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	NICE & FULL version 
	General 
	
	This is the response of the West Midlands Groups [WMG] Consortium, which combines Herefordshire CFS/ME/FMS Group, Shropshire & Wrekin ME Support Group, Solihull & South Birmingham ME Support Group, Warwickshire Network for ME, and Worcestershire ME Support Group. 

All the groups in the consortium have provided patient representation for the development of the new NHS services for CFS/ME in this region.  The group members of this consortium have also collaborated with the Birmingham/ West Midlands CNCC to carry out a Needs Assessment Survey of patients throughout the region.  We understand this is the 
first survey of this kind in England. 

The WMG consortium is, therefore, in a unique position to respond meaningfully to the NICE Draft Guidelines using as a reference its collective data, patient experience and feedback from both group memberships and NHS services for CFS/ME.

We welcome some of the statements in the draft document  e.g :  

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 CFS/ME, that it is common sense 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 thing that a clinician/healthcare professional can do for an individual with moderate/severe ME. 

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

Diagnostic criteria 

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 11th Feb 04:  “…chronic fatigue syndrome is indexed to the neurology chapter and fatigue states to the mental health chapter.”

The lack of clarity regarding diagnostic criteria was highlighted by Dr Vance Spence,  Senior Research Fellow in Medicine at the University of Dundee and Chairman of ME Research UK, in a lecture he gave in Coventry November 2005: http://www.meresearch.org.uk/archive/coventry.html  

“The diagnostic mess that is CFS/ME is illustrated by our 
own research on three groups of patients with quite different onsets to their illness: “sporadic” CFS/ME cases (i.e., most 
of the patients in CFS/ME support groups); people who developed illness after services in Gulf War 1; and people who developed illness after apparent contact with organophosphates.  While all these patients were classified as having CFS (because they fulfilled the CDC 1994 criteria for the illness), distinct psychological and biological differences could be found between them.  As this paper (Kennedy et al, 2004) says, “The specificity of the CFS case definition should be improved to define more homogeneous groups of patients for the purposes of treatment and research.”
The guidelines appear to recognise the heterogeneous nature of the illness, but then fail to address sub grouping under the CFS/ME “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 CFS/ME is agreed, what constitutes “evidence based medicine" is in dispute. 
The ‘Canadian Criteria’: ‘A Clinical Case Definition and Guidelines for Medical Practitioners’ (Carruthers 2003) was produced by a team of international specialists in CFS/ME, with experience of over 20,000 patients.  
These guidelines are widely believed to be the most detailed and comprehensive definition of CFS/ME in the world, and they barely merit a mention!  By comparison the NICE guidelines appear to endorse an extraordinarily weak definition of CFS/ME 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” CFS/ME.  There is a lack of awareness of severe M.E., 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 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 inappropriate exercise programme is very likely to make the illness worse.  What may be required most of all at this stage is good old-fashioned convalescence.

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 (General) 

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

The NICE draft guidelines based on the 488 page University of York Review 2005 compiled by Bagnall et al are based solely on RCTs which had been published in “reputable” journals.  Since Myalgic Encephalomyelitis was subsumed into the very broad spectrum dustbin diagnosis Chronic Fatigue Syndrome in the late 1980s, many dedicated pioneers in the M.E. field have found it impossible to 
get their work published in the UK.  For nearly 20 years the BMJ has refused to publish any papers involving ME rather than CFS - ref:

http://www.cfids-cab.org/rc/Goudsmit.pdf

Therefore a vast database of information about the true nature of this illness has failed to meet the dubious standards set by the York review.

Work by M.E. pioneers such as Dr Melvin Ramsay (who wrote the seminal work on the Royal Free Disease Outbreak) indicating the pathogenic nature of the illness, has been ignored, as has that by practicing doctors John Richardson and Betty Dowsett, each with over 40 years of general practice involving treatment of thousands of ME patients. 
As has published data on outbreaks of 36 epidemics of ME reported worldwide since 1918. 
Dr Les Simpson’s article “Myalgic Encephalomyelitis (ME): 
a haemorheological disorder manifested as impaired capillary blood flow,” published in the Journal of Orthomolecular Medicine in 1997, showed that ME blood is portrayed by changed red cell shape, which explained their poor filterability.  The reduced rates of blood flow meant that tissues were not receiving sufficient oxygen and nutrients to sustain normal tissue function.  Yet this research is ignored.
Also ignored is research carried out by 
Prof. Peter Behan on muscle biopsies, which indicate viral damage to muscles;  Dr Arnold Peckerman on impaired cardiac output in CFS patients (www.cfids-cab.org/cfs-inform/Coicfs/peckerman.etal.03.pdf );  
and American metabolic cardiologist, Dr Stephen Sinatra on heart muscle disease due to mitochondrial failure, 
all pointing to physical causes of the illness. 

So too does work by Durval Costa on restricted blood flow to the brain and Bell and Streeten on low blood volume and postural hypotension. 
Dr Paul Cheney from North Carolina - who has seen 
over 5,000 patients with (Myalgic Encephalomyelitis) / Chronic Fatigue Syndrome - states that PFO (Patent Foramen Ovale - the persistence (or the acquired re-opening) of the normal foetal opening between the right and left atria of the heart) is “tightly associated” with (ME)CFS to the order of at least 80% or more of patients.

