National Institute for Health and Clinical Excellence

CFS/ME consultation draft
29 September — 24 November 2006
General comments from stakeholders

Status | SH Order Document Page | Line no. | Comments Responses
organisation no. No.
SH 25% ME Group | 54 FULL Gene Some statements in the draft Noted with thanks.

ral

document are welcome e.q. :

General principles of care — emphasis
on the importance of an
individual/collaborative approach and
the patient’s right to refuse treatments
he/she deems to be inappropriate.
(However, non-compliance with a
CBT/GET regimen should not affect
payment of welfare benefits and should
be without detriment to receiving other
aspects of treatment.)

Highlighting the importance of balancing
“activity” & rest - although for most
people with ME/CFS, that it is common
sense approach anyway - and
something that has been the foundation
of M.E. self help literature for many
years.

Highlighting the importance of sleep
management — however, in many cases
night time sleep disruption occurs as a
symptom of ME and afternoon rest
actually aids night-time sleep.

Assistance with provision of blue badge
and/or wheelchair is welcome,
(although some may question the
“proviso” of it being “part of an overall
management plan”.) NB. Practical help
along these lines (and assistance with
benefits) may be THE most important

Diagnostic criteria

While it is generally recognised that it is
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thing that a clinician/healthcare heterogeneous, the evidence does not allow

professional can do for an individual distinctions between sub-groups with regard

with moderate/severe ME. to the diagnosis or management of the
condition.

However, the guidelines fail to
adequately address a number of key
areas:

Please see the relevant sections of the
Diagnostic criteria stakeholder comments specifically addressing
this topic for a response to your comments.
Please also see relevant section of revised
guideline.

There is no reference to the WHO
neurological classification for M.E. and
PVFS (section G93.3 of ICD 10) -
something that the DoH accepts, and
was acknowledged by Health Minister
Lord Warner in a letter to Countess of
Mar 11" Feb 04: “...chronic fatigue
syndrome is indexed to the
neurology chapter and fatigue states
to the mental health chapter.”

The guidelines appear to recognise the
heterogeneous nature of the illness, but
then fail to address sub grouping under
the ME/CFS “umbrella”, and offer a
‘one treatment fits all’ approach. Many
of the research papers used to inform
the guidelines (and many others that
weren’t) acknowledge the existence of
sub groups e. g. (Jason 2005) - An
author who is referenced more times
than any other in the document!

Until an adequate definition of ME/CFS
is agreed, what constitutes "evidence
based medicine" is in dispute. The
‘Canadian Criteria’: ‘A Clinical Case
Definition and Guidelines for Medical
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Practitioners’ (Carruthers 2003) was
produced by a team of international
specialists in ME/CFS, with experience
of over 20,000 patients. These
guidelines are widely believed to be the
most detailed and comprehensive
definition of ME/CFS in the world, and
they barely merit a mention! By
comparison the NICE guidelines appear
to endorse an extraordinarily weak
definition of ME/CFS which amounts to
chronic unexplained fatigue + ONE
other symptom.

The mildest form of Post Viral Fatigue
Syndrome cannot, and should not, be
lumped together with most types of
M.E. There is a world of difference
between “moderate” & “mild” ME/CFS.
There is a lack of awareness of severe
ME, and this has major implications for
what constitutes appropriate treatment
for this group of patients.

There is no reference to the different
phases of the illness, ie those in a
‘recovery phase’ — something we
believe to be hugely important. That The evidence
factor MAY enable SOME to follow
SOME of the prescribed advice given
here, but NOT in an acute phase of
illness. Too much activity in the acute
stages of the illness may actually
make the condition worse. Indeed
exercise in the normal sense of the
word usually has little or no role to play
during this very early stage - in fact, an

Please see the relevant sections of the
stakeholder comments specifically addressing
this topic for a response to your comments.
Please also see relevant section of revised
guideline.

Page 3 of 224




National Institute for Health and Clinical Excellence
CFS/ME consultation draft
29 September — 24 November 2006
General comments from stakeholders

inappropriate exercise programme is
very likely to make the iliness worse.
What may be required most of all at this
stage is good old-fashioned
convalescence and the establishment of
purpose-built convalescence homes for
ME/CFS patients throughout the
country?

