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Comments

This response is informed by:

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

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

e 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

advisory committees

Developer’s response
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, ‘Be sensitive to the person’s
socioeconomic, cultural and ethnic background, and faith group,
and think about how these might influence their symptoms,
understanding and choice of management.’ to recommendation
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.

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:
e the need for more emphasis on the patient’s voice
and decision making power in the relationship with a
healthcare professional
e sections on physical activity which need
strengthening to ensure that they cannot be misused
or misinterpreted
e wording around the use of CBT within this guideline
e 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.
We are pleased to see more emphasis on patient choice and
the role patients play in choosing the care they receive. We
would like this role strengthened throughout the guidance. We
would request that a summary is produced for people with
M.E./CFS including options to receive it in ‘easy read’ and
other formats.

Consultation on draft guideline - Stakeholder comments table

Developer’s response

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
NICE page on ‘Making decisions about your care’ this underpins
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.

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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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. It would be consistent if the term ‘disease’ is used
throughout in place of ‘medical condition’ which does not
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 Big Survey 2019 found that:

Developer’s response

Thank you for your comment.

The text ‘Myalgic encephalomyelitis is classified under diseases
of the nervous system in the SNOMED-CT UK and ICD10
(G93.3) has been added to the context.

Condition is a commonly used term in NICE guidelines and it’s
use does not diminish the impact of ME/CFS (for example,
Multiple sclerosis in adults: management
https://www.nice.org.uk/guidance/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, this was supported by the committee’s
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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e 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 — 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 reported that “at the stakeholder workshop, the An equality impact assessment (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
diagnosed with ME/CFS and then to access support services.”
The current statement states that “there was no or limited
evidence identified for these groups.” This should have
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 guideline states that “physical activity is not a
curative or a treatment” so it is therefore inappropriate to
indicate it as a possible approach.

Developer’s response

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, ‘Be sensitive to the person’s
socioeconomic, cultural and ethnic background, and faith group,
and think about how these might influence their symptoms,
understanding and choice of management.” to recommendation
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
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Action for M.E. Guideline 034-035 | 1.11.50 In our 2020 NICE Guideline Survey we asked respondents for
their views on CBT:

e 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

e  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.

e 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

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

e 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:

“In the evidence review at G Page 342 Line 26, the committee
summarised the evidence on non-pharmacological
interventions for ME/CFS. Their conclusions (from lines 40 —
44) found that: “In addition, the committee made ‘do not’ offer
recommendations for CBT ...to treat or cure ME/CFS.”

Developer’s response

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) — a disease that has been compared to
ME/CFS, at 1.5.5 states only: ‘Consider mindfulness-based
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) 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 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:

‘Do not offer CBT to treat or cure ME/CFS as there is no
substantive evidence that it is effective. Patients may find
supportive, person-centred counselling helpful.”

It is wrong to include the statement ‘aims to improve
functioning’ within the aims of CBT. This is misleading and can
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
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¢ 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:

“I agree that providing psychological support is very important -
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 own (eg finding ‘evidence’ to
challenge ‘negative cognitions’ eg of ‘being a burden’) may
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) may be far more beneficial.”

“I welcome the way CBT is described as helping people cope
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.”

“I trained as a person-centred, 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
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successful at all [...] My clients would sometimes develop
another mental health condition, because the original condition
wasn't dealt with appropriately.”

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. Change “can have a substantial
impact”to “has a substantial impact”. We feel this is reflected
in the physiology of the condition and symptoms that a person
will have experienced for several weeks or months before
diagnosis.

Developer’s 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
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advisory committees

9 of 1137



Stakeholder

Action for M.E.

Action for M.E.

National Institute for
Health and Care Excellence

NICE

Myalgic encephalomyelitis (or encephalopathy)/chronic fatigue syndrome: diagnosis and management

Consultation on draft guideline - Stakeholder comments table

10 November 2020 - 22 December 2020

Comments

We strongly welcome this addition and the recognition of the
injustice and disbelief people with M.E./CFS have faced. We
would like to see it repeated throughout the guideline in each
of the sections to ensure healthcare professionals are aware of
difficulties the person may have faced in the past.

One example of the difficulties people have faced is the
continued misdiagnosis of Medically Unexplained Symptoms
(MUS). 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
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 would like to see the text here strengthened and replace
“should” with “must”.

This is because of the large number of people with M.E./CFS

who have reported negative experiences with healthcare
professionals. In our 2019 Big Survey we found that:

advisory committees

Developer’s response

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.

Thank you for your comment.

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.
As you note there is further information on prejudices people
face in the guideline and for this reason your suggestion has not
been added to the recommendation.

ME/CFS specialist services

Throughout the guideline the importance of ME/CFS specialist
services is reinforced and where access to these 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.

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.

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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o 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

Developer’s 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 ‘Making decisions about your care’ this
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 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.
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
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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 ‘may’. Insert ‘are likely to’.

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 living on a person’s ability. For example,
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

advisory committees

Developer’s 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 time and as such ‘may’ is appropriate.

Thank you for your comment.

After considering the range of stakeholder comments this has
been edited to, ‘are housebound or bed-bound and may need
support with all activities of daily living, including aids and
adaptions to assist mobility and independence in activities of
daily living ( for example wheelchairs)’

The section on aids and adaptions provides further information.

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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or adapted cars, blenders for making food less effort to chew,
drink with a straw as mugs are too heavy to lift.

We support the addition of risk assessing interactions with
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.

We are pleased with changes made to this section to
recommend early diagnosis.

We would like to see the addition of baseline investigations as
it was in the 2007 CG53. This would give patients the
knowledge of which investigations should be offered to them
so they can challenge the healthcare provider should they not
be receiving this. It would also ensure parity between
healthcare professionals and the investigations they
undertake.

We feel this is slightly misleading and needs rewording. One
respondent to our 2020 NICE Guideline Survey said,

“I had a very specific and sudden onset of ME directly after
glandular fever and had a new symptom appear suddenly
years into my illness which was not listened to or investigated
and instantly lumped in with ME. Some people with ME do not

Developer’s 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.

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 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 this bullet point has
been deleted. On reflection the bullet point above in
recommendation 1.2.4,” the person’s ability to engage in
occupational, educational, social or personal activities is
significantly reduced from pre-iliness levels’ indicates that the

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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have a specific onset to their ME but a gradual one they
struggle to pin point. They may have also already suffered for
years, as | did, before a diagnosis, making things harder to
remember and pinpoint.”

It is right that post-exertional symptom exacerbation is
recognised as a defining symptom of M.E./CFS. Our 2019 Big
Survey of people with M.E./CFS emphasised the commonality
of this symptom with 99% of the 4,038 respondents
experiencing this following mental or physical activity.

It would be helpful for NICE to highlight the importance of
using post-exertional symptom exacerbation in both clinical
and research guidance. This would ensure there is alignment
with those being diagnosed with M.E./CFS and the research
studies being undertaken.

We also believe that ‘unrefreshing sleep which may include’
could be replaced by ‘unrefreshing sleep and/or sleep
disturbances which may include....’ so that it encompasses
everyone’s experiences.

We would also like to see a clear definition of “debilitating
fatigability” to ensure it is not misconstrued as ‘tiredness’.

We are concerned that the list is not comprehensive and there
are some omissions which are common in people with
M.E./CFS such as visual problems. Evidence for such:

https://pubmed.ncbi.nim.nih.gov/8201170/

https://pubmed.ncbi.nim.nih.gov/27799582/

advisory committees

Developer’s response

symptoms have developed and have not always been present
covering that the symptoms are not lifelong. This now includes
the cohort of people who develop symptoms gradually
sometimes over months or even years.

Thank you for your comment.

Unrefreshing sleep

After considering the stakeholder comments on the description of

sleep symptoms the committee edited the bullet points to,

‘unrefreshing sleep and /or sleep disturbance, which may

include:

o feeling exhausted, feeling flu-like and stiff on waking

e broken or shallow sleep, altered sleep pattern or
hypersomnia.

The committee hope this has added some clarity for readers.

Debilitating fatigability. This has been edited to be more
descriptive of the fatigue experienced by people with ME/CFS,
‘Debilitating fatigue that is worsened by activity, is not caused by
excessive cognitive, physical, emotional or social exertion and is
not significantly relieved by rest.’

Thank you for your comment.

The committee discussed the other symptoms you suggested
should be on the list and they agreed to add gastrointestinal
symptoms.

Based on the evidence reviewed in evidence review D and on
their experience the committee did not agree that visual
disturbances should be included in the list of associated
symptoms. The committee note that visual disturbances 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
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https://pubmed.ncbi.nim.nih.gov/24187048/

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

https://www2.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.

It should be noted that there is no NICE Guideline for
orthostatic intolerance so more information is needed here.
They should also be aware of Postural Tachycardia Syndrome,
Neurally Mediated Hypotension and Orthostatic Hypotension.

The draft guideline says that the medicines usually prescribed
for orthostatic intolerance can worsen other symptoms in
M.E./CFS - this needs to be much better explained, with
specific comments about the various different types of
medicines (beta blockers, volume expanders, vasoconstrictors,
etc.).

There should also be a set of final recommendations.

It is essential that healthcare professionals offer to engage
with the child’s place of education or training as soon as
possible to ensure reasonable adjustments can be made. This
early intervention can support a child in staying in education
and/or prevent symptom exacerbation from pressures to
maintain education.

advisory committees

Developer’s response

highlighted in recommendations within the guideline with
reference to the description of or the management of symptoms.

Thank you for your comment.
The orthostatic intolerance section in the section on managing
ME/CFS symptoms includes further information.

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. As
you note the committee noted medicines usually prescribed for
Ol can worsen other symptoms in people with ME/CFS and to
address this should only be prescribed or overseen by a clinician
with expertise in orthostatic intolerance. (see evidence review G).

Thank you for your comment.

The committee agree early communication with schools and
colleges is very important. This recommendation refers to
children and young people with suspected ME/CFS and the
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
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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.

Developer’s 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 |) and
the committee’s experience referral to ME/CFS specialist care
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.

e Just 3% said 0-3 months

e  13% said 4-6 months

o 19% said 7-12 months
59% said over a year
After ‘management’ insert ‘and support’

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

Developer’s 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 been edited to ‘care and support plan’ in
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 agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NICE page on ‘Making decisions about your care’ this underpins
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
fluctuate, there will be some who are mild/moderate but will
become severely affected by the physical and cognitive activity
of visiting a healthcare setting.

It should also be recognised that those who are very severe
may only be able to manage a short home visit. Further
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.

We would like the addition of a section that recognises the
difficulties people with M.E./CFS can experience when
applying for disability benefits and the role a healthcare
professional should have in this process. Many of those who
are unable to work face an uphill battle when asking for this
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.

At the end insert: ‘and are worsened by exertion’

We would like the addition of common triggers here such as
points in the menstrual cycle and surgery.

advisory committees

Developer’s response

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 person’s symptoms.

Thank you for your comment.

This section links to the NICE guidance on people’s experience
in adult social care services and this is further detail on
accessing disability benefits. In addition, there is information on
accessing social care in this section on information and support.

Thank you for your comment.

The impact of activity is addressed in the energy management
section of the guideline.

Thank you for your comment.

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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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.:

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

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

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

e 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

Developer’s 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.

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

19 of 1137



Stakeholder

Action for M.E.

Action for M.E.

Action for M.E.

Action for M.E.

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

Document

Guideline

Guideline

Guideline

Guideline

Page No

018

018

018

020

Line No

10

15

24

19

10 November 2020 - 22 December 2020

Comments

the case of children, ME/CFS should not be mistaken for very
rare conditions such as Munchausen’s syndrome by proxy or
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:

“Do not discharge someone who misses appointments.
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 ‘fear’ and replace with ‘risk’.

In the line ‘supporting their applications for aids and
appliances’ add in ‘and financial support’.

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
patient’s ability to plan activity and rest.

Developer’s response

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 ‘risk that their symptoms will
worsen may prevent people from leaving their home’.

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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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: ‘full or part time. Return to these activities is likely
to be gradual, if possible at all. Pushing to continue to work or
attend school or further education is likely to result in lasting
illness and disability.’

Include ‘Department for Work and Pensions.’

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/Consultants are patients’ preferred
choice in being involved in their care with psychologists being
the least preferred option.

Developer’s response
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 add: ‘if and when able’

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.

Developer’s response

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
agreed with the phrase “l am concerned that my GP would not
have the expertise to support me to develop a pacing/energy-
management plan.”

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 term ‘Pacing’ rather than
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 it’s still the thing that has been most useful.
We recommend inserting information about ‘post-exertional
symptom exacerbation’ into this line to demonstrate the risk of
overexertion. It also needs to be clear than this onset may
occur after hours or even days so extra care must be given.

Developer’s 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,” helps people learn to use the amount of energy
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Comments

Please replace ‘does not assume’ with ‘recognises that’.
Without this change, there is concern that this could be
misinterpreted.

We would like the wording around ‘goals’ clarified. People with
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
‘payback’.

It is very important to note that “activity” does not just mean
physical activity. Mental activity such as reading a book,
watching television, having a conversation in person or by
phone, also counts — 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.

advisory committees

Developer’s response

they have while reducing their risk of post-exertional malaise or
worsening their symptoms by exceeding their limits’.