Recent research by ME Research UK (formerly MERGE) and CFS Research Foundation has indicated many anomalies in gene activity in CFS/ME. 

Not surprising therefore that many reviewers nominated by registered ME charity stakeholders, found the York review document a most unsatisfactory starting point to “review best evidence”.  Many of these RCTs involved few patients with ill-defined “fatigue” symptoms, e.g. page 90 of 487 in the York Review states, “These studies also scored lower on the validity assessment, especially one of the controlled trials which scored 1 out of a possible 20.”

Previous York reviews based on the same material provided by York University as that used in the NICE draft report have caused criticism of their scope and rigour, such as from Dr Charles Lapp 
medical adviser to CFIDS Association of America. 
“Concern over Cochrane Review of Exercise Therapy”.  
Ref: 09-08-2004 ImmuneSupport.com -published in ‘Interaction” magazine of Action for ME February ’05  

He found that:  “The author examined 9 studies, accepted only 5, and none were from the USA and highlighted the following problems:

1. They measured "fatigue" primarily instead of the quality of life.

2. The patients only used the CDC's criteria in two studies so it seems none were particularly severe.

3. Two of five of the studies showed between 
80-92% were still working, another had 35% employed, and the others did not report this at all.

4. Only one had "rigorous exercise” and "did NOT show any improvement in subjects and had the highest dropout rate."

5. The report failed to mention that most CFS patients "could not tolerate such exercise."

6. The "experts" mentioned really was only one, 
"Dr. Peter White, whom I believe works closely with Wessley and Sharpe.  Read biased."

7. The study stated "exercise therapy may not worsen outcomes," but never mentioned that it "may trigger prolonged relapses."

Sadly, this Cochrane review study once again sends the incorrect message to primary physicians - that they should exercise all PWCs and not worry about post-exertional sequelae.  
The recommendations for “treatment”, are therefore extremely disappointing and appear to be built upon the flimsiest of “evidence” from a very small number of trials, (some with very high drop-our rates) and reliant upon weak diagnostic criteria as highlighted by Dr Lapp. 

In November 2006 Nancy Klimas, Professor of Medicine at Miami, and Anthony Komaroff, Professor of Medicine at Harvard (both of whom are not only clinicians but also long-time researchers into CFS/ME) attended the launch by the US Centres for Disease Control (CDC) of its “CFS Toolkit” and its campaign to advance knowledge of (ME)CFS.  
At the launch, Professor Klimas said: "Historically, the lack 
of credibility afforded this illness has been a key obstacle to understanding it.  Today, with solid evidence that CFS has identifiable biologic underpinnings, and with evidence that people with CFS experience a level of disability equal to that of patients with multiple sclerosis, advanced HIV disease and undergoing chemotherapy, I hope we can begin to put an end to the stigma surrounding this illness." 

Also at the launch, Professor Komaroff said about the lingering belief that (ME)CFS is psychological and somehow imagined: “That debate raged for 20 years, and now it’s over”. 
(But not in the eyes of York and NICE, apparently.)
As reported on 3rd November 2006 by United Press International, there are over 3,000 research papers that 
have established (ME)CFS as a valid physiological illness, with evidence of inflammation, reduced blood flow and impaired cellular function. 
(Which shows how selective and poor the York Review was.)
It was described as a “brutal” disease which often occurs 
in conjunction with other diseases such as lupus and Lyme disease, and its symptoms can be as severe and painful as renal failure, AIDS or multiple sclerosis. 

In the words of Dr Melvin Ramsay: 
"The basic fundamental tenet of the management of a case of M.E. is REST with graduated activity well within the limitations which the disease imposes."

The emphasis on CBT & GET is therefore 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 CFS/ME management. None/or very little of this seems to accord with patients’ experience. 

There is an almost complete exclusion of any contribution from ‘patients’ and from their representative bodies. Instead, reliance is placed on discredited and potentially harmful ‘management techniques’. It is inconceivable that any other serious, chronic illness would be treated with such anachronistic methods, especially bearing in mind the enormous advances which are constantly being made by medical science.

The Evidence for CBT
There is far too much emphasis on cognitive behaviour therapy (CBT).  CBT is being presented as something that 'leads to recovery.'  We have seen no evidence of this.

We understand that CBT may help a very small number of people with CFS/ME, but then it could possibly help a small percentage of the general population.  

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 CFS/ME 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. 
In fact the “evidence” for the true efficacy of CBT in a clinical setting is being further discredited by research papers - even during the consultation period!  

The Guideline Development Group should take note of: recent research evidence on CBT which found that it offered no 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 CBT in a clinical setting compared unfavourably with results in RCTs.  

In a 4-year follow-up study and review of the Long-term efficacy of CBT by GPs for fatigue, Leone et al found that “fatigue and absenteeism were high in the intervention and control groups at the 4-year follow-up” and concluded that “There was also no significant difference between the intervention group and the control group on fatigue and absenteeism.” 

Psychom Res. 2006 Nov; 61(5):601-7
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.  We understand that this was given a high validity score.  