There is a lack of awareness of
symptoms; there needs to be more
emphasis and acknowledgement of
the extreme fatigue; pain/neurological
problems; hormonal imbalances;
cardiovascular abnormalities; IBS;
allergies/intolerances to food/drugs and
multiple chemical sensitivities that
people with FULL blown M.E.
experience.

The Evidence

The overriding message sent out
here to healthcare professionals,
with no special interest in ME/CFS,
(not to mention the media) is that all
patients need to do to get well,
whatever the stage of illness, is to
change their beliefs and exercise
more. This is quite unrealistic and
indeed misleading.

Whilst we understand that the
“evidence” presented is largely based
upon RCTs, the recommendations for
“treatment”, are extremely disappointing
and appear to be built upon the flimsiest
of “evidence” from a very small number
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of trials, reliant upon weak diagnostic
criteria. None/or very little of this seems
to accord with patients’ experience.
The emphasis on CBT & GET is
seriously out of kilter with patient
experience — which seems to have
been comprehensively ignored - and
there is a totally inadequate review of
other aspects of ME/CFS management.

It appears that NICE have started
with the hypothesis that CBT works,
and then attempted to support that
hypothesis. Many of the
recommendations for treatment appear
to be based upon the opinion that
ME/CFS is maintained by abnormal
illness beliefs and behaviour - rather
than conventional evidence. The reality
is that patient evidence included in
the CMOs report (2002) suggested
that 65% found CBT unhelpful, and
50% were made worse by GET.

The Guideline Development Group
should also take note of recent research
evidence on CBT which found that CBT
did not offer any significant overall
benefit when compared to education
and support and standard medical care
(ref: Cognitive behaviour therapy in
chronic fatigue syndrome: a randomised
controlled trial of an outpatient group
programme. Health Technology
Assessment. 2006 Oct; 10: number 37.
Another very recent study (Quarmby et
al 2006) also found that the efficacy of
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CBT in a clinical setting compared
unfavourably with results in RCTs.

Many will conclude that the evidence
presented to review panel was
selective. Why for example is there no
mention (apart from economics) of
Ridsdale (2001) paper that found
“Counselling and CBT to be
equivalent”? For a significant number
of people with M.E., the opportunity to
talk to someone about their condition
and how it affects their life etc without
the underlying premise that the listener
knows best, would be more acceptable. | Please see the relevant sections of the

We understand that this study was stakeholder comments specifically addressing
given a high validity score. this topic for a response to your comments.
Neither does there appear to be any Plegse als_o see the relevant section of the
mention of Black and McCully (2005) revised guideline, wherg mu_ch of the

that suggested that CFS patients language has been revised in response to
have an “activity limit”. This is an stakeholder comments.

important paper, and certainly
accords with patient experience that
many will hit a ‘glass’ ceiling. NICE
need to be aware that many patients,
naturally keen to get well, may feel
obliged to follow rigid
exercise/activity programmes and
there is good evidence to suggest
that this has been responsible for a
number of very severe relapses in
patients, who believed they were
doing the right thing.

Presentation of information and language

We can see no reference to the 25%
ME Groups 2004 Analysis Report, in
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the FULL guidelines, (which we
understand to have been submitted):
where 93% of members surveyed found
CBT “unhelpful” & 95% found GET
“unhelpful”. (70% found pacing helpful.)

Importantly the NICE questionnaire
to the wider group, disagreed that a
programme consisting of increases
of aerobic exercise (GET) was
appropriate for moderately affected
adults. To then go on to suggest
that this should be a treatment of
choice (whose choice?) is ridiculous
and likely to lead to conflict between
health practitioners and patients.

The dismissal of “pacing” as a
management strategy in favour of
CBT/GET appears to be seriously out
of touch with patients’ experience.
There is also no mention of ‘switching’.
For many, this is an important iliness
management strategy: by changing
from one ‘activity’ to another at regular
intervals, and using different muscle
groups, activity may be maintained for
longer periods.

