statistically significant.

Several summaries of clinical research to date have been
published (147 16). Small randomized controlled trials have
taken place in several immune modulated diseases including
Cr ohnés (47il9)eshosviag improvementin symptoms
and mucosal healing, and HIV infection (20). These have
shown a good safety profile with clinically significant
improvements. Numerous case reports have shown low dose
naltrexone is effective for treating various conditions with few
other treatment options such as the skin disorder Hailey-Hailey
disease (21), complex regional pain syndrome (22) and
intractable pruritus (23,24).

In Norway, an explosion of interest after a TV documentary led
to an increase in prescriptions for low dose naltrexone from
almost none in 2013 to 0.3% of the population having had at
least one prescription by a few months later (25). Using the
Norwegian Prescription Database, a centralised record of all
drug prescribing in Norway, and comparing drug use for the 2
years before and after starting low dose naltrexone, it has
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been shown that persistent users of low dose naltrexone
showed reductions in other medication use, including of
disease modifying drugs in inflammatory bowel disease (26)
and sero-positive arthritis (27). Analysis of the database also
revealed there were reductions in use of opioid drugs without
concomitant increase in other pain killers (28), and reductions
in several psychotropic medicines and antiepileptics (29).
Although there was no analysis of the underlying diagnosis
requiring the use of opioids and psychotropics, it could be
postulated that these groups might have included some people
with ME/CFS whose use of other medication declined as their
ME/CFS symptoms improved.

One problem with naltrexone is the lack of published dosing
studies. Pharmaceutical companies have never been
interested in researching or promoting naltrexone even when it
was under license, and the initial research on its use in opioid
addiction and alcohol use disorders was funded by US
government grants. Hence, the optimum dose for treatment
using lower doses is unknown. In the case series by Bolton
(7), case 1, who had an excellent response to low dose
naltrexone takes 12 mg daily (6 mg bd) which is higher than
the usual recommended dose of up to 4.5 mg daily. Personal
correspondence with several leading prescribers of low dose
naltrexone for people with ME/CFS including Nancy Klimas (a
major ME/CFS researcher in the United States of America,
who, among other research contributed to the Institute of
Medicine report (30) and the Multisite Clinical Assessment of
ME/CFS (31) and Ros Vallings (a member of the group
drawing up the International Consensus Criteria (32)) confirms
they routinely use doses up to 9 mg daily or higher. One recent
short dosing study in 27 women with fibromyalgia, which used
3 mg twice daily as the highest dose tested, seemed to
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suggest this was the optimum dose in this study though data
was very sparse (33). It is not known whether the use of a
suboptimal dose of naltrexone accounts for some of the partial
responders in published studies.

There is some understanding of underlying mechanisms which
may account for the effects of naltrexone. A genomic study by
a group at Griffith University Australia showed polymorphisms
of transient receptor potential melastatin 3 ion channel genes
in people with ME/CFS (34). Lab studies of natural killer cells
from people with ME/CFS, compared to control samples,
revealed reduced numbers of transient receptor potential
melastatin 3 ion channels which also had impaired calcium
mobilization (35). Given that these are excitatory signalling
channels in the cell membranes of many human cells including
immune cells, and transient receptor potential dysfunction is
already associated with some disease states, they postulated
this may indicate a role in the pathomechanism involving
natural killer cell cytotoxicity in ME/CFS. The group
demonstrated that this abnormality reverses with the addition
of naltrexone, which is a non-selective opioid antagonist (36).
Although their work has not been replicated, this is the only in-
vitro study of a drug improving cell function in ME/CFS. Other
researchers have shown mu-opioid receptors specifically
inhibit transient receptor potential melastatin 3 ion channels,
playing an immunomodulatory and immunosuppressive role in
immune cells (37).

In a study of 8 women with fibromyalgia given naltrexone
under blind conditions (cross-over design starting with placebo
but not informing participants when the switch to naltrexone
occurred), improvement in symptoms were associated with
statistically significant reductions in a broad range of pro-
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inflammatory cytokines including interferon alpha and tumour
necrosis factor-alpha (12). This result parallels lab study
findings that naltrexone inhibits production of interleukin-6 and
tumour necrosis factor-alpha in human immune cell subsets
following stimulation with ligands for intra-cellular Toll-like
receptors (38). There is more extensive research on
naltrexone as a glial cell modulator and with activity at Toll-like
receptor 4 and this is summarised by Toljan 2018 (15).

These results are all preliminary, but if confirmed by other
researchers, would suggest that naltrexone is correcting a
cellular abnormality which may be of significance in the
underlying mechanisms in at least some people with ME/CFS.

Finally, the safety profile of naltrexone is well established, and
shows it is safer than many commonly used symptomatic
treatments. Naltrexone was discovered in 1963 and has been
licensed for opioid addiction after withdrawal and the treatment
of alcohol use disorders, at an oral dose of 50 mg daily, since
the mid-1980s. Recently it has been licensed at 32 mg daily as
part of the combination naltrexone-bupropion for the treatment
of obesity in the United States of America and Europe. Thus,
there is long term safety data available. A systematic review
and meta-analysis of 89 parallel placebo-controlled
randomised clinical trials longer than 4 weeks in 11,194
participants using naltrexone at any dose (median dose 50 mg,
range 3 to 250 mg), showed that naltrexone did not increase
the risk for serious adverse events compared to placebo, risk
ratio 0.84, (95% confidence interval 0.66 7 1.06) (39). Long
term safety dat a, such as fro
supports this, the only caveat being in those taking opioids
where the opioids should be withdrawn first. The same
systematic review found only six marginally significant adverse
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events which were all of mild severity, decreased appetite,
dizzyness, nausea, sleepiness, sweating and vomiting.
Sensitivity analyses revealed these to be only of a mild nature
and common among all patients (39).
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