We can see no reference to the 25% ME Groups 2004 Analysis Report, in 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.)  Many who were previously ambulant are now permanently bedbound or wheelchair bound following prescribed exercise therapy.
The Evidence for GET 

Use of the word “exercise” throughout the draft guidelines 
is inappropriate as most CFS/ME sufferers are already operating at or close to their energy limit to carry out normal everyday living.  Most are well motivated to try and “test their boundaries”  

There is far too much emphasis on GET, and we are concerned how the word ‘exercise’ is portrayed.  It is being presented as something that 'leads to recovery.'  We have seen no evidence of this. It appears as if people with CFS/ME will become better if they increase their exercise levels every day, and yet this is impossible due to the fluctuations of the symptoms, and daily living demands.
The CMO’s report (2002) suggested that 50% were made worse by GET.  

There appears to be no mention of Black and McCully (2005) that suggested that CFS patients have an “activity limit”.  This is an 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.   

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.  

What is being presented as “evidence” in the UK seems to be seriously out of touch with international opinion.  In a letter to the Medical Journal of Australia, Garry Scroop, Professor of Exercise Physiology, wrote:  “In summary, patients with CFS are not ‘deconditioned’.  Neither their muscle strength nor exercise capacity is different from that of other sedentary members of the community.  We remain unaware of any incontrovertible evidence that the various ‘exercise training’ programs suggested in previous articles improve either the physiological, psychological or clinical status of people with CFS.” ( Med J Aust 2004; 180: 437-438)
Pacing 

The dismissal of “pacing” as a management strategy in favour of CBT/GET appears to be seriously out of touch with patients’ experience.    A ‘pacing’ approach to energy management is required that advises people with CFS/ME how to achieve a sensible and flexible balance between activity (not exercise), and rest/relaxation.  (People may need to learn how to relax).  This will depend on the stage, severity and variability of their condition.  This is (certainly) not what graded exercise implies.

There is also no mention of ‘switching’.  For many, this is an important illness 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. 

Presentation of Information & Language

In the NICE version of the document, which is the one most people (including most GPs) will read/extract information from, a number of things are not made sufficiently clear.  

Most importantly the very limited efficacy of CBT. e.g. 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 statement needs spelling out loud and clear in the short version, and any subsequent short 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 version.  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 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 CFS/ME 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 illness.  This implies a slight ‘blip’ - but relapses can be major and easily brought about by overdoing activities; viruses; stresses and other bodily reactions to hormonal imbalances/drugs/
allergens/intolerances 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 some types of vaccinations.

Omissions (& Other Supporting Data)

There is little or no information on pain management, something that for many people with CFS/ME 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 inadequately covered. 

In 2005, a ‘Needs Assessment Survey’ was carried out by 
the Birmingham/West Midlands CNCC in cooperation with local M.E. support groups in the West Midlands region, and one large GP practice in Birmingham.  A total of 551 questionnaires were sent out (response rate 51%).  

The finished results have yet to be published; however, a summary of this report is available.  The survey found that: When respondents were asked what treatments/ management strategies they thought would be of use if they were offered, information on CFS/ME topped the list with 89% of the respondents requesting this.  Over 70% thought advice on pacing, diet, sleep would be of use. Only 44% wanted advice on CBT and 46% wanted advice on graded exercise/activity. 

A significant proportion of respondents who had actually tried GET & CBT, reported that it had made them worse.  Many respondents had tried complementary therapies and found them to be of use and they wanted to see more of them offered by a CFS/ME service.  Vitamins and minerals, scored more highly with respondents than any other complementary or conventional medications.  Respondents also wanted   more support concerning social care. 

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.

	NICE
	General
	
	The new Local Multi-Disciplinary Teams will be seeing newly diagnosed patients - we believe all people with CFS/ME should receive regular check-ups with their GPs.  

This could then involve regular monitoring by the GPs, with more blood tests carried out annually - monitoring and collating the findings to assist with biomedical research.

	NICE
	General
	
	It is felt that this should be a notifiable illness - if all GPs had a register of CFS/ME patients, the local services would be able to plan their services, and the various government departments would know how much help is needed.

	NICE
	P1 
	Line 1



Line 15
	It’s unclear what is meant by ‘relatively common’ - although it does seem to set the scene for the all-inclusive broad diagnostic criteria that follows.  
“CFS/ME, like other chronic illnesses with no certain disease process…” Clearly, CFS/ME must have a ‘certain disease process’ but, at present, it is not fully understood.

	NICE
	P1 
	Line 16
	“… poses ‘real problems’, seems perhaps deliberately ambiguous and should be substituted by the word ‘serious’. 

	NICE
	P2  
	Line 1 
	should start or conclude with ‘to date’ or  ‘at the time of publication’

	NICE
	P2 
	Line 3
	Such an approach is commendable, but when patients have no knowledge of the illness or of possible treatments for it, their options will almost certainly be limited to the only two approaches recommended in these guidelines i.e. CBT and GET.  GPs will look no further, regardless of any harm which the patient suffers.  Such a situation will not and cannot constitute ‘informed decisions’.

“Where patients do not have the capacity to make decisions…” Who will decide that a patient does not have the capacity to make a decision about his/her treatment?  

Will a refusal to accept CBT and GET be regarded, as has happened too frequently in the past, as indicating such a lack of capacity even when the patient has made an ‘informed decision’ concerning his ‘individual needs and preferences’?  It is only one instance of a worrying tendency to adopt ‘catch all’ recommendations so that the patient can always be considered to be in the wrong.

	NICE
	P2  
	Lines 14/15
	‘Communication should be supported by the provision of evidence-based information offered in a form that is tailored to the needs of the individual patient.’