At its simplest level this may mean
switching from using the eyes to
read/focus and then to the ears (&
brain) to listen to radio/music. We
understand that this technique is taught
at the National ME Centre.

. ) Omissions
Presentation of Information &

Please see the relevant sections of the
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Lanquage stakeholder comments specifically addressing

. this topic for a response to your comments.
!n the NICE of the docum_ent, which Please also see the relevant section of the
is the one most people will

read/extract information from, a revised guideline.
number of things are not made
sufficiently clear. Most importantly
the very limited efficacy of CBT. Eg
p203 (FULL Guidelines) state that:
“The GDG did not regard CBT or
other behavioural treatments as
curative or directed at the underlying
disease process, which remains
unknown. Rather such treatments
can help SOME (our caps) patients
cope with the condition and
consequently experience a(n)
improved quality of life.” This needs
spelling out loud and clear in the
NICE version, and any subsequent
NICE reference guide.

Similarly the FULL Guidelines deal with
prognosis: suggesting that perhaps only
5-10% achieve total remission — but this
is not at all apparent in the NICE .
There is an over-emphasis on work
related rehabilitation and advice in what
should be a health guideline. We are
concerned that this will put undue
pressure on patients and clinicians to
achieve perceived ‘positive’ outcomes —
but in reality these measures seem to
be more about politics than health.

The draft document is littered with
references to ‘psychological aspects’ of
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the illness, giving the clear indication to
everyone reading it, that that is the way
this condition should be treated. There
is a ludicrous amount of stereotyping,
with numerous references, to risk of
deconditioning, prolonged bed rest, fear
of activity, all of which is not only
patronizing and offensive to patients,
but reflects a single (psychosocial)
perspective of the illness. Many
patients with ME/CFS who were
previously very active, sports minded,
remain well-motivated despite the
limitations of their illness and
completely reject this model. They ALL
want to get well. Positive thinking is part
of their lives.

The persistent use of the phrase
“setback” and what it implies, seriously
diminishes the severity of the iliness.

This implies a slight ‘blip’ - relapses can
be major and easily brought about by
overdoing activities; viruses; stresses
and other bodily reactions to hormonal
imbalances/drugs/allergens/intolerance
s etc. A major relapse can incapacitate
for weeks, months or years.

(Earlier this year, we heard of the first
recorded death in the UK from “Chronic
Fatigue Syndrome” — it seems highly
likely that this wasn’t the first case. )
There is no mention of common causes
of “setbacks”: infection, over-exertion,
General anaesthetics, surgery, and
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some types of vaccinations.
Omissions

There is little or no information on pain
management, something that for many
people with ME/CFS is a more disabling
symptom than fatigue.

The advice on diet is woefully
inadequate. All 3 patient testimonies
included in the FULL guidelines referred
to issues of diet/food intolerances.

The value of complementary
therapies/pharmacological interventions
(especially for pain) for symptom control
are also inadequate.

There is no reference to current
international research into gene
expression, which has already identified
abnormalities in gene expression in
patients with ME/CFS.

It's glaringly apparent that it was too
early for NICE to draw up these
guidelines and quite how they are
going to help in their current form
must be seriously in doubt. We feel
it’'s unlikely to reassure anybody that
the NHS is taking this illness/group
of illnesses seriously. In fact patients
will probably be even more likely to
seek help and support in the private
sector. When contrasted to the
Canadian Guidelines this draft fairs
very badly indeed.
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SH 25% ME Group | 120 FULL Gene | 3 | am extremely concerned that the GDG | ‘Pacing’ has been added to the
ral have sidelined ‘pacing’, as it ‘is not recommendations and defined in the glossary.
clearly defined’ despite the AfME
Membership Survey 2001 * showing its
gép. Table 1 strong support with PWME.
and ‘Pacing your activities ~ Helpful = 89%’
p. The GDG should urgently identify a
174) working definition from current practice
and published articles, and promote
‘pacing’.
SH Action for M.E. | 1 General Please note that we offer an Noted with thanks.

overarching analysis first, followed by
comments on the FULL and then the
NICE er guidelines. We ask that
comments made in relation to the FULL
guidance are also noted for the NICE
version, although disparities between
the two have been noted where
possible.