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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10 November 2020 - 22 December 2020

Comments

The wording in this section is not appropriate and could lead to
misinterpretation and potentially a form of graded exercise
therapy being given to a person with M.E./CFS. The next
comments are for the following points in the guideline:

“s are ready to progress their physical activity beyond their
current activities of daily living

» would like to incorporate a physical activity programme into
the management of their M.E./CFS”

These points give the impression that this is an inevitability
and that all people with M.E./CFS should be ready to increase
activity at some point. This interpretation can lead to pressure
from a healthcare professional for a person with M.E./CFS to
push beyond their capabilities. In order to protect people with
M.E./CFS from harm there are changes needed to this section.
In our 2020 NICE Guideline Survey, we asked respondents
about the effect physical activity as part of self-management
has had on their health. Half of respondents said it had a
worsening effect.

We suggest:

e Greater emphasis on patient choice. It should be
made clearer that it is up to the person to choose if
they wish to make any changes.

e Removing the two bullet points and replace with:

Choose to make any changes to their activity and energy
management plan.

Developer’s response

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 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.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NICE page on ‘Making decisions about your care’ this underpins
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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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:

“Severe 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 easily accessible guidance.”
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 ‘Strategies need to be carried out in small amounts and spread
undertaken, including that of daily life, should be within the out throughout the day’ has been added to the recommendation
energy envelope.
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10 November 2020 - 22 December 2020

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. Almost 80% said that ‘the clear advice
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.E.’ was the most important part.

Developer’s response

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

After considering the stakeholder comments the physical
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the 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.

After considering the stakeholder comments the physical
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the 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.

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
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10 November 2020 - 22 December 2020

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

Developer’s 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 ‘treatment or cure for ME/CFS’ the committee
agreed to remove the word ‘treatment’ from these
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
“We are concerned about the current level of training on delivering care 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:
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Comments

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:

“Any physical activity within an activity management plan
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
implications for this on activity management planning.”

We support this recommendation against the Lightning
Process.

In our 2020 NICE Survey on the draft guideline, a number of
people have expressed disappointment that Osteopathy has
been included in this section. We would like better clarification
here whether the recommendation is against Osteopathy as a
whole or when used in combination with life coaching,
neurolinguistics programming etc.

Remove this paragraph. This paragraph goes against earlier
statements we have similar concerns as were set out in
Comment 54, page 26 1.11.8

Consultation on draft guideline - Stakeholder comments table

Developer’s 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 recommendation to,” do not offer people with
ME/CFS therapies based on the Lightning Process’

Thank you for your comment.

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:

“Physical activity for people with M.E./CFS should only be
considered if they request it and it is part of a maintenance
plan for activity and energy management to support activities
of daily living. It is essential that post exertional symptom
exacerbation is recorded during any activity, and if progression
is considered by the patient then accurate recording is needed
to ensure any worsening of symptoms is identified and activity
stopped.”

Action for M.E. Guideline 028 19 It is essential that people be warned about the risks of
additional physical/cognitive activity and the need for accurate
monitoring during any activity. It should also be noted that the
act of recording symptoms is an activity in itself. We would

Developer’s response

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.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NICE page on ‘Making decisions about your care’ this underpins
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.

The committee agree that it is important that people with
ME/CFS take into account all types of activity (cognitive,
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also like to see the word ‘programme’ removed from this
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.

e 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.

e To rest immediately 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.

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

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

e  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

Developer’s response

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 “varies”, explain that it could take several days or weeks,
or even months.

This section needs personalising to the individual and the
condition. For people with M.E./CFS exercise can be an
inappropriate way to manage pain and comes with a potential
risk of significant harm. It should be made clear that any
approach to manage pain should be done with this in mind.

We are concerned at the recommendation not to offer any
medicines or supplements to treat or cure M.E./CFS. While
there is no treatment or cure, many people with M.E./CFS tell
us that medicines and supplements can help their individual
symptoms. We therefore request this statement be clarified.
Our 2019 Big Survey found that 68% of respondents use
medication for individual symptoms, 70% of whom receive
them from a healthcare professional.

In our 2020 NICE Guideline Survey, we asked respondents for
their thoughts on the use of supplements/medication being
referred to in the guideline. Three quarters of respondents
(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.

advisory committees

Developer’s response

frames here could result in people thinking they should be
meeting them.

Thank you for your comments.

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 ‘managing coexisting conditions that the
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.

After considering the stakeholder comments the committee
agreed the use of treatment in this context could be confusing
and edited the recommendation to, ‘do not offer any medicines or
supplements to cure ME/CFS.’

The committee note the following subsection in the guideline is
‘medicines for symptom management’ and provides advice for
prescribers. The discussion section of Evidence review F:
Pharmacological management recognises some

people with ME/CFS have found some drugs helpful in managing
the symptoms of ME/CFS and this should be discussed on an
individual basis.
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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:

e 72% pain

o 55% sleep difficulties

e 25% nausea
20% Orthostatic intolerance

Action for M.E. Guideline 034 7 The phrasing ‘CBT for ME/CFS’ suggests that there is an

established protocol (like CBT-E for eating disorders and
Trauma-Focused CBT for trauma). This is misleading.

Action for M.E. Guideline 034 16 The use of ‘assume’ in this line could add ambiguity. This
wording should be changed to make clear that ‘abnormal’
illness beliefs and behaviours are NOT an underlying cause of
M.E./CFS.

Developer’s response

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).

Thank you for your comment.

The committee specifically rejected the assumption that people
with ME/CFS have ‘abnormal’ iliness beliefs and behaviours as
an underlying cause of their ME/CFS. Based on the quantitative
and qualitative evidence (evidence reviews G and H) and 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

34 of 1137



Stakeholder

Action for M.E.

Action for M.E.

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

Comments

The phrase ‘work towards meaningful goals’ is open to
interpretation and should be clarified to ensure no person with
M.E./CFS is pressured to set a goal beyond what they feel are
unmanageable. Our 2019 Big Survey showed that one in five
people who undertook CBT in the last five years experienced
this.

The Guideline recommends that CBT should:
“explore their personal meaning of symptoms and illness, and
how this might relate to how they manage their symptoms”.

This should be removed as it gives the impression that a

person with M.E./CFS can reduce their physical symptoms by
changing the way they think.

advisory committees

Developer’s response

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).

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
NICE page on ‘Making decisions about your care’ this underpins
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.

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
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Comments

Additional wording is needed here to ensure that any
management approach for a co-morbid condition is risk
assessed against the patient’'s M.E./CFS. For example, any
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

Consultation on draft guideline - Stakeholder comments table

Developer’s response

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

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

36 of 1137



Stakeholder

Action for M.E.

N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/chronic fatigue syndrome: diagnosis and management

Document

Guideline

Page No

040

Line No

11

10 November 2020 - 22 December 2020

Comments

changes to the guideline and the risks that have been
evidenced with previously agreed approaches.

In this survey, over half of respondents (56%) are concerned
that they are being advised to rely on support from
professionals who have experienced/understanding of
M.E./CFS — but this is not their experience. This demonstrates
the need for coordinated efforts to increase understanding
among the medical profession.

We would also like a recommendation that training is given to
all disciplines. One respondent to our 2020 NICE Survey said:

“Many of us find that detrimental attitudes and incorrect beliefs
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.”

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.

We would like a recommendation that a nationwide information
campaign is conducted to inform health professionals about
the change in guideline and require new training and
assessment to ensure they are able to support people with
M.E./CFS.

Consultation on draft guideline - Stakeholder comments table

Developer’s response

recommendations in the training for health and social care
professionals section of the guideline.

At start of the guideline the guideline links to the NICE page on
‘Making decisions about your care’ this underpins 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.

Thank you for your comment. A nationwide information campaign
is beyond the remit of NICE.
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Comments

Delete ‘should’. Insert ‘must’

Delete ‘should’. Insert ‘must’.

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:

e  Only 8% of respondents are in full time work

e 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 recommended that “Cognitive

Developer’s 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.

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.
To accompany this the committee have made recommendations
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behavioural therapy (CBT) and/or graded exercise therapy
(GET) should be offered to people with mild or moderate
CFS/ME and provided to those who choose these approaches,
because currently these are the interventions for which there is
the clearest research evidence of benefit.” Since that time, the
research evidence supporting these treatments has grown
considerably.

Would NICE please explain why a greater body of evidence
has led to a reversal of a recommendation that was supported
by less evidence back in 20077

Developer’s response

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.

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 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
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

Developer’s response

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

Barts Health Guideline General General We believe that the general effect of this guideline will be to

NHS Trust maintain disability, increase the duration of iliness, reduce
hope of recovery, and lead to decommissioning of existing
specialist services.

Barts Health Guideline General General The document ‘The principles that guide the development of

NHS Trust NICE guidance and standards’ states that NICE guidance and
standards are underpinned by evidence that is relevant,
reliable and robust, recognising the hierarchies of evidence.

Developer’s response

Throughout the guideline the committee have

emphasised the importance of being centred on the patient’s
needs and wishes, the need to be holistic and to listening to and
understanding the patient’s perspective and experience. The
recommendations in this guideline are based on this focus and in
addition the committee have edited the management plan to
‘care and support plan’ in line with personalised care and support
plans https://www.england.nhs.uk/ourwork/patient-
participation/patient-centred/planning/.). This further supports the
guideline’s emphasis upon being centred on the patient’s needs
and wishes and adopting a holistic approach. The personalised
care and support plan supports the person’s aims and the
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.

Developer’s 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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Qualitative

We believe that the patient feedback has been unbalanced,
which may reflect that recovered patients are not so well
represented as patients who are sadly still unwell. We provide
two anonymous testimonies from two of our ex-patients, who
both received GET (and CBT) with good effect, in order to help
the committee redress this balance.

P1 “To Whom it May Concern

Sadly because of the vitriol targeted at patients in the past |
request that my feedback remains anonymous.

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 work.”

P2 “CFS/ME affects every individual differently. This is my
experience.

Developer’s response

NICE guidelines: the manual, section 9.1 for further details on
how recommendations are developed).

Thank you for your comment and two testimonies.

Underrepresentation from patients who have recovered from
ME/CFS

The committee membership had a broad range of professional
and personal knowledge about the different experiences of
people with ME/CFS and this was discussed and considered at
all stages of the decision making.

It is true that there is little representation in the literature of
people who have recovered from ME/CFS and the committee
hope that where this can be published it will be as this can only
further inform the care and support of people with ME/CFS.
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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
family’s bread-winner and | was 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 —
together with my own determination to get well — with my
recovery. Today, I'm able to function well. | have returned 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 months of GET, | started CBT. I'd been sceptical
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 the beginning, if everyone’s
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! Please.”

“ME/CFS....can have a significant impact on people’s (and
their families and carers’) quality of life, including their activities
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Thank you for your comment.
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of daily living, family life, social life, emotional wellbeing, work
and education

« affects each person differently and varies widely in severity —
in its most severe form it can lead to substantial incapacity
(see recommendations 11 1.1.8 and 1.1.9)”

We entirely agree with these statements about the debilitating
effects of this illness on patients, their lives, and their families’
lives, which we have seen repeatedly over many years of
clinical practice.

“reduced ability or inability to speak or swallow
gastrointestinal difficulties such as nausea, incontinence,
constipation and bloating

* neurological symptoms such as double vision and other
visual disorders, dizziness”

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.

“the person has had all of the persistent symptoms (see box 1)
for a minimum of 6 weeks in adults and 4 weeks in children
and young people”

Contrary to the committee’s assertion and rationale, it is not
unusual to have persistent ‘key’ symptoms beyond 6 weeks
following acute illness, including viral iliness, 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

Developer’s response

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:

e ‘Provisional’ diagnosis has been deleted for the following
reasons:

o  The committee agreed the term ‘provisional
diagnosis’ was 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.
Diagnosis is now introduced at 3 months.

o  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.

e 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 ‘symptoms are not explained by another condition.’

Barts Health Guideline 008 Box 1 “Debilitating fatigability,,” Thank you for your comment.
NHS Trust
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Although fatigability is a feature of this illness, surely the
primary symptom is fatigue and should be listed as such in
making a diagnosis?

“psychological wellbeing assessment’

We are not aware of such an assessment, apart from that
done by Psychological Well-being Practitioners in IAPT
services. Is NICE suggesting that IAPT services provide this
for patients?

In view of the commonest alternative diagnoses being mood
and anxiety disorders and in view of the commonest
comorbidities being the same, can NICE explain how such an
assessment will capture these important conditions? This is
particularly the case when depression is only mentioned once
in the guideline and anxiety disorders are not mentioned at all.
The only possible risk of premature death is by suicide; will this
assessment include a risk assessment for suicide?

“...slurred speech, ... confusion, disorientation”

These are symptoms that are not part of this iliness, and
should lead to the assessing clinician seeking alternative
diagnoses, such as a neurological or neuropsychiatric
disorders.

“not to use more energy than they perceive they have — they
should plan their daily activity to stay within their energy
envelope and not push through activity”

Where is the research evidence for such a recommendation?
Do NICE believe that such advice, which we believe will

Developer’s response

After taking into consideration the comments made by
stakeholders about the potential for misunderstanding the
committee agreed to change fatigability. This has been edited to
be more descriptive of the fatigue experienced by people with
ME/CFS, ‘Debilitating fatigue that is worsened by activity, is not
caused by excessive cognitive, physical, emotional or social
exertion and is not significantly relieved by rest.” The committee
hope this has added some clarity for readers.

Thank you for your comment.

The committee agree at this stage the person has not been
diagnosed with ME/CFS or any other condition and as you
comment it is important to investigate the possibility of other
diagnosis and co-existing conditions. The committee note the
assessment recommended describes the routine examinations
and assessments when a patient has an undiagnosed illness. To
clarify this the recommendation has been edited from
‘comprehensive clinical history’ to ‘medical assessment
(including relevant symptoms and history, comorbidities, overall
physical and mental health).