It is important to just offer information on the current level of understanding of the condition at international level. 

	NICE
	P3 
	Line 6
	Definitions used in this guideline:

As mentioned above the “evidence” for CBT is much weaker than is portrayed - counselling may be just as effective as an illness management tool.  Where will the necessary money come from to finance the required legions of CBT therapists with appropriate “expertise” in CFS/ME? 

	NICE
	P3 
	Line 15








Line 20 
	“GET is an evidence-based self-management approach…” As above - the “evidence” for GET is remarkably weak. There is strong evidence that people with CFS/ME respond abnormally to exercise. 
There is a very fine line between improving mobility and doing lasting damage.  There is no other serious, chronic illness in which CBT and GET are recommended as “the therapies of first choice…” 

Will patients be able to sue for compensation should health professionals give inappropriate advice?  Doctors and healthcare professionals must prescribe exercise with exactly the same degree of care as with a prescription drug. In a survey of GPs conducted in 2004 by Shropshire & Wrekin ME Support Group, of 47 GPs who replied to the question “What management approach do you advocate for your CFS/ME patients?” 2 replied “Exercise on prescription”!!

Much of the evidence concerning GET shows that it is harmful to Patients with ME:

i) AfME Survey: ‘Severely Neglected – ME in the UK’,  March 2001,

ii) Report on Survey of Members of Local ME Groups, 
Dr Lesley Cooper, AfME & ME Assoc., November, 2000.

Both surveys clearly showed that GET harmed the majority of individuals.  A ‘treatment’ with such an egregious record would not be recommended for any other illness and it is unacceptable to sufferers of ME.

“This [GET] is followed by an increase in intensity when able…” Alarmingly, there is no suggestion about the course to be followed in the cases when GET is not effective or when it causes the patient’s condition to deteriorate. It is clearly unsound, but implicit in the document, to assume that GET, or any intervention, will be unfailingly efficacious.
CBT and GET will not alleviate and, in some instances, will undoubtedly exacerbate mitochondrial dysfunction (with its concomitant inability of the body to produce sufficient energy), post exertional malaise, delayed onset fatigue, postural hypotension, low cardiac output, orthostatic intolerance, loss of thermal stability, headaches, hypersensitivity to foods, chemical (e.g. cleaning products and cosmetics) and medicines, or any other of the many, severe symptoms experienced by people with ME.

As “therapies of first choice”, CBT and GET have very little to offer but strong reasons to be very cautious about their use.


	NICE
	P5 
	Line 4
	The description of severe CFS/ME should include many of the more severe neurological symptoms frequently experienced - ie blackouts, atypical convulsions, loss of speech and swallowing necessitating tube feeding.  

	NICE
	P5 
	Line 1
	The phrase usually STOPPED work is totally inappropriate. 
It suggests there was a choice.  For the vast majority, of people, this was certainly not the case.  With many being dismissed by their employers on the grounds of medical incapability or had to give up work.  Many have tried to return, but major relapses have meant they reluctantly ended their careers.  Being forced out of employment does not involve any element of preference.

	NICE
	P5 
	
	Four degrees of severity are commonly recognised.  It is most inappropriate to combine two of them into one as has been done in this document. 

While the divisions are undoubtedly artificial, the illness covering a continuous spectrum of severity, the four categories were defined for good reasons and they should always be treated separately, especially in, as the Guidelines say,  “A person centred and collaborative approach to managing symptoms.”

	NICE  


	P6 
	Line 1





Line 3




Line 11


Line 24
	‘WHEN the adults main goal is to return to normal activities …’ - What other goal would there be?!  This is entirely unacceptable and should be removed, wherever it appears in the document.  Nobody chooses to have ME and nobody has any desire to remain very seriously ill. 

As already pointed out, the evidence for CBT and GET being beneficial is extraordinarily weak.  No unbiased reading of all the relevant literature would come to any other conclusion.

“..provide information about the range of therapies and management strategies as detailed in this guideline.”
Given that  ”..the therapies of first choice should be CBT or GET…” and as by far the largest section of the Guidelines is devoted to those two strategies, it seems highly likely, probably inevitable, that the only information provided will be about them with no alternatives being offered.  Such a situation would not constitute” Shared decision-making between an adult or child and healthcare professionals…”

“The objectives of the programme are to: - sustain or gradually extend, if possible, the person’s physical, emotional, cognitive capacity…” The course of action to be followed if the objectives are not possible has been omitted.  What should it be?

	NICE  
	P6 
	Line 8 
	“…acknowledge the reality and impact of the condition” -  this seems to indicate that the patient needs to be reassured that people believe their condition is real. 

	NICE  
	P7 
	Line 9
	“excessive fatigue” –  needs defining - it’s not clear if this is mental or physical.  
ME has many more symptoms than ‘excessive fatigue’, symptoms which require managing. 

	NICE  
	P7 
	Line 11
	“Risk of prolonged bed rest …” In acute phase of the 
illness especially, this may be absolutely necessary and unavoidable.  A gradual return to normal life may be impossible.  What should the physician do in those cases?  
Empirical research has shown that there is very little, if any, deterioration in muscle function as a consequence of rest.