As part of our consultation process with
our constituents we undertook an online
survey on the NICE guidelines, which
ran from 30th October 2006 to 13th
November 2006, with 335 responding
(FULL details are attached). Where
relevant we have incorporated data
from this survey into our comments.

We also undertook a focus group with
those members who undertook NICE ’s
own survey, as a part of the guideline
development process. Their views have
also been incorporated into our
responses, where relevant.
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SH

Action for M.E.

FULL/NICE

Gene Action for M.E. believes that effective
ral guidelines are required to ensure that
M.E./CFS is properly diagnosed, treated
and managed. We recognise that these
draft guidelines are still a work in
progress and further work needs to be
done. We commend some aspects of
the document, in particular the points
addressing patient-centred care,
partnership with patients and
individually tailored management
approaches. However, we have deep
concern at the lack of emphasis on the
physicality of the illness and the
promotion of CBT and GET as the first
treatments of choice at the expense of a
comprehensive and individually tailored
package of symptom management.

We wish to work collaboratively to
facilitate the development of a robust
and workable document that
incorporates the views of people
affected by the illness, is usable for
practitioners, and offers best practice
advice on the care of people with
M.E./CFS.

The guideline’s General principles of
care are to be welcomed and we note
the following as useful and appropriate
recommendations.

o The patient-centred approach at the
heart of the guidelines

e The emphasis on an individually
tailored management approach to

Noted with thanks.

Issue 1. Useful and appropriate
recommendations

Noted with thanks

Page 12 of 224




National Institute for Health and Clinical Excellence
CFS/ME consultation draft
29 September — 24 November 2006
General comments from stakeholders

healthcare (e.g. FULL section 6)

e The need for partnership between
the patient and the healthcare
professional in the management of
the iliness (e.g. FULL 5.4.5.1)

o A clear commitment to the patient
being in charge of their goals and
pace of treatment

e Regular contact between the health
professional and the patient (e.g.
p137 FULL)

e Regular and frequent reviews are
good practice. (e.g. FULL P195
6.3.6.28)

e The recommendation for
multidisciplinary working

e The recommendation to healthcare
professionals to aim to establish a
supportive and collaborative
relationship with the patient, their
family and carers (e.g. FULL
4.3.6.2)

o The explicit acknowledgement that
patients can withdraw from or
refuse suggested treatment or
management techniques “without
detriment to the provision of other
aspects of care” (e.g. FULL 4.1.1.1)

e  The recognition of the positive role
of special services and also the
vulnerability of their status (Note
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given in FULL guidelines p37 and
omitted in NICE — which we would
like to see amended)

e Recommendations re. healthcare
practitioners: communications and
activities reflect those given in the
GMC’s Good Medical Practice
booklet.

e  The need for schools and
employers to be better educated
about M.E./CFS but with
information provided with ‘informed

consent’ (e.g. FULL P21 22-26). e The guideline refers to the NSF for Long-
e That a designated healthcare term Conditions.

professional should be identified as

responsible for coordinating care

for each adult or child with e The purpose and remit of the guideline is

M.E./CFS (e.g. NICE P10 1.1.1.2) very different from that of the CMO report,
which was not a document with the remit
of changing practice.

Issue 2. Deep concerns

e The commitment to continuity of
care (e.g. NICE P10 1.1.1.2)

¢ We welcome the recommendation
that assistance should be provided
in negotiating the healthcare,
benefits and social services

e The full guideline is a reference
document. This is required for
background and transparency. However,
as you point out, the aim is to produce a
document that healthcare professionals

systems will read and use. The Quick Reference
e Much of the information presented Guide (QRG) based on the
in the key priorities sections of the recommendations in the NICE guideline
guidelines is useful and the will be published and sent to relevant
assumptions outlined in P208 6.44 healthcare professionals. As with other
establish the parameters of the QRGs, it will contain only the advice
guidelines and a best practice needed to manage the condition and
perspective. However, these need more digestible.
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to be placed at the beginning of a
final document

There are, however, deep concerns
about the following points, which should
be addressed as part of the consultation
process.

e The guidelines should be placed
clearly within the context of the
National Framework for Long-term
Conditions.

e The context developed and
expressed by the CMO report has
not been properly reflected in the
guidelines.

e The guidelines are too long and
cumbersome to be effective for the
average practitioner and that it is
doubtful that GPs will have a clear
understanding of the research
context on which recommendations
are based.

e The discrepancies between the
long and the NICE versions are
confusing. For example, the implicit

We have addressed inconsistencies
where these occur.