In addition psychological wellbeing has been edited to, ‘an
assessment of the impact of symptoms on psychological and
social wellbeing’ to clarify this assessment.

Thank you for your comment.

These have been removed.

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

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

48 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

maintain both disability and duration of ill health, should be
given in the absence of any significant research evidence of
efficacy? Has ‘energy envelope’ any specific medical meaning
or definition?

Barts Health Guideline 024 7-9 “Discuss with people with ME/CFS the principles of energy
NHS Trust management, its role in supporting them to live with their

Developer’s 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
should expect.”

What does NICE mean by ‘principles of energy management’?
This engineering concept does not have much scientific
validity in human biology and appears to be used here as
pseudo medical term. How does NICE expect clinicians to
explain “the potential benefits and risks” when there is little or
no evidence to advise them? The only large trial of such an
approach showed that adaptive pacing therapy, based on the
principles of energy management and supported by up to 15
sessions from an occupational therapist, was no more effective
than specialist medical care, and, if anything, exacerbated
physical disability (White et al, 2011,
https://doi.org/10.1016/S0140-6736(11)60096-2, Dougall et al,
2014, https://doi.org/10.1016/j.jpsychores.2014.04.002).

“Be awatre there is no current treatment or cure (non-
pharmacological or pharmacological) for ME/CFS.”

This is a very strange statement. Firstly, it is not true, since
there are two non-pharmacological treatments with good
evidence of efficacy in patients with CFS/ME. Secondly, why
use the word “cure”, when it is a word hardly seen, if at all, in
NICE guidelines for other chronic conditions?

Developer’s response

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
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.

Thank you for your comment.

After considering the stakeholder comments on the wording
‘treatment or cure for ME/CFS’ the committee agreed to remove
the word ‘treatment’ from these recommendations to avoid any
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.
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Does NICE agree that such a statement is not only inaccurate,
but will remove all hope of recovery in patients with CFS/ME?
Primum non nocere.

“reduce activity as the first step

* plan periods of rest and activity, and incorporate the need for
pre-emptive rest”

Would NICE advise where clinicians can access research
evidence for always reducing “activity as a first step” and the
efficacy of “pre-emptive rest”?

We already know that there are two, probably three,
identifiable patterns of physical activity in patients with
CFS/ME (van der Werf et al, 2000,
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?

“Advise people with ME/CFS to reduce their activity if
increasing it triggers symptoms, or if they have fluctuations in
their daily energy levels.”

Would NICE please provide the research evidence to support
this advice? If it is solely based on the experience of the

Consultation on draft guideline - Stakeholder comments table

Developer’s response

Cure

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. 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 people who recover there isn’'t
currently a cure for ME/CFS.

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 activity.’

The committee agreed that rest was an important part of
managing activity in people with ME/CFS. The role of rest and
sleep are further addressed in section 1.12 and the rationale
provides further information on this.

Thank you for your comment.

After considering the stakeholder comments this has been edited
to,” Advise people with ME/CFS how to manage flare-ups and
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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
qualitative surveys rather than evidential research.

“Do 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.”

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/CFS... « generalised physical
activity or exercise programmes — this includes programmes
developed for healthy people or people with other illnesses”
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.

“Do not offer people with ME/CFS:

* any therapy based on physical activity or exercise as a
treatment or cure for ME/CFS”

Why is NICE giving such advice when it flies against the clear
evidence of benefit for GET as a treatment for this illness?

Developer’s response

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

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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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 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.)
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“Do not offer people with ME/CFS... « any programme based
on fixed incremental increases in physical activity or exercise,
for example graded exercise therapy”

We entirely agree that patients should not be offered a
“programme based on fixed incremental increases in physical
activity or exercise”. But it is a categorical error to suggest that
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

Developer’s response

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 quantitative and qualitative evidence, calls for evidence for
that depend on symptoms. It is not fixed. unpublished evidence, expert testimonies, and two
Do NICE agree that this is a “straw man” argument, and commissioned reports focusing on 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 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.)
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“Do not offer people with ME/CFS... « structured activity or
exercise programmes that are based on deconditioning as the
cause of ME/CFS”

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

Developer’s response

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?

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

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 such as the new “long-Covid” services. The
second likely consequence would be the closure of NHS

Developer’s response

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 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.

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

57 of 1137


http://dx.doi.org/10.1016/S2215-0366(14)00145-X
http://dx.doi.org/10.1016/S2215-0366(14)00145-X

Stakeholder

Blue Ribbon for
the Awareness
of ME

BRAME (Blue
Ribbon for the
Awareness of
ME)

BRAME (Blue
Ribbon for the
Awareness of
ME)

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

Document

Guideline

Guideline

Guideline

Page No

014

General

General

Line No

16

General

General

10 November 2020 - 22 December 2020

Comments

services for CFS/ME since clinical commissioning groups will
not fund services that do not provide evidence based services.
1.6.4 Replace ‘medical condition’ with ‘disease’

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 and CBT as “treatments” for ME and
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?

Developer’s 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 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 ‘Myalgic encephalomyelitis is classified under diseases
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:

“ME/CFS is a recognised 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.”

We do not agree with the term ME/CFS as we believe ME and
CFS to be 2 separate iliness 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 iliness 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.

Developer’s response

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, ‘This guideline
scope uses ‘ME/CFS’ but this is not intended to endorse a
particular definition of this illness, which has been described
using many different names’ and then readdressed in the context
section of the guideline, ‘The terms ME, CFS, CFS/ME and
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.’
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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 ‘treatments’ in this guideline — but a statement
must now be made stating that these can potentially cause
harm, and NICE in no way recommends these ‘treatments’ now.
We are concerned though that exercise is still included with the
support of ‘appropriately trained’ OTs and PTs and this could
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.

“We were disappointed to see no mention of the physiological
effects of exertion in the review. We feel it is essential for health
professionals working with people with ME/CFS to have

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

Developer’s response

The text ‘Myalgic encephalomyelitis is classified under diseases
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
questions. 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

Developer’s response

committee were unable to make any recommendations on this
topic.
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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: 77-85.”

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 iliness 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

Developer’s 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

Developer’s 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 committee’s 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. 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

Developer’s 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 ‘Myalgic encephalomyelitis is classified under diseases
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 — 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
— 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 —
this ‘criteria’ does not narrow down to ME it merely muddies the
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 t0820
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

Developer’s response

Thank you for your comment.

Suspecting and diagnosing ME/CFS

The committee’s 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. 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:

“In the evidence review at G Page 342 Line 26, the committee
summarised the evidence on non-pharmacological
interventions for ME/CFS. Their conclusions (from lines 40 — 44)
found that: “In addition, the committee made ‘do not’ offer
recommendations for CBT ......... to treat or cure ME/CFS.”

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) — a disease that has been compared to
ME/CFS, at 1.5.5 states only: ‘Consider mindfulness-based
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.

Developer’s response

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
‘treatment or cure for ME/CFS’ the committee agreed to remove
the word ‘treatment’ from these recommendations to avoid any
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.
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Comments

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:

‘Do not offer CBT to treat or cure ME/CFS as there is no
substantive evidence that it is effective. Patients may find
supportive, person-centred counselling helpful.’

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

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

Developer’s 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 committee’s 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. For more detail on the
committee discussion about the IOM criteria and their decision to
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Document

Page No

Line No

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.

Developer’s 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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Guideline

Guideline

Page No

008 - 009

016 - 017

Line No

1.2

1.7

10 November 2020 - 22 December 2020

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 iliness, or where more
than one family member has ME/CFS.

Developer’s 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 of the section and clarifying that ‘/f
safeguarding assessments are needed...” and hope these have
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.
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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.

It states that “This guideline will update NICE guideline CG53”
we were under the distinct impression that this guideline was
replacing CG53. Please could you clarify whether this is an
‘update’ or a ‘replacement’.

1.1.1 Replace “medical condition” with “disease”

As medical condition diminishes the impact of ME and CFS

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

Developer’s 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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Stakeholder Document @ Page No Line No
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10 November 2020 - 22 December 2020

Comments

Replace “should” with “must” there is no ‘should’ do this, they
‘must’ do this.

1.1.3 Add additional bullet point.

“ensure that any management and support plan is mutually
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 been obtained.”

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.

Developer’s 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
NICE page on ‘Making decisions about your care’ this underpins
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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Guideline

Guideline

Guideline
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Page No

005
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006
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Line No

14

17

28

10 November 2020 - 22 December 2020

Comments

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 to the end “worsening, changing or the patient is
severely/very severely affected or has co-morbid conditions”

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 “other aspects of” as it should not affect any part 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.

Replace “some” with “many” you will find time and again people
who are severely affected will not have ‘some’ of these, but
‘many’, if not ‘most’ of these symptoms, to just say ‘some’
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 no ‘may’ about it

Developer’s 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,” any other aspects’ to provide further
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 ‘may’ is appropriate.

Thank you for your comment.

As you note not all people with severe or very severe ME/CFS
will have all of these symptoms all of the time and as such ‘may’
is appropriate.
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1.1.9 Additional bullet point needed to read

“acknowledge that patients and their carers/families may have
become isolated due to the severity of the illness and may need
mutually agreed support”.

1.1.10 Extra bullet point needed to read:
“appropriately trained and specialised in severe ME and CFS”

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

Myalgic encephalomyelitis (or encephalopathy)/chronic fatigue syndrome: diagnosis and management
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Developer’s 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 committee’s 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. 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
Replace “management plan” with “management and support
plan” as you manage the disease but support the patient.

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.

1.56.5 Adjust sentence to read ‘assessment, development and
provision of their management plan as well as regular review
and monitoring of their condition.’

N I C E National Institute for
Health and Care Excellence

Myalgic encephalomyelitis (or encephalopathy)/chronic fatigue syndrome: diagnosis and management
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Developer’s 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 edited to ‘care and support plan’ in
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.

Thank you for your comment.

Provision of care
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10 November 2020 - 22 December 2020

Stakeholder Document Page No Line No Comments Developer’s 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 in the person’s symptoms, which may | 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 person’s symptoms.

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 person’s circumstances.

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 sentence “and are worsened by physical | Thank you for your comment.

Ribbon for the and cognitive exertion” 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 people ‘recover it is thought that the disease | Thank you for your 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. bullet point it has been edited slightly to,” varies in long-term
ME) outlook from person to person — although a proportion of people

recover or have a long period of remission, many will need to
adapt to living with ME/CFS.’ This is to reflect the experience of
all people with ME/CFS.
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10 November 2020 - 22 December 2020

Document Page No Line No Comments Developer’s response

Guideline 015 10 1.6.7 Replace ‘condition’ with ‘disease’ 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.

Guideline 018 18 1.8.1 Need an extra bullet point of “have prepared for | Thank you for your comment.
appointment by resting” This recommendation raises awareness about the reasons
people may miss an appointment not about preparation for an
appointment and for that reason your suggestion has not been

added.
Guideline 019 1 1.8.5 Need to add in ‘taking into account section 1.1.8” so that | Thank you for your comment.
it reads “discuss with people who need inpatient care, taking | This recommendation refers to all people with ME/CFS and
into account 1.1.8, and whether any aspects of....” recommendation 1.1.8 is specific to people with severe or very
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.

Guideline 019 17 1.8.6 Replace ‘management plan’ with ‘management and | Thank you for your comment.
support plan’ Management plan has been edited to ‘care and support plan’ in
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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Document

Guideline

Guideline

Guideline

Guideline

Guideline

Guideline

Page No

021

021

023

025

025

026

Line No

5

10

21

25 & 26

1.11.8

10 November 2020 - 22 December 2020

Comments

1.9.1 Add to the end of the sentence ‘even part-time’

1.9.1 Add to the end of the sentence ‘even part-time’

1.10.1 Add to end of sentence ‘when able’

1.11.4 Agree with Physio’s for ME the need to recognise that
both cognitive and physical activity can cause symptom
exacerbation, so the sentence needs to read:

“Alternate and vary between different types of activity eg
cognitive and physical, and break them into small chunks to
avoid triggering Post Exertional Symptom Exacerbation”

1.11.6 Please signpost the “managing flare and relapse”
section on page 37

1.11.8 Have serious concerns about this section, any referral
must only be made if mutually agreed with the patient and all
the risks and benefits have been fully explained allowing them
to make an informed choice. | have concerns about the inclusion
of any of the bullet point in this section, as explained below:

Developer’s response

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.

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.

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.

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.

Thank you for your comment.

After considering the stakeholder comments this has been edited
to,” Advise people with ME/CFS how to manage flare-ups and
relapses (see the section on managing flare-ups in symptoms
and relapse).’

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 considered for people with ME/CFS
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Document

Guideline

Page No

026

10 November 2020 - 22 December 2020

Comments
Would suggest a rewriting of the entire point 1.11.8 to read

“Refer people with ME/CFS to a specialist service if they require
additional support with activity and energy management
planning, and if mutually agreed with the patient”

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

Developer’s 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
NICE page on ‘Making decisions about your care’ this underpins
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, ‘have difficulties 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 — this sounds like it is an HCP
making this decision and not the person themselves, as this
suggests that the person can achieve activity when “ready” not
when physically able to do so without exacerbation.

Developer’s response

and mobility and care for people with severe and very severe
ME/CFS)'.

The committee agree that the issue of choice is fundamental to
patient care. At start of the guideline the guideline links to the
NICE page on ‘Making decisions about your care’ this underpins
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,” feel ready’.

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

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

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 at end of sentence “taking into account
a patient’s pain, ability and ensuring it does not cause

N I C E National Institute for
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Myalgic encephalomyelitis (or encephalopathy)/chronic fatigue syndrome: diagnosis and management
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Developer’s 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
NICE page on ‘Making decisions about your care’ this underpins
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.