	NICE
	P8 
	Line 1…
	“Healthcare professionals should be proactive in advising about fitness for work and education, and recommend adjustments or adaptations to work or studies to enable rehabilitation of adults and children with CFS/ME.”
Now that healthcare professionals are being financially rewarded for each patient who returns to work, there is a grave risk to the patients’ well-being in advocating that doctors should be “..proactive in advising about fitness for work…” 
It is also true that many children have been harmed by being forced back into schools while being too unwell to cope with the rigours of daily life. 
Caution should be strongly advised. 

	NICE  
	P9 
	1.1.1.1
Line 18 
	We’re not convinced that they could provide an aetiological explanation especially as the guidelines suggest that aetiology isn’t properly understood! 

	NICE
	Page 10
	Line 1
	“Offer information about …, and also the NHS Expert Patient Programme.”  The Expert Patient Programme helps a small number of people with M.E. but many people report that their experience was not good and they had to drop out. 
Programmes need to be specifically geared to the audience: The West Midlands Needs Assessment Survey results suggests that length of sessions needs to be shorter, frequency to be fortnightly instead of weekly, and advice 
to be appropriate.
These programmes are not suitable for people with Severe M.E., and very few people with moderate M.E. are able to attend the full course.

	NICE 
	P10
	1.1.1.2
Line 7






1.1.3.2
	Unfortunately, professionals with appropriate skills and expertise in ME are very few in numbers and there is a grave risk that others will try to provide care, to the detriment of their patients.  The established pattern in such circumstances is to apply CBT and GET and then to blame the patient either for making no progress or for regressing.
A clear warning to healthcare professionals who do not have the necessary expertise would be greatly appreciated.
“Healthcare professionals should provide validated, accurate information …”  it is hoped that such information will also include the degree of harm caused by CBT and GET.

	NICE 
	P12 
	1.1.4.1
	An individualised management plan would be very warmly welcomed, though perhaps unlikely to materialise.

	NICE
	P12 
	1.1.4.3
	“Healthcare professionals should aim to establish a supportive and collaborative relationship…”
Good, but perhaps the inadvisability of imposing any particular therapy should be pointed out, as well as the patients’ right to reject it.

	NICE 
	P13 
	1.2.1.2
	Diagnostic criteria have been broadened here.  
Contrast these with “Canadian Consensus Document”, (to which there appears to be no reference in “NICE” version)?  & Dr Melvin Ramsay’s definition of ME:
“Muscle phenomena & fatigability: Even following minor degree of physical exercise, 3 or more days may elapse before full muscle power is restored. This feature is unique and is the "sheet anchor" of diagnosis.  In moderate cases there may be normal muscle power in remission.  Muscle spasm and twitching.  In severe cases there may be swollen and very tender bands of muscle including minute foci of exquisite tenderness in trapezii and gastrocnemii (the muscle groups most commonly involved).

Variability of both symptoms and clinical findings during the day Tendency to become chronic. Estimate at least 25%.

Also missing here from Ramsay’s definition are: 

· Cold extremities

· Hypersensitivity to climactic change. 

· Ashen grey facial pallor, 20 to 30 minutes before patient complains of being ill
· Frequency of micturition 

· Hyperacuisis 

· Episodic sweating 

· Orthostatic tachycardia
Crucially in the Nice draft definition there is no reference to “New Onset”, abnormalities of the neuroendocrine system, new sensitivities to food/medications/chemicals - all of which are detailed in the Canadian Guidelines. 

	NICE 
	P13 
	1.2.1.1
Line 1 
	‘CFS/ME is recognised on clinical grounds alone.’ 
There is good evidence to suggest that CFS/ME CAN be recognised from a characteristic constellation of abnormal lab data – IF the correct tests are carried out. (Ref Jacob Teitelbaum’s work on lab testing). 

It appears the GDG haven't been referred to the important neurological, neuroendocrine and neuroimmunological research findings that resulted in the WHO classifying ME as a neurological disorder, or read the page 2 of the Canadian Criteria covering the symptoms of the illness.  
The list is so poor they appear to have left out neurological and endocrine symptoms in the guidelines, e.g. perceptual and sensory disturbances; spatial disorientation and visual disturbances; photophobia and hypersensitivity to noise; autonomic symptoms; e.g. urinary frequency and bladder dysfunction which affect so many of us. 

	NICE 
	P13 
	Line 19
	‘lymph nodes painful not enlarged’ - as EBV may cause enlarged lymph nodes - so are we then to conclude that EBV is excluded as a causative factor of CFS/ME? 
(See comment below P16)

	 NICE
	P14 
	1.2.1.4
	Alzheimer’s  disease should also be added to the list of ‘red flags’ - we’re aware of one case locally where an individual was misdiagnosed with CFS/ME

	NICE 
	P14 
	1.2.1.8
	We’re not convinced it would be possible for CFS/ME patients to receive a mental health assessment within the 4 months that a diagnosis should be made in. 
These services already seem to be hard-pressed, with long waiting lists.

	NICE 
	P14 
	Line 3 
1.2.1.4
	This suggests that CFS/ME is not a serious disease! 
In severe cases, CFS/ME DOES produce ‘abnormal neurological signs’. 
There may be significant overlap with all of the following and in addition to those listed, investigations and screening should also be carried out to exclude: 
Addison’s Disease;  Hypothyroidism;  Multiple Sclerosis;  Lyme Disease/ Borreliosis;  Fybromyalgia;  Sarcoidosis; Lupus;  Hughes Syndrome and Parvovirus infection.  