We have made it clearer that no therapy
is a cure and that different approaches
should be tried.

With regard to CBT and GET we have
placed them as part of an individually
tailored programme. The GDG recognises
that there is a great deal of confusion
about terminology. The term ‘GET’ has
been applied to a variety of programmes.
As indicated in the patient evidence,
some of these have unfortunately had
deleterious not to say disastrous effects to
patients. There is however, evidence that
very gradual programmes of increases in
activity, where possible, can have
beneficial results. This programme has
been described in detail in the guideline
with the aim of promoting understanding
and avoiding patients being subjected to
an ill-advised programme of
exercise/activity beyond their capacity.

We have stressed throughout an
individually tailored programme, however,
this is a national guideline and we do
have to give some detail about the
programmes suggested.

We have revised the statement about
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rejection of the psychosomatic
viewpoint given in the FULL
guidelines (P202) is not included in
the NICE version. This should be
addressed.

The guidelines need to stress that
no individual therapy is proven
effective for all patients and that
there needs to be a portfolio of
treatments and symptom control
available appropriate to need.

The guidelines tend to place CBT
and GET in isolation, and not as
part of a comprehensive and
individually tailored management
package incorporating a range of
necessary treatment relief. This is
despite the commentary in the
FULL guidelines executive
summary (P2220-21).

A comprehensive and individually
tailored management package

therapies of choice to reflect more
accurately the intention of the GDG.

The statements about CBT have been
revised based on stakeholder comments.
It is made clear in the recommendations
that no intervention is a cure for CFS/ME.

We recognise that the evidence base is
limited. NICE guidelines are based on the
best available evidence at the time. The
guideline will be revised regularly and
new evidence reviewed.

We have made it clear that the trials did
not generally recruit people who were
severely affected.

Having reviewed the evidence, the GDG
did not conclude that one diagnostic
criterion was preferred. This has been
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regarding treatment and symptom made clearer in the guideline. The
control needs to be developed. Canadian criteria are based on a
consensus.

¢ No evidence was found that clearly
differentiated different management
approaches by sub-groups. In addition,
the view of the GDG was that severity
may change for an individual. Therefore
the approach taken was that any strategy
should be individually tailored. The criteria
for tailoring care are detailed.

e The recommendation for CBT and
GET as first therapies of choice for
the mild and moderately affected
implies a “one size fits all”
management approach and
negates other symptom
management. Our survey found
51% strongly disagreed and 27.6%

disagreed with the statement that e We found little detailed information on
CBT and GET should be therapies recovery rates, what we found is included
of first choice for those with mild to in the guideline. The GDG wished to be
moderate M.E. realistic but optimistic.

e The statement in the FULL
guidelines (P202) — that CBT is not
directed at illness beliefs, the

underlying disease process or is e As previously stated, there is no evidence
regarded as curative is omitted was found that clearly differentiated
from the NICE er guidelines. different management approaches by

«  The scientific study of M.E/CFS is sub-groups. Once again, the guideline

stresses an individual approach. We have
stressed that people who are severely
affected may need outreach care.

a rapidly developing field where
little is known at present. There is a
paucity of research across the field
with available evidence limited and
focused on particular areas .The
recommendation of CBT and GET
as therapies of first choice suggests | ¢  Your next three points address availability
that, of a range of possible of resources and will be referred to the

therapeutic approaches, they are NICE implementation team.
the two which emerge as being

most effective, whereas the reality
is that there has been very little
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clinical trial activity involving other
treatment or management
approaches. There is, therefore, no
basis for comparison. In our survey
46.9% strongly disagreed and 29%
disagreed with the statement that
there is ‘clear evidence’ supporting
GET and CBT as therapies of first
choice.

e The research used as a basis for
the recommendations did not
include individuals who are
severely affected.

e Diagnostic Criteria remains a
contentious issue, with many
questioning the omission of the
Canadian criteria and noting the
need to develop a more focused

and mutually acceptable definition i )
for patients and healthcare e With regard to terminology, please refer to

practitioners. the guideline, which has been revised in

light of stakeholder comments.

e Sub groups are inadequately dealt
with — e.g. mild and moderate are
‘packaged’ together.