Thank you for your comment.
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Page No

027

027

028

Line No

1.11.14

1.11.15

1.11.16

10 November 2020 - 22 December 2020

Comments

exacerbation of symptoms and keeps below their anaerobic
threshold”

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

Developer’s response

‘Strategies need to be carried out in small amounts and spread
out throughout the day’ has been added to the recommendation
to clarify this is in the context of the priorities and symptoms
that people may have.

After considering the stakeholder comments the physical
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the 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.

After considering the stakeholder comments, ‘strategies need to
be carried out in small amounts and spread out throughout the
day’ has been added to the first recommendation in this section
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 ‘physical functioning and mobility’ and has been moved to the
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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Guideline

Guideline

Page No

028

028

031

034

Line No

1.11.17

1.11.18

14

1.11.43

10 November 2020 - 22 December 2020

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

Concerned again about the language here of “ready to
progress” it should be when a person wishes to increase, and,
more importantly, is ‘able’ to increase their physical activity
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 another bullet point “Avoid giving further
medication to counter side effects”

Please add another bullet point “People with ME and CFS
should not be automatically directed to IAPT pathway”

Developer’s response

After considering the range of stakeholder comments on the
wording ‘treatment or cure for ME/CFS’ the committee agreed
to remove the word ‘treatment’ from these recommendations to
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,” feel ready’.

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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036

039
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Line No

5and 6

14

12

13

10 November 2020 - 22 December 2020

Comments

1.12.2 Please add to the end “whilst taking into account any
hypersensitivities and exacerbations of symptoms”

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 person’s ME should be taken into account.

1.14.3 Add to the end “and evaluate and investigate whether
these new symptoms, or change in symptoms, are due to the
patients ME or CFS or whether it is due to a
diagnosed/undiagnosed co-morbid condition”

1.15.1 Change ‘should’ to ‘must’

w

1.15.1 Remove the words “what” and “is” and add in to read
“understanding that ME and CFS are neurological diseases
which can become multi-system/multi-organ, and its diagnosis
and management”

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.

Developer’s 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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10 November 2020 - 22 December 2020

Page No Line No Comments

041 2 1.15.3 Replace ‘should’ with ‘must’

043 3 Management Plan — replace with “management and support
plan”

043 4 Add in new points to read “The personalised management and

support plan, which should be mutually agreed and developed
between the patient and the specialist team,”

Developer’s response

To note the text ‘Myalgic encephalomyelitis is classified under
diseases of the nervous system in the SNOMED-CT UK and
ICD10 (G93.3) has been added to the context.

Diagnosis

The committee’s 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 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.

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.

Management plan has been edited to ‘care and support plan’ in
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 edited to ‘care and support plan’ in
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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050

Line No

17-20

10 November 2020 - 22 December 2020

Comments

Replace “may” with “usually”

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.

Developer’s response

NICE page on ‘Making decisions about your care’ this underpins
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 committee’s 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 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.

Developer’s 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:

‘Provisional’ diagnosis has been deleted. As you note this
combination of symptoms cannot be considered normal and
should be investigated but the committee agree the term
‘provisional diagnosis’ was 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.

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 ‘symptoms are not explained by another
condition’.

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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Comments

‘expertise’ is a loaded phrase as it depends on who classes the
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 sentence “....management and support
plan, where appropriate and mutually agreed with the patient”

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
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Developer’s response

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 committee’s 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. 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 been edited to ‘care and support plan’ in
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)

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.

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.

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

Developer’s 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
wording ‘treatment or cure for ME/CFS’ the committee agreed
to remove the word ‘treatment’ from these recommendations to
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 person’s symptoms are well managed has
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, ‘This guideline
scope uses ‘ME/CFS’ but this is not intended to endorse a
particular definition of this illness, which has been described
using many different names’ and then readdressed in the context
section of the guideline, ‘The terms ME, CFS, CFS/ME and
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 — 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.

Developer’s 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.’

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.

“Use a person-centred approach”. [We would suggest the
addition of the wording “incorporating a biological,
psychological, and social model of care” about here], “to
assess people's needs”, as is common in all neurological,
neuropsychiatric and psychiatric disorders (e.g. Epilepsy,
stroke, multiple sclerosis, Parkinson’s, Huntington’s
schizophrenia, obsessive-compulsive disorder).

Box 1. ‘Dyslexia’ is a term that is a specific psychiatric
diagnosis equivalent to a reading disability. ‘Dyscalculia’ again
relates to a specific learning disability, or damage sustained
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 simply stating “impaired
activities of daily living e.g. problems with reading or
calculation”, in order to avoid confusion.

Given there is no known cause for this condition, we would
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

Consultation on draft guideline - Stakeholder comments table

Developer’s response

Thank you for your comment.

This recommendation refers to involving people in their own care
not models of care. For this reason your suggestion has not been
added.

Thank you for your comment.
This has been edited to,’ including problems finding words or
numbers, difficulty in speaking’.

Thank you for your comment.
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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

Developer’s response

After considering stakeholder comments about the assessment

the recommendation was edited to,” If ME/CFS is suspected,

carry out:

¢ a medical assessment (including relevant symptoms and
history, comorbidities, overall physical and mental health)

e aphysical examination

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

e baseline investigations to exclude other diagnoses, (for
example (but and not limited to)....’

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.

Developer’s 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 etc...

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 panel means by ‘neurally-mediated
hypotension’ and the evidence for this in this condition. We
feel the paragraph warrants greater explanation, and an
underlying clarity on the referenced source of this view and
data supporting it.

Developer’s response

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
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the 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.
After considering the stakeholder comments this has been
deleted.
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We have significant concerns that this comment is in a NICE
guidance document, and is not pertinent to CBT used for other
medical conditions (e.g. CBT for cancers or neurological
conditions such as Parkinson’s disease). This reads as if
referencing personal grievance against healthcare
professionals who may perhaps be less familiar with the
condition. We suggest a less emotive approach may be
achieved with the following: "is a method designed to help the
individual develop understanding in the manner that their
physiology, thoughts, feelings, and behaviour may have a
contributory role to their level of disability.” However, we do
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 patient’s own label) and it has moved away
from the early Beck focus on 'irrational’ beliefs to a focus on

'unhelpful’ beliefs.

In relation to a suggestion that the criteria should be amended
by the duration of fatigue to three months to meet caseness for
disorder, we ask the committee for justification on such a
decision. Specifically, what is known of the percentage of
those who might meet ME/CFS at three months, who no
longer, meet criteria at six months? Given NICE guidance
should follow robust evidence, we feel information needs to be
explicit to justify such a change. Additionally, it is unclear how
such recommendations tie into earlier comments about mild,
moderate, and severe symptoms.

Developer’s response

Thank you for your comment. The committee agreed that it
would not be correct to suggest a causative role between a
person’s thoughts or beliefs and their development of ME/CFS,
but recognised that thoughts, feelings, behaviours and
physiology interact with each other, in line with modern CBT
principles. Thus CBT, as described here, aims to support people
with ME/CFS to adapt to and manage the impact of symptoms of
ME/CFS. This is consistent with your comment, but does not
allow the interpretation that ME/CFS is caused by a person’s
illness beliefs, abnormal or otherwise.

Thank you for your comment.

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.

See evidence review D-diagnosis for the evidence and
committee discussion on the diagnostic criteria.
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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.
This does not in any way imply that the experience is “made
up, or all in the head”. Whilst a range of measures of
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

Consultation on draft guideline - Stakeholder comments table

Developer’s response

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 person’s symptoms.

Thank you for your comment.
In the multidisciplinary care includes a recommendation that
people with ME/CFS have a named 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

Developer’s response

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.

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

99 of 1137



Stakeholder

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

Document

Page No

Line No

10 November 2020 - 22 December 2020

Comments

diagnosis. The concerns are as follows:

A. The paper by Rowe et al (2017) highlights the range of
symptoms that have been considered central by some people,
and not included by other people.

B. The choice to use this particular set of criteria suggests that
there is a ‘correct’ and ‘definitive’ way to reach a diagnosis that
is separate from all other conditions.

C. The evidence review has therefore discounted research
based on earlier sets of criteria as if the researchers were
researching some completely different phenomenon.

D. The list of “possible conditions which might be considered”
(as differential diagnoses) on page 57-58 overlooks the most
important, and difficult ones: chronic pain syndrome,
fibromyalgia, functional neurological disorders and others, all
being common, having a very similar early stage, and sharing
most if not all symptoms.

Developer’s response

Evidence review D-diagnosis reviews the seven diagnostic
criteria for adults and two diagnostic criteria for children and
young people that met the inclusion criteria set out in the
protocol, these are criteria that are commonly recognised in the
clinical practice of ME/CFS. It is commonly acknowledged that
there is ongoing discussion in the ME/CFS community about
which diagnostic criteria should be used to diagnose ME/CFS. If
there was an agreed set of criteria there would be no need for
the committee to have addressed this question.

The committee recognised this guideline adds another set of
consensus criteria to the literature but noted the evidence calling
for clarity over diagnostic criteria (see Evidence review
B:Information and Support for health and social care
professionals) and agreed that it was important to have a set of
criteria that is informative and enables health and social care
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 information would be ‘indirect’ (relevance in
CERAQual) 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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British Society Guideline General General We welcome the guideline’s emphasis upon being centred on
of Rehabilitation the patient’'s needs and wishes, and upon promoting the need
Medicine to be holistic, and we also welcome the emphasis given to
listening to and understanding the patient’s perspective and
experience.

We noted that there are aspects of the guideline that are
obviously reasonable. They include an emphasis upon:

e taking a holistic approach

e working with the patient (although the guideline is

written as if most people do not work with the patient,

which is unlikely to be the case)

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

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

e involving a multidisciplinary team familiar with the
condition

Developer’s response

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.

Thank you for your comment.

In addition the committee have edited the management plan to
‘care and support plan’ in line with personalised care and support
plans https://www.england.nhs.uk/ourwork/patient-
participation/patient-centred/planning/.). This further supports the
guideline’s emphasis upon being centred on the person’s needs
and wishes and adopting a holistic approach. The personalised
care and support plan supports the person’s aims and the
management of their health and well-being within the context of
their whole life and family situation.
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e 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

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

e 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 welcome the guideline’s concern with prevention of chronic
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
suggested is very large, and indeed it is ‘normal’ (i.e. expected
and seen) to have these symptoms not only after presumed
viral iliness 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.

Developer’s response

Thank you for our comment.

The committee’s 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. 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
critical in distinguishing ME/CFS from other conditions and
iliness. 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 — education about the symptoms,
and self-management; psychosocial interventions; undertaking
physical activity within a person’s capability, practising and
extending performance with guidance; and a range of specific,
interventions tailored to a person’s needs — are likely to be
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 the guideline’s approach to
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

Consultation on draft guideline - Stakeholder comments table

Developer’s response

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 committee’s 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. 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
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(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

Developer’s response

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 | were identified as underrepresented in the literature. All NICE

is never possible to be truly double blind guidelines follow the process for evidence synthesis set out in
2. Results from trials of exercise in closely linked Developing NICE guidelines: the manual. This guideline was no
conditions, and in this condition before syndromic exception. As with all NICE guidelines the committee uses its
criteria were changed in 2015, were discounted judgment to decide what the evidence means in the context of
Note was taken only of the longest follow up data available. each topic and what recommendations can be made and the
Many patients will have changed their behaviour by then and appropriate strength of the recommendation.
groups will have become contaminated and converged. 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
committee’s knowledge that there was a body of RCT evidence
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%
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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 information would be ‘indirect’ (relevance in
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
delayed, people who develop Parkinson’s disease, and people
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

Developer’s response

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
many other conditions. Patients routinely feel that they have
been deserted by healthcare by six months after their stroke,
and many published qualitative studies record similar
perceptions in most long-term disabling conditions.

There is nothing exceptional about the implied observation that
there are insufficient resources to provide either healthcare or
social care and support for patients with chronic fatigue
syndrome.

Rehabilitation services are faced with this problem many times
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 example, Huntington’s disease,
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.
We note the change in the title from 2007, to give preference
to Myalgic Encephalomyelitis, a change that we consider
unwise. (a) The term, chronic fatigue syndrome is the term
used in the majority of research, (b) the term, chronic fatigue
syndrome is a much better reflection of the uncertainty around
and difficulty in determining a precise diagnosis, (c) the term,
myalgic encephalomyelitis suggests a specific pathology, for

Developer’s response

recommendations for other conditions. The guideline reflects the
evidence for best practice for people with ME/CFS, accordingly,
the committee have made recommendations about appropriate
care for people with ME/CFS. The committee note that much of
the guideline reflects care that anyone with a long-term condition
should be able to access and has not always been available to
people with ME/CFS.

The aim of NICE guidance is to provide advice to improve health
and social care and to reduce inequity in the access and
provision of services and not to accept where services are
suboptimal.

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, ‘This guideline
scope uses ‘ME/CFS’ but this is not intended to endorse a
particular definition of this illness, which has been described
using many different names’ and then readdressed in the context
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with there is no evidence — Rowe et al, 2017 say “The aetiolgy
has not been established.” as their second sentence.

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.

Developer’s response

section of the guideline, ‘The terms ME, CFS, CFS/ME and
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.’

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

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

111 of 1137



Stakeholder

British Society
of Rehabilitation
Medicine

British Society
of Rehabilitation
Medicine

British Society
of Rehabilitation
Medicine

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

Document

Guideline

Guideline

Guideline

Page No

004

005

005

Line No

13

10 November 2020 - 22 December 2020

Comments

It is unnecessary to specify the range, and again is
emphasising severe debility (not debilitation) and ignoring the
fact that some people can live normally for much of the time.
This statement should end at the word, longer.