	NICE
	P15
	1.2.1.9
	It is vital that, when waiting for a definite diagnosis, patients are advised to rest, particularly avoiding strenuous physical exertion, which will exacerbate
the illness and make recovery less likely. 
Children should not be urged or compelled to resume 
full-time education.

	NICE
	P15
	1.2.1.9
	Whatever the precipitating factor, patients require much more than advice about ‘self management’ which has only limited value.

	NICE 
	P16
	1.2.2.3
	It seems very odd to suggest that EBV should not be routinely tested for when this is widely acknowledged to be one of the precipitating causes of CFS/ME?  A patient may have been an asymptomatic carrier for many years. There is also documented evidence that EBV can initiate neurological damage.  Viral tests should also be carried out for Coxsackie B, & RNase L for which there is good evidence that these might also help to validate the diagnosis, confirm an organic origin, and may help discriminate CFS/ME from other illnesses. 

	NICE 
	P18 
	1.3.1.3
Line 3
	‘WHEN   the adults goal …’ See comment for page 6. 
This is offensive & should be removed. 

	NICE 
	P18
	1.3.14


1.3.16 
	This is contradictory; if CBT and GET are not appropriate, then their individual components will not be appropriate.

Patients require much more than activity management, sleep management and relaxation, which will do nothing to alleviate most of the symptoms. 

There are many examples like this in the document. There is no acknowledgement of the possibility that the suggested course will not be successful or of what to do in such an eventuality. Advice must be provided for dealing with lack of improvement and for relapses, especially when they are caused by the suggested ‘treatment’. 

We have been given many incidences of sufferers left to sort themselves out after such situations. 

	NICE 
	P19
	1.3.1.10
Line 13


	We profoundly disagree. It is not simply anecdotal evidence that supports this approach – but EVERY patient centred survey that has ever been carried out. It is amazing to note how completely the experiences of patients have been ignored.  This clause completely ignores the phases of the illness and the serious risk of relapse.  
One would expect that ‘considerable patient support’ (sic) would be taken as a sign of benefit and something to inform treatment, rather than something to be disparaged. 
If patients who report that an approach is beneficial are not to be believed, how is the effectiveness of any therapy to be gauged?  The point of treating someone is to bring about an improvement, not to impose a treatment regime which causes distress.  If using less than the meagre, available energy is more beneficial to a patient than engaging in activity to the point of exhaustion, then surely that should be encouraged.  

One of the principle symptoms is the relapsing-remitting nature of the illness.  Obviously, coping strategies are different when in remission than when experiencing a relapse. First, do no harm.

	NICE
	P20
	1.3.1.12
Line 6
	A change in behaviour will no more cure ME than MS, motor neurone disease or typhoid. It is insulting to suggest otherwise. 

	NICE 
	P20 
	1.3.1.13

Lines 
24 & 25
	This section appears to blame the patient for being ill; Neither of the recommended therapies.." will alleviate low cardiac output, food/chemical/medicine intolerance, IBS, post-exertional malaise, etc

‘Fear of activity & perfectionists beliefs’: We’re not aware of any evidence or data to support this.  This appears to be wild, speculative hypothesis that has no place in an “evidence based” guideline and it should be removed. 

	NICE 
	P21 
	1.3.1.13
Lines
4 & 5
	To talk about ‘symptom over-vigilance’ is offensive and should be removed.   Does this appear in the M.S. NICE guidelines? 

	NICE 
	P21 
	Line 4
	‘decreasing somatic attributions’ and address symptom over vigilance …’  This is offensive and based upon misguided opinion rather than evidence.  

	NICE 
	P21 
	1.3.1.14
	It is wrong to try and prescribe for mild & “moderately” affected in the same way.  Combining two degrees of severity for the purposes of suggesting treatments is an unforgivable error.  There may be a world of difference. Also, as mentioned previously, how many people that were once mild/moderate have become severely affected due to inappropriate prescribing of GET?

Empirical research has demonstrated that people with ME cannot tolerate exercise; their muscles fatigue more quickly and take longer to recover than healthy controls.

	NICE 
	P22
	1.3.1.15
Line 5
	“How (&who) would explain the symptoms and “benefits of exercise in a physiological context “?  The illness is not sufficiently well understood!  

Sufferers do not need any explanation of the symptoms of exercise in a ‘physiological context’ or in any other way - they are experts in them; they know exactly what the symptoms are.

	NICE 
	P22 
	1.3.1.16
Lines 12 & 13 
	Whilst we realise that this may be ‘ultimate goal’: Many will find advocating a “daily brisk walk” … and CYCLING for “moderately affected”, an utterly absurd thing to suggest, and potentially very dangerous.  
This is the sort of poor quality advice that has made people severely affected, who were not so previously. 

	NICE 
	P23 
	1.3.1.18
	If the suggested activity level has to be ‘reviewed and reduced if necessary’, what should happen next?  There appears to be an assumption that there will be an inevitable improvement in the patient.  
What will happen if the symptoms increase to a severe degree and not ‘mildly’?  Who will ‘pick up the pieces’? And what should be done if the symptoms persist for more than ‘a few days’ or if they cause a permanent relapse?
Those with correctly diagnosed M.E. DO NOT experience normal stiffness/fatigue; it is one of the defining characteristics of the illness as described by Dr Melvin Ramsay.  Many previously fit & active people with this illness know exactly what it is like to experience normal muscle fatigue response to exercise and IT IS NOT THE SAME.