¢ ‘Understanding NICE Guidance’ will be
made available at publication for patients.
The guideline asks healthcare
professionals to give patients the names
of local and national groups.

e There is an implicit assumption that
most people will recover or improve
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relatively quickly, yet we know that
a significant number have beenill
for ten years or more. 49.6% of
respondents to our survey have

e The 8 weeks given for responses was the
standard NICE process. We agree that

had M.E./CFS for over 10 years the timeframe is tight for everyone!
and 25.6% have been ill for 5-10
years.

¢ We note your comments about Internet

e The extent of how badly impacted access.
the severely affected are by this
illness is not clearly articulated in
either the long or the NICE
guidelines, and information relating
to their treatment is limited. This
falls NICE of the stated aims of the
guideline (FULL P21). 68% of those
who responded to our survey
defined their iliness as ‘severe’
when it was at its worst. And when
asked if they thought there were
sufficient outreach services for the
severely affected, 68.2% strongly
disagreed and 18.7% disagreed.

e There are not the available
resources — specialist services,
trained staff etc. — to ensure the
guidelines are properly
implemented. In our survey 76.8%
strongly disagreed and 12.9%
disagreed with the statement that
there are sufficient specialist
services for the treatment of
M.E./CFS.

e There is a recommendation that if
specialist services exist in a region,
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financial cost does not seem to be
a good reason for keeping
someone with an uncertain
diagnosis in primary care. (P115 2-
5). How realistic is this
recommendation given PCTs’
financial resources and planning
processes?

e The training required for healthcare
professionals to establish a suitable
level of expertise in caring for
people with M.E./CFS must be
much more clearly delineated.
Inexperience in this area can have
a profoundly damaging effect. In
our survey 75.6% strongly agreed
and 20.6% agreed that training
requirements for health
professionals caring for people with
M.E./CFS should be clearly
defined.

e Many of our constituency were
distressed by certain terms and
language used in the
documentation, as they felt that this
indicated a lack of understanding of
the iliness and/or an unhelpful view
of it. One example can be found in
the FULL Executive summary,
P21. This is ironic, given the
emphasis the guidelines give
regarding a universally accepted
terminology.

e While the emphasis on provision of
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information has been welcomed,
our recent survey has shown that
the vast majority of respondents
(85%) self-sourced requisite
information, rather than it being
provided by healthcare
practitioners. The role of the
voluntary sector in information
dissemination has not been
properly noted in either the FULL or
NICE er guidelines (NICE P6)

¢ Both the long and NICE versions of
the guidelines presented the
M.E./CFS community with issues -
the timeframe for response was
limited for people experiencing
extreme fatigue - they simply
cannot do things as quickly as most
groups.

e Please note that not everyone has
access to the Internet. We are also
very aware - partly as a
consequence of developing on-line
surveys for our membership — that
many people with M.E./CFS have
trouble using PCs for any
significant length of time. It is,
therefore, not a particularly
appropriate mode of
communicating lengthy or complex
material. (See P 259 7.4.1).