This statement is, on one level, self-evidently good. But, the
definition states that it cannot be diagnosed until six months
so, by definition, an ‘early and accurate diagnosis’ is simply not
possible. Everything that flows on from this is invalid.

This statement, and many others which we will not comment
on individually, is a generic statement of good clinical practice.
Every rehabilitation service would use this approach and, as it
is central to advice from the General Medical Council and, no
doubt, many other professional regulatory bodies, it seems
unnecessary to say it. It simply adds to an impression that all
clinical readers are being criticised, as it is stating the obvious.

Developer’s response

people with ME/CFS this recommendation has been reworded to
reflect the range of impact that can be experienced with
ME/CFS.

In the ‘information about ME/CFS’ section of the guideline the
variation in long-term outlook is highlighted and includes that a
proportion of people recover.

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
people with ME/CFS this recommendation has been reworded to
reflect the range of impact that can be experienced with
ME/CFS.

Thank you for your comment.
After considering the stakeholder comments the committee have
replaced ‘early’ with ‘timely’ and hopes this adds clarity.

Thank you for your comment.

The committee agree this is good clinical practice. This
recommendation is 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 and supported by the committee’s
experience.
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This is an example of a statement likely to upset any person
working with children, because it is central to the philosophy of
paediatric care.

It is not clear what the point of this series of statements (and
other similar statements elsewhere) is. It seems more
appropriate for a textbook on chronic fatigue syndrome.

This statement is an example of requesting exceptional
treatment because of the diagnosis. Every single person
receiving personal care and support, for whatever reason,
would like this, stating it in official national guidance risks
placing commissioners and providers in an invidious position.
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?

Developer’s response

Thank you for your comment.

The aim of the recommendation was to raise awareness that
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 and the committee’s experience.
Thank you for your comment.

This section highlights the difficulties that people with severe or
very severe ME/CFS may have and is supported by Appendix 2,
Evidence review C — access to care and the committee’s
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.

Thank you for your comment.

This recommendation reflects good practice for all people
accessing health and social care services. See NICE guideline
on Patient experience in adult NHS services: improving the
experience of care for people using adult NHS services.
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Comments

While we fully understand why this might have been included,
the logical and practical difficulties are such that this section
should be removed — as we have made clear in a general
comment. We have suggested a general recommendation that
anyone who has persisting problems that are attributed by the
patient, to an acute illness or other event should be referred to
a rehabilitation service if the patient is not recovering
spontaneously and at an expected rate.

We have already stressed our concern about making a
diagnosis at a time when it cannot be made, by definition. We
have grave concerns that this statement, for which there is no
evidence, will lead to a self-fulfilling prophesy particularly if the
patient reads this guideline with its emphasis upon the severity
and incurability of the condition.

Developer’s response

Thank you for your comment.

We think you refer to removing the section om suspecting
ME/CFS. This was identified by stakeholders as an important
area to review and provide advice on in the guideline. The
evidence for the diagnostic criteria in the guideline and times to
diagnosis and referral is set out in Evidence review
D_Diagnosis. 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.

Thank you for your comment.

This recommendation was to ensure that clinicians were alerted
to the possibility of ME/CFS as soon as possible. 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. 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:

e ‘Provisional’ diagnosis has been deleted for the following
reasons:

o  The committee agreed the term ‘provisional
diagnosis’ was 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.
Diagnosis is now introduced at 3 months.
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We are uncertain about what is being said here, but if it refers
to avoiding the so-called “Boom and Bust” approach to activity,
then we agree with the underlying idea but are worried about
the terminology used. Although several of our members have
found the clinical term, ‘energy envelope’ useful, it is nebulous.
It is not derived from any scientific theory and not based on
any evidence.

We think that this phrase and the many statements associated
with it and its derivative is trying to make the following points:

e 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.

e any increase 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.

e the effect of any increase needs to be evaluated by the
patient and clinician at an agreed point.

Developer’s response

o 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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Comments

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.

This is making a diagnosis outside the agreed diagnostic
criteria used by this guideline. No evidence is given to support
this statement which does not acknowledge or discuss the fact
that people with fibromyalgia and chronic spinal pain will also
be captured,

This suggests referring every patient, and we doubt this is
sensible. Many patients are managed successfully by GPs or
existing services, and they will be de-skilled if this
recommendation is followed. It will also lead to a much higher
workload for services that are already insufficient, further
reducing their ability to help patients with more needs. It
should be qualified.

Developer’s response

Thank you for your comment.

In summary based on the evidence and the committee’s 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 in chronic spinal pain as
such the two populations are differentiated.

Thank you for your comment.

Based on the evidence ( Evidence reviews A.B,C,D and ) and
the committee’s experience referral to ME/CFS specialist care
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.

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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The BSRM notes the frequent reference to “a specialist
ME/CFS team”.

The BSRM is fully supportive of patients with complex or
difficult problems being seen by a team that has the
experience and expertise to assess, advise and if needed
manage the patient’s needs.

The BSRM has significant concerns about reference to ‘a
specialist ME/CFS team’ which carries two implications. First,
that the team only sees patients with ME/CFS and will not see
any other patients, however much the needs of other patients
might overlap. Second, that patients with chronic fatigue
syndrome should only be seen in a labelled specialist team.
Our concerns are clinical and practical.

The practical concern, which is not trivial, is that there are
currently few Specialist ME/CFS teams that are truly multi-
disciplinary. There may be many small ‘teams’ of 2-3
physiotherapists and/or occupational therapists, but the
number of patients that would need to be seen if this guideline
were acted on would greatly exceed capacity. Coupled to this
is a very pertinent and practical concern about proliferation of

Developer’s response

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.

Thank you for your comment.

Based on the evidence ( Evidence reviews A.B,C,D and |) and
the committee’s experience referral to ME/CFS specialist care
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 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).

The committee does not think that being part of an ME/CFS
specialist team necessarily precludes them from also working
with patients who have other conditions as well, especially if this
makes services more viable. However, they have concluded that
it is essential that ME/CFS patients are cared for by staff with
experience of the disease, since their care needs are so different
to other patients, particularly with respect to exercise and activity.

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

117 of 1137



Stakeholder

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

Document

Page No

Line No

10 November 2020 - 22 December 2020

Comments

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 ‘correct’ or necessary label. This is
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
‘Specialist’.

Therefore, the BSRM recommends a more nuanced approach,
referring to services that have the appropriate knowledge and
skills within the team.

Developer’s 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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This recommendation is directed at a ‘specialist team’. Two
points arise.

First, we would support the processes recommended as a
rehabilitation service offering a holistic approach. We do note,
however, that the list of items to be covered is incomplete and
misses some important areas such as:
e the patient’s wishes, expectations and beliefs
e the patient’s core values and “life purpose” (i.e. what
aspects of their life are important and what their
lifetime aspirations are)
e factors that may have precipitated or made them
vulnerable to the illness
e factors that may be exacerbating, maintaining or
perpetuating the illness together with relevant
protective factors
e information that indicates potential risk or need for
safeguarding
¢ their emotional state
e their past medical history, and illness experiences.

Second, this recommendation suggests that a ‘specialist team’
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. “Commissioners should ensure that
a holistc assessment is carried out covering ....”

We would like to comment on something that is absent but
should start on line 10. In every health encounter in any
service for any condition, the important step after history and
examination is to formulate the situation. In acute situations,
this is usually just a disease diagnosis, but in every long-term

condition it is far more. It is developing a shared understanding

Consultation on draft guideline - Stakeholder comments table

Developer’s response

Thank you for your comment.

These are the minimum areas to be considered in the
assessment the list is not meant to be exhaustive and does not
exclude the areas you have mentioned.

While it's recognised that clinicians working in this area are likely
to be carrying out this sort of assessment there is variation in the
access to services and it was important to set this out in the
guideline so as to ensure good quality care. As you note this is
important information to commissioners when planning services.

Thank you for your comment.

Management plan has been edited to ‘care and support plan’ in
line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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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 patient’s goals play a major role, and that
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:

e 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.

Consultation on draft guideline - Stakeholder comments table

Developer’s response

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 person’s health condition,
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
medically qualified clinicians and allied health professionals who
lead and work in specialist ME/CFS services.

Thank you for comment.

Management plan has been edited to ‘care and support plan’ in
line with personalised care and support plans
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 plan is based on the person’s
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
person’s health condition, situation and care and support needs.
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helping the patient re-establish control. The goal of most
rehabilitation is to maximise a patient’'s autonomy, their ability

to make choices and to exercise control. Having autonomy and

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.

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.

Developer’s 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:

e s afluctuating medical condition that affects everyone
differently, in which symptoms and their severity can change
over a day, week or longer

e varies in long-term outlook from person to person — although
a proportion of people recover or have a long period of
remission, many will need to adapt to living with ME/CFS

e varies widely in its impact on people’s lives, and can affect
their daily activities, family and social life, and work or
education (these impacts maybe severe)

e can be worsened by particular triggers — these can be
known or new triggers or in some cases there is no clear
trigger

e can be self-managed with support and advice (see the
section on energy management)

e can involve 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.

Developer’s response

the person’s 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 person’s health condition, situation and care and
support needs.

Thank you for your comment.

After considering the range of stakeholder comments on this
bullet point it has been edited slightly to,” varies in long-term
outlook from person to person — although a proportion of people
recover or have a long period of remission, many will need to
adapt to living with ME/CFS.’ This is to reflect the experience of
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, if the parent states that “the guideline in paragraph
1.7.6 says what it says, and that this paragraph explains
everything that has been recorded and more besides.”, it
would be very difficult for any team to continue. Given how
much child abuse is already not acted on, partly because of
the fear of legal or other forms of ‘counter-attack’, this
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

Consultation on draft guideline - Stakeholder comments table

Developer’s 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

Consultation on draft guideline - Stakeholder comments table

Developer’s 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 A and C). This was supported by the committee’s
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 recommendation to, ‘an appointment’ and
deleted,” contact the” to recognise that it is a collaborative
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.

Developer’s 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 a single patient, but ‘virtual teams’
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).

Developer’s 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
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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:

e 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

e managing drugs, especially any given for pain,
fatigue, or mood disturbance

e  assisting in the management of many of the
symptoms where medical interventions may help
(depression, vomiting, pain, anxiety etc)

e maintaining a holistic overview, ensuring that all
resolvable problems are identified and managed

e acting as an authoritative interface with other teams,
organisations, and agencies (e.g. employers)

e 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.

The BSRM has concerns about this bald statement,
questioning particularly its nihilistic implications and the effects
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
only ‘treatment’ would be one that ‘cured’ the disorder by,
somehow, reversing or removing the single unique cause. This

Consultation on draft guideline - Stakeholder comments table

Developer’s 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
‘treatment or cure for ME/CFS’ the committee agreed to remove
the word ‘treatment’ from these recommendations to avoid any
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.

However the committee agree there currently isn’'t a cure for
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
recommendation.
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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.
The BSRM is very supportive of self-management as an
integral part of any rehabilitation plan for any person with a
long-term disabling condition. The BSRM also agrees that
deconditioning is not the cause of chronic fatigue syndrome.
On the other hand, the BSRM has suggestions to improve this
section 1.11.2 to 1.11.8. they are:
e self-management needs to be seen as a whole, not
picking off separate bits
e energy management is a misnomer — the accurate
term would be the management of symptoms
associated with activities (of any type, including
cognitive)

Consultation on draft guideline - Stakeholder comments table
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Thank you for your comment and information.

The committee note that this is one element of the care and
support plan incorporating a holistic approach to a person’s care.

Energy management is a term and concept that is understood in
the ME/CFS community and is described as a strategy to
manage symptoms and includes taking into account all types of
activity (cognitive, physical, emotional and social) and takes into
account overall level of activity.

The approach is to reach stabilisation and then increase after
periods of stability where possible. Energy management is part
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e deconditioning (lack of cardiovascular. respiratory of the care and support plan and developed with a ME/CFS
and muscular fitness) is not the cause of chronic specialist team.
fatigue syndrome, but it is undoubted a
consequence of chronic fatigue syndrome and After considering the stakeholder comments the physical
reducing its effects needs to be integral to any self- maintenance section has been renamed to ‘physical functioning
management plan and mobility’ and has been moved to the symptom management

e the emphasis on avoiding “Boom and Bust”, more section of the guideline to provide clarity that it is about advice

accurately described as undertaking proportionately on maintaining and preventing the deterioration of physical
large changes in levels of activity suddenly but for a functioning and mobility.

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 To note management plan has been edited to ‘care and support
controlled rate plan’ in line with personalised care and support plans
e on the other hand, discussion with the patient on https://www.england.nhs.uk/ourwork/patient-participation/patient-

methods to increase their tolerance of activities that centred/planning/.)
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 — that is normal in everyone

e 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

e Instead, the focus should be on increasing, slowly,
the amount and range of activities undertaken that
the person wants or needs to undertake

e 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.
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of Rehabilitation undertake something unless there is incontrovertible evidence
Medicine 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.

Developer’s 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 I) 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 ‘treatment’, analogous to taking a medication.
Rather it is used as short-hand (unfortunately) for doing more

Consultation on draft guideline - Stakeholder comments table

Developer’s 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 ‘treatment or cure for ME/CFS’ the committee agreed
to remove the word ‘treatment’ from these recommendations to
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
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activities that are or might be part of life — 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-given, fixed ‘dose’ or
schedule. We agree that all interventions must be tailored to a
patient’s needs and wishes.