	NICE 
	P23
	1.3.1.19


1.3.1.19
	This section is based on the premise that improvement will not only inevitably take place, but that the rate of improvement will increase. 
What should happen if ‘agreed GET goals’ cannot be met?  Again the document is silent about the possibility.  
Suggesting that exercise can be increased ‘if the patient would like to’ implies that some patients would not like to improve their state of health - preposterous. 
‘IF the patient would like to progress!’  What other goal would there be! See comment for page 6. (Line 1) 
This should be removed. It is offensive. 

	NICE
	P24
	1.3.1.22
	What happens to those who live alone and who are obliged to exceed their ‘baseline’ of manageable activity simply in the process of eating, washing, dressing, etc?
It is not easy to see how one could choose to relinquish any such ‘activities’ for the ‘establishment of ‘baseline’ 

	NICE
	Page 26
	Line 17
	Sleep Management - “Excessive sleep doesn’t generally improve physical or mental functioning in patients with CFS/ME”.
We totally disagree with this statement - particularly in the early stages when the body needs to convalesce.  
In “CFS/ME A Guide to Research, Diagnosis and Management” by Dr Charles Shepherd, it states - “During the early post-infectious state of CFS/ME, many people have excessive sleep requirements (hypersomnia) and this should not be interfered with.”  

	NICE
	P26
	1.3.2. 
	Patients are entitled to, and, especially in the early stages, require, far more than a 'self-management strategy’.

	NICE
	P26
	1.3.2.1 
	As mentioned above, during the acute phase of the illness “excessive sleep” may be exactly what is required?!” 
For most people with ME ‘establishing a normal sleep-wake pattern’ would be impossible and would probably lead to deterioration. ‘Excessive sleep’ may not always produce benefits but it almost always prevents deterioration

	NICE
	P27 
	1.3.2.2 
Line 17
	‘Excessive alcohol’  -This gives real cause for concern that we might not actually be talking about the same illness here?!  Most people with CFS/ME cannot tolerate alcohol AT ALL.  Ref paper by Woolley, Allen & Wessely (2003). 

It is considered a diagnostic symptom by doctors with a good knowledge of M.E.

	NICE
	P28
	1.3.3.2
	Relapses are a part of the cyclical nature of the illness; they are not always precipitated by infection, ‘other illness’ or activity.

	NICE
	P29-30
	1.3.3.3
	This section is simplistic and prescriptive - much more flexibility and sensitivity is needed.  Clinicians should be aware that some activities may have to be reduced or even eliminated permanently to avoid causing harm. 
Clinicians must be advised to listen to the patient; when the patient says he has reached the limit of possible activity, that must be accepted, otherwise another relapse will certainly follow.

	NICE
	P30 
	1.3.3.4
	Such professionals are rare and one wonders who decides that they are ‘suitably trained’.  
If they subscribe to the psychosocial model of ME, they will cause more harm than good and should not be allowed to treat PWME.

	NICE
	P30 
	1.3.3.5
Line 27
	‘A GET programme should be delivered by an appropriately trained professional with experience of GET with CFS/ME’ -  As above there must be very few potential GET instructors who have experienced ME.. 
As yet, nobody has ‘trained’ any ‘professionals’ in the application of GET to ME.  What sort of professionals would they be? 
With no recognised or appropriate ‘training programme’ one wonders how one will be devised and who will be responsible.  
Unless the experiences of patients with ME are taken into account, the effect on patients will be disastrous.

	NICE
	P31 
	1.3.4.4
	Thyroid hormone may appear normal, thus causing the patient to appear eurthyroid on lab data, when he/she is clinically hypothyroid due to tissue insensitivity.  

	NICE
	P32 
	1.3.5
	As mentioned previously, with so many people with CFS/ME experiencing food intolerances/allergies/
digestive problems, sometimes acute, it is hard to believe that this is all these guidelines are going to say about diet/nutrition.  

Nutrition/dietary support - The effort required to buy food and prepare nutritious meals can mean that people with CFS/ME find it difficult to maintain a healthy diet - and yet, there is no mention of how people can be supported. 

Many have found an exclusion diet to be an important part of their treatment protocol.  There appears to be no mention of the importance of good fluid intake?  Also no mention of appropriate symptom control for nausea, treating IBS, or helping to stabilise blood sugar levels.  

	NICE
	Page 33
	
	We welcome the section on Ongoing Management and Review.  
At present the new Local Multi-Disciplinary Teams are seeing newly diagnosed patients, and after following the local care pathway patients will be referred back to their GPs.  
 - we believe all people with CFS/ME should receive regular check-ups with their GPs.  

	NICE
	P33
	1.3.6
	The guidelines are unacceptably dismissive of complementary therapies. 
There appears to be plenty of evidence that they may help with treating symptoms of CFS/ME. (Because of the individual nature of treatment, it may never be possible to carry out RCTs to test this, in a way that would be acceptable to NICE, even if sufficient funding were forthcoming.)  

A number of people with CFS/ME are reporting improvements on EPA/Omega-3 supplements. 
There is also some evidence to suggest that B12 & magnesium may also have a role to play in some patients.