Association for | 1 FULL/NICE Gene please find attached the comments from | Evidence was not found for the effectiveness
Psychoanalytic ral APP (Association for Psychoanalytic of counselling for patients with CFS/ME.
Psychotherapy Psychotherapy in the NHS) whilst we
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in the NHS welcome the guideline, we are

(APP) concerned that NICE is misleading
patients and health professionals on the
question of CBT as the treatment of
choice patients who suffer from CFS,
and health professionals who try to care
for them, are faced with a great deal of
uncertainty in the evidence and
unknowns in the causes and
understanding of how to help this
condition it is clearly unhelpful for
people to be given misleading advice,
or to have their expectations raised on a
false basis: there is no evidence which
supports CBT as having better
outcomes relative to other psychological
therapies; there is some evidence to
support counselling having better
outcomes, and being more cost-
effective than CBT; there is also
evidence that many CFS sufferers do
not find CBT suitable as a treatment |
have made these comments on the
form itself, but | would be grateful if you
would bring this to the attention of the
GDG Chair also yours sincerely Jeremy
Clarke NICE Lead, APP

Association of 1 FULL Gene | have been asked by [X] of the ABN to | Noted.
British ral comment on this guideline.

Neurologists

Association of | 2 General Gene | have been approached by a number of | Noted.
British ral other stakeholders (patients’ groups

Neurologists and charities) for my comments on this

guideline because of my recognised
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expertise in this area.

SH Association of | 3 General Gene The comments below represent my Noted.
British ral personal views
Neurologists

SH Association of | 4 FULL Gene The draft guideline is fundamentally Please see the relevant sections of the
British ral flawed because it presupposes certain section of the stakeholder comments
Neurologists interventions (CBT and GET) to be specifically addressing this topic for a

highly effective in CFS/ME for routine response to your comments. Please also see
clinical use despite lack of adequate relevant section of revised guideline.
evidence

SH Association of 5 FULL/NICE Gene The guideline is also selective in its The guideline was developed according to the
British ral review of existing literature and is heavy | NICE processes detailed on their website.
Neurologists influenced by psychiatric view of the

condition. Indeed, it almost seems to
the reader that a select group of
psychiatrists with a polarised view of
this complex condition is directing the
development of the guideline from
“behind the scene”.

SH Association of | 36 FULL There has been no review of General The search identified all evidence for patients
British pain and post-exercise pain with CFS/ME.

Neurologists management

SH Association of 39 FULL Gene The draft guideline reflects an Please see the relevant sections of the
British ral incomplete and psychiatrically polarised | stakeholder comments specifically addressing
Neurologists view of CFS/ME this topic for a response to your comments.

Please also see relevant section of revised
guideline.

SH Association of | 41 FULL The importance of appropriate The importance of recognition of concomitant
British diagnosis of CFS/ME from common psychiatric disease is stated and the
Neurologists psychiatric conditions has not been importance of its treatment.

mentioned even once
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SH Association of | 42 FULL No where in this guideline the exclusion | The importance of recognition of concomitant
British criteria for CFS/ME (e.g. psychotic psychiatric disease is stated on p. 105, and
Neurologists depression, Generalised anxiety the importance of its treatment on p. 186.

disorder, somatisation disoprder) have
been adequately defined and properly
discussed

SH Association of 44 FULL/NICE Gene The guideline needs to be thoroughly Please refer to the guideline, which has been
British ral revised to reflect our current revised.

Neurologists understanding of this condition rather
than the supposition of the psychiatrists

SH Association of 45 FULL/NICE Gene It would be immoral for NICE not to Please refer to the guideline, which has been

British ral recognise the huge dissatisfaction revised.
Neurologists about this draft guideline among most
patients, carers and clinicians

SH Association of 46 FULL The GDG should not redefine The guideline has not done so.
British CFS/ME to “fitin” CBT and GET as
Neurologists the recommended treatment options

SH Association of 47 FULL/NICE Gene Listen to patients Noted.

British ral
Neurologists

SH Association of 1 FULL Gene | Bottom, On a first scan read — the view that a The guideline recommendations will be
Young People ral dark blue | busy clinician will have — the draft FULL | summarised into a Quick Reference Guide
with ME box Guideline is rather disappointing. It's (QRG). This will be sent to relevant healthcare

length and complexity risks the busy professionals and make the guidance more
P. 26 practitioner looking only at the first accessible. The full guideline serves as a
piece of Management: ‘Priority reference document and will be available on
Recommendations’ at the bottom of the NICE website.
glene page 21. The General Principles of Care details the

AYME believes the GDG wants to offer
the patient choice, and to show
supportive and open collaboration with
their clinician as shown on page 86,

principles of shared decision-making and
patient involvement. It would make the
recommendations very long and repetitive if
this information was repeated in each
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4.3.6.3, but much of the wording
elsewhere is very prescriptive and is at
odds with patient choice. The first
recommendation at the bottom of page
21 gives the impression there is no
need to look further than CBT or GET
for treatment options.