The BSRM agrees that any management suggested to reduce
the effects of deconditioning should not be put forward as
treating ‘the cause’ of chronic fatigue syndrome, though we
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.

Developer’s 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 recommendation to,” do not offer people with
ME/CFS therapies based on the Lightning Process’.

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 :

» what interests need to be declared and when

* how declared interests should be recorded
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The BSRM support this approach, but would prefer to frame it
not as a ‘programme’, which carries implications of being an
independent treatment. The rehabilitation approach is “If you
wish to improve/increase activity ‘A’, then we need to help you
develop a plan for you to carry out whereby you incrementally
improve or increase activity ‘A”.

The BSRM understands that a patient’s clinical state
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 use of the term “flare’ which
implies some kind of inflammatory process, and the word
‘relapse’ which implies some new tissue damage; there is no
evidence for either process. A better term would be ‘drop in
level of activity’, ‘decompensation’ or, conversely, ‘increase in
symptoms’.

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.

Developer’s response

* when a declared interest could represent a conflict of interest
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/guidance/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, ‘programme’ is used to illustrate it is
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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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.

Consultation on draft guideline - Stakeholder comments table

Developer’s 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 ‘managing coexisting conditions that the
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10 November 2020 - 22 December 2020

Stakeholder Document | Page No | Line No Comments
British Society Guideline 031 6 The BSRM is concerned with this statement. We assume that,
of Rehabilitation if someone has, for example, severe pain then it would be
Medicine acceptable to use, or at least try a drug such as ibuprofen. Yet

this statement, taken at face value, would stop this as the
ibuprofen is being used to ‘treat’ a part of the syndrome. Most
people with a long-term condition nevertheless take treatments

Developer’s 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/CFS but that the population
chronic primary pain’ is a different population to that of people
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
‘managing pain’ section of the guideline to raise awareness that
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.

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 recommendation to, ‘do not offer any medicines or
supplements to cure ME/CFS.’
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Comments

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
‘curable’.

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 terms ‘flare’ and ‘relapse’ as already
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.

Developer’s response

The committee note the following subsection in the guideline is
‘medicines for symptom management’ and provides advice for
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 recommendation to, ‘do not offer any medicines or
supplements to cure ME/CFS.’

Recommendation 1.12.24 recognises it is the person’s choice to
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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Comments

The BSRM recommends (a) avoiding categorisation on
duration or any other feature and (b) that each person’s
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
interventions for ‘pain’ (p88 L8) would also apply to these
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 ‘pain’ (317, L14) would also apply to these
constructs. Otherwise, you may be missing treatments that
may be beneficial.

Developer’s response

and marked exacerbation of symptoms lasting longer than a
flare-up.

The committee agree that each person’s fluctuations need
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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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 review 6 (pharma), p87, L 19 “The
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
making”.

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

Developer’s 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 iliness. (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/CFS but that the population

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

139 of 1137



Stakeholder

Connect Health
Ltd

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

Document

Guideline

Page No

008

Line No

17

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 (63% 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:

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.

Developer’s response

chronic primary pain’ is a different population to that of people
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 iliness. (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/CFS but that the population
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024

026

Line No

General

18

10 November 2020 - 22 December 2020

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 cost—
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: “Think about incorporating the following
physical activities (in the management plan/as part of physical
maintenance)’?

Developer’s response

chronic primary pain’ is a different population to that of people
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.

‘Multidisciplinary rehabilitation’ is a specific intervention that was
not found to be cost effective. It is evident from the
recommendations that the committee are not advocating this
intervention. However, a “do not do” recommendation was not
made, since there was no evidence that it is harmful to patients.
Thank you for your comment.

After considering the stakeholder comments the physical
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the symptom management
section of the guideline to provide clarity that it is about advice
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20
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Comments

The terms ‘exercise’, ‘physical activity’, ‘physical maintenance’
and ‘movement’ are used interchangeably by general public,
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? In many cases you could refer to ‘exercise or
physical activity’ even though the terms are not synonymous;
the guidance would apply to both.

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)

Developer’s 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
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the 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.

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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they would still benefit from tailored advice regarding
maintaining their physical fitness for all the other health
benefits this brings.

We suggest that this rec should be softened as ‘do not use’ is
not justified by the clinical evidence review. Maybe “advise
people with CFS that unstructured exercise may worsen their
symptoms”

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
‘energy envelope.’

Although we suggest this wording, some of our contributors
were unsure about referring to ‘energy envelope’ as it is not a
commonly used term by clinicians outside the tight sphere of
chronic fatigue syndrome management i.e. most clinicians in
England.

Developer’s 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:

. have difficulty with their reduced physical activity or
mobility

. feel ready to progress their physical activity beyond
their current activities of daily living

. 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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Please consider rewording or deleting this bullet point because
it may result in physios not being able to use the word
“exercise” with this patient group and being very worried about
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
“agency” over their management.

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.

Developer’s 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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Connect Health | Guideline 028 1 The bullet point not to offer therapy based on physical activity
Ltd is a non-sequitur. . Dissecting the statement, what is the point

you are trying to make here: is it that you are not
recommending physically-based therapies, is it that you do
not recommend physical activity, is it that you don’t think
CFS can be treated, or that you don’t think CFS can be cured
(by physical therapy or physical activity)? To a non-expert this

Developer’s response

physiotherapist or occupational therapist within a ME/CFS
specialist team if they:

. have difficulty with their reduced physical activity or
mobility

. feel ready to progress their physical activity beyond
their current activities of daily living

. 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.

Thank you for your comment.

Treatment or cure

After considering the range of stakeholder comments on the
wording ‘treatment or cure for ME/CFS’ the committee agreed
to remove the word ‘treatment’ from these recommendations to
avoid any misinterpretation with the availability of treatments for
the symptom management for people with ME/CFS.
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bullet point is a confusing variance to the rest of the advice
fromrecs 1.11.17 — 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 “Key messages: People who have exercise
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 side effects from exercise therapy.”
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

Developer’s response

The committee have slightly edited recommendation 1.11.20 to,
‘a personalised collaborative physical activity or exercise
programme’. Any activity would take into account a person’s
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 ‘CFS’. The main reasons for exclusion
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 ‘passive’ control arms (treatment as
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 ‘treatment or cure for ME/CFS’ the committee agreed
to remove the word ‘treatment’ from these recommendations to
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Please consider rewording or deleting this bullet point because
it may result in physios feeling unable to use the words
“physical activity” or “exercise” with this patient group and
being very worried about offering therapeutic advice to a
patient that may increase their symptoms. In some cases,
particularly when pain is a prominent feature, encouraging
movement and exercise is a very important part of giving some
people with chronic fatigue “agency” over their management.

This bullet point also fails to acknowledge the skills physios
use in combination with exercise or movement including:
facilitating patient choice, helping them understand their
condition better, and helping them towards their values and
goals in life.

Developer’s response

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, the committee have
added exercise into the recommendations on considering a
physical activity programme to clarify where these apply to
exercise.

The recommendation describes the types of physical activity or
exercise programmes that should not be offered to people with
ME/CFS. The previous recommendation in the energy
management section includes that people who feel would like to
incorporate a physical activity or exercise programme into
managing their ME/CFS (see the section on physical activity and
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 ‘treatment or cure for ME/CFS’ the committee agreed
to remove the word ‘treatment’ from these recommendations to
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Connect Health Guideline 028 3 This bullet point implies that physical activity advice or
Ltd 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 “The effect of exercise therapy on pain, quality of life
and depression is uncertain because evidence is missing or of
very low certainty.”

We therefore think that a research recommendation rather
than a ‘do not use’ recommendation for physical activity would
be more appropriate in respect of generalised benefits of
physical activity.

Developer’s 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 — 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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Larun L et al, Exercise therapy for chronic fatigue syndrome,
Cochrane Database of Systematic Reviews, 2019
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.C
D003200.pub8/full

Posadzki, P., Pieper, D., Bajpai, R. et al. Exercise/physical
activity and health outcomes: an overview of Cochrane
systematic reviews. BMC Public Health 20, 1724 (2020).
https://doi.org/10.1186/s12889-020-09855-3

Developer’s response

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).

With reference to Larun 2017: This Cochrane review looked at
exercise therapy versus passive controls or other active
treatments in adults with ‘CFS’. The main reasons for exclusion
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 ‘passive’ control arms (treatment as
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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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.

Developer’s 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 person’s energy limits and less emphasis on
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
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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

Developer’s 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 isn’t relevant. People with ME/CFS report many
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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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

Developer’s 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/CFS but that the population *
chronic primary pain’ is a different population to that of people
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
committee’s 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.

Thank you. The committee did not think that the evidence was
strong enough to give guidance. However, we have added a brief
discussion to Evidence Report G: “Whilst the evidence review did
not show differences in benefit from one-to-one, group or web-
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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 “do not offer CBT...” is that the
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
alone rec “Do not offer CBT as a cure for CFS”.

Developer’s 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-exertional malaise.”
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
‘treatment’ from these recommendations to 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. 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 recommendation now starts with, ‘explain to people with
ME/CFS that cognitive behavioural therapy (CBT) may help them
to manage their symptoms but it is not curative’
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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 primary care includes “in primary care networks...”
This would allow primary care expertise to be built up and
consistent across local area population.

We agree with the rec to “ensure you have access to the
management/discharge plan”. Our experience is that is poorly
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 improve the definition of “energy envelope”. The
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 mentions ‘The amount of energy a person
has to do all activities’. The paper by Jason showed
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).

The NICE definition mentions ‘an increase in their symptoms’
and one might conclude that this is everything from page 8 line
17 to page 9 line 16 as well as a person’s mental health. But
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

Developer’s 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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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 llin. 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 guideline referring to ‘energy
envelope’ as it is not a commonly used term by clinicians
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 line15). Will there be
enough specialist teams to deliver this guideline? (In Review 9
(MDT), p24, line 16 “The committee acknowledged that
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?

Developer’s 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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‘Debilitating fatigue’ — user friendly word to replace fatigability.

Removal of exclusion blood tests of other possible conditions
with fatigue and ‘any tests are then specific to the condition
suspected by the clinician based on the persons symptoms’ —
It is beyond the professional competencies of clinical nurse
specialists in ME/CFS services to identify symptoms of
multiple other conditions. To clarify this is carried out by GP’s
before referral to specialist services.

There is a concern that this message leads with a negative
message. Switch to ‘Recognises that thoughts, feelings,
behaviours and physiology interact with each other and does
not assume people have ‘abnormal’ iliness beliefs and
behaviours as an underlying cause of their ME/CFS’ for a
more optimistic message.

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

Developer’s 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
committee agreed to change ‘Debilitating fatigability to
‘debilitating fatigue’.

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
‘symptoms are not explained by another condition’.

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.

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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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 accuracy of the statement “its
pathophysiology is unclear” — There is a growing body of
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 ‘medically unexplained symptoms’.

Box 1
Fatigability and post-exertional symptom exacerbation — The

concern is that this is not a patient user friendly term. Equality
risk due to non-accessible language for service users.

Developer’s 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
committee’s experience that ME/CFS specialist services provide
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
stakeholder comments. This bullet point has been edited to,” and
its pathophysiology remains under investigation’ to clarify that
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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008

008

Line No

009

012

10 November 2020 - 22 December 2020

Comments

CG53 guidelines — 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) — 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
difficult to remove from a patients’ medical history and can
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.

Developer’s response

e Debilitating fatigability. This has been edited to be more
descriptive of the fatigue experienced by people with
ME/CFS, ‘Debilitating fatigue that is worsened by activity, is
not caused by excessive cognitive, physical, emotional or
social exertion and is not significantly relieved by rest.’.

e  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:

e ‘Provisional’ diagnosis has been deleted for the following
reasons:
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10 November 2020 - 22 December 2020

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.

Developer’s response

o The committee agreed the term ‘provisional
diagnosis’ was 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.
Diagnosis is now introduced at 3 months.

o  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

e 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 ‘symptoms are not explained by another condition.’

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 person’s symptoms.
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Comments

The concern is that the language is negative —This sentence
should be factual rather than a leading interpretation. E.g.,

‘although’ to be removed. ‘Many’ to be replaced with ‘Others’.

Prefix with what is available, e.g. “There are several
psychosocial interventions available” to support patients.

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

Developer’s 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
bullet point it has been edited slightly to,” varies in long-term
outlook from person to person — although a proportion of people
recover or have a long period of remission, many will need to
adapt to living with ME/CFS.’ This is to reflect the experience of
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
‘treatment or cure for ME/CFS’ the committee agreed to remove
the word ‘treatment’ from these recommendations to avoid any
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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Comments

Move this statement to the end of 1.11.2. The concern is that it
biases the rest of the section. State what it is first, then state
what it isn’t.

There is a concern that the mention of ‘no cure’ in the draft and
the cautious undertones of the draft undermines the evidence
review comment ‘patients hoped that referral to a specialist
service would give them positive direction for the future’ and
‘maintain hope that symptoms can improve’.

The concern is by using the word ‘only’ risks instilling fear.
Omitting this word changes it to a confident statement of use
of a physical activity programme where appropriate. The
concern is that this is biased language undermining the
positive message in the sentence.

As ME/CFS is a fluctuating condition, a management plan
should include a ‘flexible setback management plan’ for long
term patient self-management which includes physical activity
adjustment guidelines. The concern is that specialist ME/CFS

Developer’s response
Thank you for your comment.

The committee agreed to keep, ‘is not curative’ at the beginning
of the recommendation. In the rationale for managing ME/CFS
the committee outline why it is important that it is clear there are
not any cures for ME/CFS.