	NICE
	P34 
	1.4 .1.1
	It is not clear exactly how the severely affected will access “the same diagnostic and therapeutic options”- even if they wanted to! 

Frequently they cannot ‘access’ anything and in any case do not require ‘the same diagnostic and therapeutic options’, they need special interventions suited to the severity of their condition, if necessary providing appropriate therapies in their homes. A ‘one size fits all’ approach is unsound and inadvisable.

	NICE
	P34 
	1.4.1.3
	We do not believe, or accept, that “GET may be an appropriate addition …” for the severely affected.

	NICE 
	P35 
	1.4.1.8
	Clinicians should be urged to be cautious about hospital admissions.  A stay in hospital can be a traumatic and damaging experience for both the severely and moderately affected often caused by the noise and the bright lights.

	NICE
	P37 
	4.1
	Research Recommendations  

If there is no evidence to suggest that GET/CBT is effective in severely affected adults & children then why are they being so strenuously advocated in the Guidelines!
It is admitted that “There is no evidence for the use or effectiveness of these strategies” in children and the severely affected.  Why were they recommended so potently? 

The glaring omission is the absence of any recommendation that research should conducted to find the causes of ME as well as treatments and cures for it.  
With an illness affecting up to 250,000 people and costing the nation £6 billion p.a., surely biomedical research should be considered an urgent priority?


	NICE
	P38 
	4.4 
	‘It is not known how much improvement is important for patients with CFS/ME.’  
This in an incredible (and perhaps very telling) statement to make - it suggests that we do not  know the best way of measuring outcomes in research studies, yet CBT & GET are put forward with a degree of certainty that we do not have. 
The answer is so obvious that the question is redundant; diminution of symptoms and a return to good health and a normal life.
This question could not conceivably be asked in relation to any other serious, chronic illness such as cancer, diabetes, MS,  etc.

	NICE
	P40
	6
	The psychosocial bias which is evident throughout, is laid bare.  The only two, relatively rare, symptoms deemed worthy of further guidance are anxiety and depression.

	FULL
	P22 
	Line 5
	This should be extended: “..and inform patients of the WHO’s classification of the condition as a neurological illness”

	FULL
	P22 
	Line 10
	Should continue:  ‘and consider other possible treatments’

	FULL
	P23
	Line 12
	Should mention: circulatory problems

	FULL
	P28
	
	There should be research done to assist in diagnosis of psychologically ill people who have been misdiagnosed with CFS/ME.

They can then be referred to mental health services and not use up valuable resources set aside for people with CFS/ME. 

	FULL
	P35
	Line 4
	Should mention that it is a neurological illness

	FULL
	P36 
	Line 23
	Should say:  “excluded all other KNOWN causes”

	FULL
	P36
	Line 25
	It is nonsense to suggest that at present “there are no physical signs that identify CFS/ME” - 

This effectively ignores swathes of international biomedical research evidence. 

	FULL
	P37 
	Lines
8-11
	Reference to Canadian Criteria here -  but then no mention of what they actually say anywhere! 

	FULL
	P37 
	Line 23
	… and some may even die of this illness. 

	FULL
	P39 
	Line 2
	Rheumatology be referred to here. 

	FULL
	P126 
	Line 1
	Disagree.  Spatial disorientation can be an alarming symptom of CFS/ME. 

	FULL
	P229
	6.4.5.4.  
	Some research should be done on the thyroid function.  Levels of T3 andT4 and thyroid stimulating hormone should be measured at times in all patients and the readings scrutinized to see if many are at the bottom end of the normal range.  (There is also evidence to suggest that there may also be some ‘peripheral resistance’ to thyroid hormone in CFS/ME patients.) 

Also it would be useful to compare readings when very ill with reading taken if symptoms improve.  Likewise with B12. 

	FULL
	P235
	Lines 
13 -17
	There is enormous concern amongst patients about who is doing the training and what exactly they are being taught.  

	FULL
	P257
	Line 1-6
	How can the severely affected possibly receive the same care?  Invariably they cannot access the ‘services’! 

	FULL
	P 260
	7.4.3.
	This paragraph on Carers shows more understanding of their position than the complete NICE guidelines does for the sufferers of ME.  What an opportunity lost. 

	FULL
	P263 
	Line 4-5
	Many severely affected people with CFS/ME would find the task of keeping a diary extremely difficult. 

	FULL
	P263 
	Lines 
9-17
	A home visit from someone with counselling skills and a sympathetic demeanour would be useful.

	SUMMARY 
	
	
	The NICE Guidelines for CFS/ME were eagerly anticipated with a great deal of optimism by people with ME and their families, - but instead they have been met with a combination of incredulity, disbelief and dismay.  There 
is an almost total reliance on ‘mind over matter’ and the appliance of exercise to treat exhaustion, in spite of a great deal of evidence (formal and informal) revealing them to be ineffective/harmful. 

In most spheres of life, experience is highly valued and, when consulting a doctor, the physician relies on the patient’s experience to make a diagnosis.  It is baffling 
to see how, in recommending treatments for ME, the experiences of patients are ignored or even regarded 
as invalid.  To have taken such an approach is unprofessional, irresponsible and a completely wasted opportunity. 

The consortium of West Midlands Groups therefore rejects these Guidelines as totally inappropriate, and believes that as they stand, they are certain to cause more harm than good.
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