Terminology - Activity Management

The term ‘Activity Management’ as a
management approach in its own right
is relatively new, even though its
principle is used in all the management
approaches. We are all aware that the
terms CBT and GET are very unpopular
amongst the CFS/ME community and if
faced with them patients will often turn
away instantly. Historically CBT and
GET were often administered most
inappropriately, with patients
encouraged to exercise well beyond
their limits, causing severe relapses,
especially in the severely affected. The
fact that both CBT and GET, when
delivered by a trained therapist, involve
carefully graded activity management
needs to be flagged up very early and
loudly.

When one is referring to Activity
Management as a treatment approach
in its own right, it needs capitals.
Therefore page 26 bottom, dark blue
box must have capitals on Activity
Management.

Whilst AYME understands that

recommendation. In the shorter QRG this
should be clearer.

Terminology — Activity Management

The GDG recognises that there is a great deal
of confusion about terminology. We agree that
the terms ‘Graded Exercise Therapy’ (GET)
and ‘Cognitive Behavioural Therapy’ (CBT)
have been applied to a variety of
programmes. As indicated in the patient
evidence, some of these have unfortunately
had deleterious not to say disastrous effects
on patients. The programmes have been
described in detail in the guideline with the
aim of promoting understanding and avoiding
patients being subjected to an ill-advised
programme of exercise/activity beyond their
capacity. The GDG considered not using the
term GET but decided that this would cause
further confusion.
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evidence-based management
approaches such as CBT and GET
must obviously be included in a NICE
document, we are concerned that other,
less structured approaches, such as
‘Activity Management’, do not lend
themselves to rigorous research, and
have therefore been sidelined
somewhat in research terms. Gentler
approaches, away from Graded
Exercise, are popular with children and
young people because they allow more
opportunity for vital social and or
educational activities. They also suit
the severely affected as they are much
more individual and are very patient-
centred, which is most necessary for
this very ill group. There is undoubtedly

some excellent CBT programmes in AYME would like to see the term ‘Activity

affected patients, but there is a risk that | management programme

‘old style’ CBT therapists will continue ) )
with outdated views if it's not clearly Please see relevant section of revised

exp|ained that CarefuL paced increase guide"ne. It is now under the SpeCiaIiSt

in activity levels, is the way forward. In Management section and referred to in the
either case, most of our very Severe|y section for people with severe CFS/ME.
affected members have found these
programmes to be totally unsuitable for
their needs. AYME has young members
who are so severely affected they are
tube-fed, and who can faint if they raise
their head from the pillow for more than
a few seconds. The draft Guidelines
does not address this very severe end
of the illness spectrum, yet this is the
most challenging form of CFS/ME and
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is where professionals need most
information, guidance and support, as
they will come across it so infrequently.

AYME would like to see the term
‘Activity Management’ used as a
recognised management programme
much more in the document to show
that the NICE Guidelines are new and
have moved on from the
recommendations in the CMO'’s report
in 2002. We feel this would show that
NICE recognises the very severe end of
the illness, and the need to make
increases in activity at the severe
patient’s presenting level of ability,
rather than applying a ‘one size fits all’
approach. Itis so important for
clinicians to recognise that in the very
severely affected, the increases might
need to be infinitesimally small at the
beginning of the programme. To use
‘Activity Management’ as a term, will
have moved the NICE Guidelines on
from the foundation of the CMO’s Anecdotal evidence
report, and, with the use of percentage
increases in activity, be more adaptable | Please see revised section of guideline for
for the whole range of functional ability, | People with severe CFS/ME.

not just the mildly and moderately It is also highlighted in the research
affected. recommendations.
Child Protection

Child protection

Noted. We have added reference to this in
Chapter 7.

Child protection issues are still,
unfortunately, a reality for some families
whose children are very severely
affected by CFS/ME. This situation