After considering the stakeholder comments on the wording
‘treatment or cure for ME/CFS’ the committee agreed to remove
the word ‘treatment’ from these recommendations to avoid any
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.

However while the committee agree there are people who can
improve through managing their symptoms there isn’t currently a
cure for ME/CFS and it is important that people with ME/CFS are
aware of this.

Thank you for your comment.

This recommendation is preceded by one in the energy
management section to refer people who feel ready to progress
their physical activity or would like to incorporate physical activity
or exercise programme into managing their ME/CFS. This
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..

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
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Comments

physiotherapy service is a limited resource and does not
currently have the capacity to support patients from primary
care adjusting physical activity after a flare or relapse and this
would reduce the specialist ME/CFS physiotherapist clinical
capacity and increase waiting times.

There is concern of the use of the language ‘adapt’ and
‘manage’ where the balance has shifted away from
rehabilitation and symptom improvement. Suggestion to
include in the principles of CBT ‘learn new ways of responding
to symptoms of ME/CFS’ and to replace ‘adapt’ & ‘manage’
with ‘manage’ and ‘improve’.

This sits better within the 1.11.46 section as it comes under
‘what to expect’.

Cognitive behavioural therapy (CBT) is a psychological
intervention which is an integral option of care for people with
ME/CFS. It does not fall into either category of ‘treatment’ or
‘support’. The concern is that ‘psychological support’ implies
an adjunct option rather than an intervention in its own right.
The heading ‘Psychological intervention: cognitive behavioural
therapy’ is recommended.

Developer’s response

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.

Thank you for your comment.

The following bullet point includes that CBT aims to improve
quality of life, including functioning, and to reduce the
psychological distress associated with having a chronic illness.

Thank you for your comment.
This bullet point has been moved to the following
recommendation.

Thank you for your comment.

After considering the stakeholder comments on the wording
‘treatment or cure for ME/CFS’ the committee agreed to remove
the word ‘treatment’ from these recommendations to 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.

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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Comments

The concern that the use of the word ‘only’ is nuanced and
implies negative bias. An alternative suggestion is, ‘Offer
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
whether this intervention is right for them’ (see 1.11.45)

There is a concern that the draft is using medical language of
‘treatment’ to describe psychological/psychosocial therapies.
CBT is a psychological intervention used with long term
conditions. The sentence ‘there are a variety of psychosocial
interventions that help many people live well with ME/CFS’ can
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
‘cure’ in the draft — a word that is not used in other NICE
guidelines for other long term health conditions.

Developer’s 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
‘treatment’ from these recommendations to 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. 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 recommendation now starts with, ‘explain to people with
ME/CFS that cognitive behavioural therapy (CBT) may help them
to manage their symptoms but it is not curative’

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
‘treatment’ from these recommendations to 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. 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 recommendation now starts with, ‘explain to people with
ME/CFS that cognitive behavioural therapy (CBT) may help them
to manage their symptoms but it is not curative’
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Page No
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Line No
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030
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021 - 022

10 November 2020 - 22 December 2020

Comments

‘is not curative’ — there is concern that 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., ‘learning to respond differently to thoughts and feelings
associated with ME/CFS with the aim of changing behaviours
to improve the use of self-management strategies.’

There is concern that the CG53 ‘setback’ terminology has
been removed and replaced with ‘relapse’. Whilst it is
recognised that both are nouns, ‘setbacks’ as an obstacle has
a more hopeful language of something that can be overcome.

As ME/CFS is a fluctuating condition, the management plan
should include a ‘flexible setback management plan’ for long
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.

Developer’s 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 been edited to ‘care and support
plan’ in line with personalised care and support plans
https://www.england.nhs.uk/ourwork/patient-participation/patient-

centred/planning/.)
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10 November 2020 - 22 December 2020

Document @ Page No Line No Comments

Guideline 040 011 There is a concern that the resources required for ME/CFS
specialist services to train non specialist staff will remove
resources from outpatient capacity and increase waiting times.

Guideline 325 042 There is a concern of the conclusion CBT ‘showed no clinical

difference’. This is highlighted by an editorial piece in BMJ
16.12.2020 by Turner Stokes & Wade. These authors highlight
NICE use of the GRADE system poor applicability to
evaluating complex rehabilitative interventions.

Developer’s 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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Stakeholder Document Page No Line No Comments Developer’s response

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 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
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F.O.R.M.E. Equality 002 3.4 We believe that the preliminary recommendations do make it
Impact more difficult for a specific group to access services due to the
Assessment discrimination against people with ME/CFS who wish to benefit

from osteopathic techniques. We ask that the committee omit
the “do not offer... therapies derived from osteopathy”
recommendation. A patient’s management plan may include
interventions not yet funded by the NHS but this does not
mean that they are any less suitable or successful.

Developer’s response

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
psychological approaches depending on patients’ needs,
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.

Thank you for your comment.

After considering the stakeholder comments the committee have
edited this recommendation and ‘derived from osteopathy’ has
been removed. However no evidence was identified to support
recommending treatments and osteopathy services for people
with ME/CFS (Evidence reviews G,H and |) and the committee
agreed they could not include any recommendations for
treatments based on osteopathy.
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F.O.R.M.E. Evidence 148 Table 14
Review D
F.O.R.M.E. Evidence 342 42
Review G

10 November 2020 - 22 December 2020

Comments

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.
We are concerned about the disregard of the blind controlled
study by Hives et al 2017 which demonstrated an 86%
accuracy in correctly diagnosing ME/CFS patients using the
presence of specific physical signs, without the use of any
other clinical data such as case history or symptom picture.
The NHS Physician in the study was only able to identify the
illness in 44% of the patient group, using standard NHS clinical
tests. We ask the committee to review the paper and consider
the presence of these signs be explored further, as a cost
effective screening tool to aid the clinician in making the
correct diagnosis, in addition to the standard clinic methods.

With regards to the “do not offer” recommendation of “therapy
based on physical activity or exercise therapies derived from
osteopathy” - This generalisation about osteopathy based
therapies is incorrect and detrimental. Therapies derived from
osteopathy are not exercise therapies, nor are they based on
physical activity. Osteopathy includes gentle techniques which
aim to improve overall joint mobility, muscle flexibility and
postural and positional support — all of which are detailed in
the draft guidelines management plan for physical
maintenance.

Consultation on draft guideline - Stakeholder comments table

Developer’s response

Thank you for your comment.

The review question was, ‘what are the predictive accuracies of
specific clinical symptoms/signs, to identify those who will
subsequently be given a clinical diagnosis of ME/CFS?’ and not
about the effectiveness of screening tools. This is a different
question with a different reviewing approach and for this reason
the paper was excluded from this review on specific signs and
symptoms.

In addition, the paper did not include the signs and symptoms the
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.

Thank you for your comment. Please note that the wording of the
recommendations has been amended and Osteopathy has been
removed from this section.

Considering the worsening of symptoms reported in the
qualitative evidence, as well as their experience of the effects of
when people exceed their energy limits, the committee
concluded that programs involving fixed incremental increases in
exercise or that are based on deconditioning as a cause of
ME/CFS are not appropriate. However, they acknowledge that
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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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.

F.O.R.M.E. Guideline 008 7 There is evidence, which has not been taken into account by Thank you for your comment and information.
the committee, that an easy to use physical examination can The committee have not included specific assessments in the
be an effective clinic screening tool to aid diagnosis alongside physical examination as these are based on clinical judgement
standard NHS clinic methods, via specific physical signs and individual to the person’s symptoms. In addition any list
detailed in the study by Hives et al 2017. Making clinicians could not be exhaustive and there is the risk that the examples
aware of these physical signs may allow for an earlier, given are seen as the only assessments to do. For this reason
accurate diagnosis which is paramount for ME/CFS patients. the committee did not add your suggestion.
Early diagnosis improves patient outcomes.

F.O.R.M.E. Guideline 028 10 NICE recommend patient choice with regards to the treatment | Thank you for your comment.

and management of their iliness and the committee agree it is Lightning Process, osteopathy, life coaching and neurolinguistic
important that people with ME/CFS are provided with all the programming

information regarding interventions. Therefore, it is of great After considering the stakeholder comments the committee
concern that this choice is being taken away from ME/CFS agreed to edit this recommendation to,” do not offer people with
patients with the recommendation of “do not offer... therapies ME/CFS therapies based on the Lightning Process’

derived from osteopathy”. We ask that this is omitted from the

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-
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lymphatic system — 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.

The following comment has been submitted to F.O.R.M.E. by
an individual:

| am extremely concerned to read that osteopathy based
therapies are not investigated within the draft guidelines for
ME/CFS: diagnosis and management. As the NHS states:
“osteopathy is a safe and effective form of prevention,
diagnosis and treatment of a wide range of health problems”
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.

NICE ‘provides national guidance and advice to improve health
and social care’ and utilises ‘up-to-date policies, procedures
and publications’. If that is the case, why is osteopathy not fully
investigated within these draft guidelines? And why is the 2017
published research not even mentioned? How can you
possibly justify ignoring it?

| 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

Developer’s 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 recommendation to,” do not offer people with
ME/CFS therapies based on the Lightning Process’
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to the treatment convinced me of the validity of the theory —
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/CFS 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.

If  am right and Perrin’s theory and treatment is the key to
unlocking post viral illnesses and you fail to explore that,
history may not judge you kindly. Don’t dismiss what you don’t
yet understand, it might just end up being the solution. A
section to include osteopathy at this point doesn’t promise
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 ‘gas lighting’. Thankfully, these have
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 sufferers, even if it's too much to ask the
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 illness was and

Developer’s 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 recommendation to,” do not offer people with
ME/CFS therapies based on the Lightning Process’

Thank you for your comment.

Lightning Process, osteopathy, life coaching and neurolinguistic
programming

After considering the stakeholder comments the committee
agreed to edit this recommendation to,” do not offer people with
ME/CFS therapies based on the Lightning Process’
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what it meant to us to see her improve and lead a normal 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.

The following comment has been submitted to F.O.R.M.E. by
an individual:

Osteopaths using the Perrin Technique are helping ME
patients to improve and recover but are being discriminated by
NICE under their new guidelines. Without any scientific proof
they declare that patients should not receive Osteopathic
treatment for ME/CFS which so many have been helped by
this technique. Please support the patients who disagree with
the new guidelines.

The following comment has been submitted to F.O.R.M.E. by
an individual:

As a person with M.E. myself and a daughter with M.E. | don’t
think any treatment should be ruled out unless it is causing
harm. Fund research and find out the efficacy rather than rule
it out straight away.

advisory committees

Developer’s 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 recommendation to,” do not offer people with
ME/CFS therapies based on the Lightning Process’

Thank you for your comment.

Lightning Process, osteopathy, life coaching and neurolinguistic
programming

After considering the stakeholder comments the committee
agreed to edit this recommendation to,” do not offer people with
ME/CFS therapies based on the Lightning Process’

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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The following comment has been submitted to F.O.R.M.E. by
an individual:

Without this (Perrin) Technique | wouldn’t have much of a life
and wouldn’t have my two children. It is a travesty it is been
covered up by NICE.

The following comment has been submitted to F.O.R.M.E. by
an individual:

| have been having the Perrin treatment for my M.E. and
without Dr Perrin and his colleagues | would not be able to
function to look after my family. The Perrin treatment works
and not an anti-depressant in sight. This treatment should be
available to all, bring back the missing people.

The following comment has been submitted to F.O.R.M.E. by
an individual:

| feel extremely strongly about the inclusion of the Perrin
Technique in NICE guidelines for M.E.

| have been unable to work since 2005. | have suffered from
multiple debilitating symptoms: fatigue, brain impairment to a
level of not being able to work, in particular Dysexecutive
Syndrome and working memory issues, non-homeostasis of
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

advisory committees

Developer’s response
Thank you for your comment.

After considering the stakeholder comments the committee have
edited this recommendation and ‘derived from osteopathy’ has
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 [)
and the committee agreed they could not include any
recommendations for treatments based on osteopathy.

Thank you for your comment.

After considering the stakeholder comments the committee have
edited this recommendation and ‘derived from osteopathy’ has
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 1)
and the committee agreed they could not include any
recommendations for treatments based on osteopathy.

Thank you for your comment.

After considering the stakeholder comments the committee have
edited this recommendation and ‘derived from osteopathy’ has
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 1)
and the committee agreed they could not include any
recommendations for treatments based on osteopathy.
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lead to fainting and head injuries. | had lost the ability to sweat
and would faint if | 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 | must be getting Alzheimer’s or early
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 | 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.

| 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
Asperger’'s Syndrome and | noticed her impairment of
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.

Please it is imperative that you do not ignore Dr Perrin’s
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 ‘derived from osteopathy’ has
offered CBT through the hospital children’s department, who been removed. 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. for over 15 years. | edited this recommendation and ‘derived from osteopathy’ has

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 )

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.

The following comment was submitted to F.O.R.M.E. by an
individual:

I have just read the post on Facebook regarding the NICE
recommendations and | wanted to offer my support for the use
of osteopathy in the treatment of ME/CFS.

| was 15 when | was first diagnosed with ME and the first
treatment which helped me was when | started the Perrin
Technique aged 19. As | also suffer from hypermobility, the
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.

| 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 — it has the potential to be life
changing for so many.

Developer’s response

Thank you for your comment.

After considering the stakeholder comments the committee have
edited this recommendation and ‘derived from osteopathy’ has
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 )
and the committee agreed they could not include any
recommendations for treatments based on osteopathy.
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The following comment has been submitted to F.O.R.M.E. by
an individual:

Having seen the latest draft of the NICE guidelines | would like
to register my disappointment in their dismissive action
towards Osteopathic treatment for M.E.

| was diagnosed at 11 years old and had 7 years of NHS
Paediatric M.E. ‘treatment’ which left me wheelchair bound,
unable to stand and in incredible pain all the time. By age 18 |
was classed as having extremely severe M.E. and needed 24
hour care — | 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.

This statement goes against NICE’s own guidance of not
discriminating against different members of the Allied Health
Profession, by singling out treatment from physiotherapists
and occupational therapists only. We ask that this be rectified
to include osteopaths. Osteopathy aims to improve overall joint
mobility, muscle flexibility and postural and positional support —
all of which are included in the management plan detailed in
these draft guidelines.

We do not agree with this statement: Advise people with
ME/CFS to reduce their activity if increasing it triggers
symptoms, or if they have fluctuations in their daily energy
levels.

Developer’s response
Thank you for your comment.

After considering the stakeholder comments the committee have
edited this recommendation and ‘derived from osteopathy’ has
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.

Thank you for your comment.

After considering the stakeholder comments the committee have
edited this recommendation and ‘derived from osteopathy’ has
been removed. However no evidence was identified to support
recommending treatments and osteopathy services 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.

Thank you for your comment.

After considering the stakeholder comments this has been edited
to,” Advise people with ME/CFS how to manage flare-ups and
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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.

We are concerned that this recommendation may increase
fear avoidance beliefs about returning to work. We would
prefer NICE to give ME/ CFS sufferers the following guidance:

o  Work is generally good for health.

e  Work provides purpose, boosts self-esteem and
enables financial independence.

o Worklessness is associated with poor physical and
mental health and increased risk of self-harm

e Ask the person what they believe are the main factors
impeding their return to work.

e Ask them if they can identify solutions to their return
to work obstacles

e Do they need adjustments to their work to enable
them to return (e.g. flexible hours/ working from
home/special equipment)?

. Encourage them to liaise with their employer to see if
the adjustments could be facilitated

e Ifthey 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)

Developer’s response

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

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.

‘and discuss with’ has been added to the recommendation. The
discussion points you have raised have been summarised and
added to the committee discussion in evidence review A.
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e Ask if they have access to occupational health advice
via their work; if they do encourage them to make
contact with their occupational health department

References

e 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.

e 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 — or down-graded in their importance.
Instead, there is a tendency to refer to committee members
‘personal experience’ as a source of evidence. It is
inappropriate to replace evidence from RCTs — however
limited - with personal opinion. This clearly exposes the review
to significant bias, not least confirmation bias, if the view

Consultation on draft guideline - Stakeholder comments table

Developer’s response

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.)

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

181 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

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

Developer’s 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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and Exercise challenging to implement?’
Medicine (UK) The guidance focuses on what not to do — 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 — why should it be different in this iliness
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)

Developer’s response

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:

e have difficulty with their reduced physical activity or mobility

o feel ready to progress their physical activity beyond their
current activities of daily living

e 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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Developer’s response

e to support people with energy management

e 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.

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:

e on the wording ‘treatment or cure for ME/CFS’ the
committee agreed to remove the word ‘treatment’ from
these recommendations to avoid any misinterpretation
with the availability of treatments for the symptom
management for people with ME/CFS.

e the section on physical activity now includes exercise

e Made clear that a personalised collaborative physical
activity or exercise programme includes making flexible
adjustments to their physical activity (up and down as
needed).

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 — including fatigue
after other illness 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

Consultation on draft guideline - Stakeholder comments table

Developer’s 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:

e have difficulty with their reduced physical activity or mobility

o feel ready to progress their physical activity beyond their
current activities of daily living

e 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 —
mainly physical activity.

The implication in the guidance is that the prognosis is poor —
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 — 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 — at
times — archaic.

Developer’s response

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.
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Terms such as ‘exercise envelope’ and post-exercise malaise
are consequently unhelpful and express unscientific concepts.

Fatigue is a normal response to physical activity — 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 you don’t keep exercising the effects
are reversible and lead to deconditioning. There are no
references in this guidance to these — basic — principles and

Developer’s response

e  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.

e  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 normal
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;

‘Common 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.’

- 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 — 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

Consultation on draft guideline - Stakeholder comments table

Developer’s response

interaction of the symptoms particularly with the addition of PEM
that is critical in distinguishing ME/CFS from other conditions and
iliness. (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:.
o feel are ready to progress their physical activity beyond
their current activities of daily living or
e 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.

Consultation on draft guideline - Stakeholder comments table

Developer’s response

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:

e have difficulty with their reduced physical activity or mobility

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

189 of 1137


https://www.nice.org.uk/process/pmg20/chapter/introduction
https://www.nice.org.uk/process/pmg20/chapter/introduction

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

Stakeholder Document @ Page No Line No

Faculty of Sport | Guideline 009 21
and Exercise

Medicine (UK)

10 November 2020 - 22 December 2020

Comments

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.

Developer’s response

o feel ready to progress their physical activity beyond their
current activities of daily living

e 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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Patients are advised ‘....not to use more energy than they
perceive they have - they should plan their daily activity to
stay within their energy envelope and not push through activity
to rest as they need to’

The concept of the energy envelope is not one used out with a
particular section of the CFS/ME literature. We are unaware of
what the physiological basis of this concept is. We are
concerned by the frequent reference to it being a fixed
quantity. The principle of physiological adaptation to exercise
is that by a process of progression and ‘overload’ exercise
tolerance and physical performance increases.

It is true that progression needs to be carefully monitored and
the programme adjusted in accordance with the patient’s
response, to avoid overtraining and subsequent
underperformance. However, the concept advocated will, at
best, lead to a failure progress their exercise tolerance and at
worse lead to a deterioration

“..often involves periods of remission and relapse, although it is
less common to have long periods of remission (see the
section on managing flares and relapse)’

What is the evidence behind this statement?

The Faculty has considerable concern over the safeguarding
guidance, which in many places are contrary to good practice
in safeguarding and the training which clinicians and non-
clinicians currently receive. The additional comments made on

Developer’s 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 energy limits* may not be
helpful. The committee amended the recommendation to advise
people to manage their daily activity and not push through
symptoms.

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.

*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.

Thank you for your comment.

After considering the range of stakeholder comments on this
bullet point it has been edited slightly to,” varies in long-term
outlook from person to person — although a proportion of people
recover or have a long period of remission, many will need to
adapt to living with ME/CFS.’ This is to reflect the experience of
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.

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
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safeguarding are unhelpful and potentially risky for vulnerable
adults and children.

‘Safeguarding assessments in people with confirmed or
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.

‘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.’

Are we to infer that these cases should not have the same
high standard of safeguarding principles applied to them that
other patients have?

Developer’s 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 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 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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‘Recognise that the following are not necessarily a sign of
abuse or neglect in children and young people with confirmed
or suspected ME/CFS:

e physical symptoms that do not fit a commonly
recognised illness pattern

e more than 1 child or family member having ME/CFS

e disagreeing with, declining or withdrawing from any
part of their

e management plan, either by the child or young
person or by their

e parents or carers on their behalf

e parents or carers acting as an advocate and
communicating on behalf

e of the child or young person

e reduced or non-attendance at school’

But they may be and the presence of ME/CFS should not allow
genuine concerns to be dismissed.

‘No evidence was identified on safeguarding in ME/CFS, but
the committee agreed it was very important to make....
recommendations based on consensus.’

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.

Developer’s 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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‘self-management strategies, including energy management
A self-management strategy that involves managing a
person’s activities to stay

within their energy envelope’

This is not an established concept in exercise physiology or
exercise medicine

‘Be aware there is no current treatment or cure (non-
pharmacological or pharmacological) for ME/CFS.’

Evidence for this?

Developer’s response

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 is ‘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 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
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).

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
‘treatment or cure for ME/CFS’ the committee agreed to remove
the word ‘treatment’ from these recommendations to avoid any
misinterpretation with the availability of treatments for the
symptom management for people with ME/CFS.
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Faculty of Sport | Guideline 024 7 ‘Energy management’

and Exercise

Medicine (UK) This appears to advocate reducing the patient’s activity to fit
with their tolerance — which is counter to the approach we use
in every other condition, whereby we careful tailor their activity
to gradually increase their exercise tolerance and self-
management. This is not easy and requires expertise, which
also engages the principles of pacing, but is the standard
treatment in all other diseases

Faculty of Sport | Guideline 024 21 ‘uses a flexible, tailored approach so that activity is never

and Exercise automatically increased but is progressed during periods when

Medicine (UK)

Developer’s response

However the committee agree there currently isn’t a cure for
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.

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 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.

Thank you for your comment.
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symptoms are improved and allows for the need to pull back
when symptoms are worse’

It is important that physical activity should be tailored to the
individual and progressed accordingly. Automatically
increasing the physiological demand, without reference to the
patient’s condition is unlikely to be effective. However, the rest
of the sentence abandons the principle of pacing — which is
key to the management of this and many other chronic
conditions requiring rehabilitation

‘does not assume that deconditioning is the cause of ME/CFS’

But this approach — encouraging inactivity - will inevitably lead
to deconditioning and harm; from other diseases such as
diabetes, CV disease, accelerated sarcopenia and
osteoporosis

‘reduce activity as the first step’

Why — usually the first step would be a reassessment of the
situation? This would be followed by adjustment of the
programme which might lead to a temporary reduction in
activity of it might not.

Developer’s response

After considering the stakeholder comments this bullet point has
been edited to,” uses 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.

After considering the stakeholder comments the physical
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the 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.

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.

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 activity.’
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‘Refer people with ME/CFS to a specialist ME/CFS
physiotherapy or occupational therapy service.’

Access is a significant issue also. If this guidance is published
they will have no treatment modalities available to use on
these patients

‘Assess people with severe or very severe ME/CFS at every
contact for:

e areas at risk of pressure ulcers

o deep vein thrombosis

e  risk of contractures.’

The uncritical advocating of rest and inactivity will increase
these risks

‘Do 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.’

Developer’s response

The management sections of the guideline include

recommendations:

e to support people with energy management

e 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.

e to offer CBT to help people manage their symptoms and to
reduce the distress associated with having a chronic illness

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.

Thank you for your comment.

The committee note that this recommendation refers to people
with severe or severe ME/CFS with very limited mobility.

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
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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.

‘Do not offer people with ME/CFS:

any therapy based on physical activity or exercise as a
treatment or cure for ME/CFS

generalised physical activity or exercise programmes — this

Developer’s 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

. feel ready to progress their physical activity beyond
their current activities of daily living

. 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.

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

199 of 1137



Stakeholder

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

Document

Page No

Line No

10 November 2020 - 22 December 2020

Comments

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).’

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
‘personal opinion’.

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

Developer’s 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
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
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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 information would be ‘indirect’ (relevance in
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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There is frequent reference ME/CFS not being caused by
deconditioning. No one claims that it is, so this is misleading
and should be dropped. On the other hand no mention is
made as to how deconditioning can and does occur as a
consequence of ME/CFS. The strong advocacy of rest as the
mainstay of management will inevitably lead to it. Furthermore,
inactivity leads to significant - possibly life-threatening -
consequences such as sarcopenia, osteoporosis and pressure
sores.

‘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.’

This is impractical and contrary to the principles of
rehabilitation, patient empowerment and ownership of their
own goals

Developer’s response

Thank you for your comment.

The committee have concluded that therapies based on
deconditioning and exercise avoidance theories of chronic
fatigue syndrome should not be offered to people with ME/CFS.
These therapies assume that ME/CFS is perpetuated by
reversible physiological changes of deconditioning and
avoidance of activity. The committee recommended

that strategies to maintain and prevent deterioration of physical
functioning and mobility be included in support plans for people
with ME/CFS .

To note after considering the stakeholder comments the physical
maintenance section has been renamed to ‘physical functioning
and mobility’ and has been moved to the 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.

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 programme into managing their ME/CFS and want to
explore this option. Where this is the case the committee agreed
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Comments

‘If a physical activity programme..... start by reducing the
person’s activity to within their energy envelope be possible to
maintain it successfully before attempting to increase physical
ability’

It is not logical to place a blanket direction on people’s activity
levels. It may be appropriate to regress activity and reassess
their programme but there is no reason reduce the activity
without appropriate assessment

‘Do not offer CBT as a treatment or cure for ME/CFS’

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?.

Developer’s 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 ‘treatment or cure for ME/CFS’ the committee agreed
to remove the word ‘treatment’ from these recommendations to
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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Comments

‘Physical maintenance

For some people with ME/CFS it can include physical activity
which additionally assists bone health, posture and muscle
strength. Such activity is undertaken within the person’s
energy envelope and avoids pushing through boundaries of
tolerance’

Not a widely accepted concept in exercise-based
rehabilitation. It is contrary to the established principles of
physical training.

‘The recommendations will improve consistency of best practice
and do not need any additional resources to deliver.’

To the contrary, they are inconsistent with standard practice and
will hence cause confusion and possibly harm

Developer’s 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.

Thank you for your comment.

Physical maintenance

After considering the range of stakeholder comments the
physical maintenance section has been renamed to ‘physical
functioning and mobility’ and has been moved to the 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. The committee agreed this was
very important for people with ME/CFS with prolonged limited
mobility.

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
consequences particularly for children and young people, and
their families.

The committee disagree these recommendations will cause
confusion and harm. Recommendation 1.7.5 is ‘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
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Comments

‘Because of the harms reported in the qualitative evidence’

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 — 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.

Developer’s response

ME/CFS as with any child with a chronic iliness or disability.” The
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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