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One Click have made a submission, given below, to the National Institute for Health and Clinical Excellence (NICE) regarding the formulation of the NICE Guidelines on ME/CFS.

It is crucial that the relevant evidence is submitted to NICE, even though their consultation process has been extremely exclusionary.  From the evidence presented so far, it is possible that the invited stakeholders have not made full representation of all the relevant facts to NICE, and this could seriously, adversely affect the way the guidelines are produced. We should all be concerned to prevent this.

If other interested parties (including individuals) wish to make submissions, please feel free to use/adapt One Click’s submission as appropriate.
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Dear Madam,

THE PROPOSED NICE GUIDELINES FOR ME/CFS

One Click is a pressure group that acts for patients suffering from the neurological disease ME/CFS, World Health Organisation classification ICD-10 G93.3. We work both out in the field and on the internet. Our information is read by people in over 50 countries worldwide and our website receives in excess of 2,000 hits per day.  In the UK and 
globally, our resource material is read by Ministers, MPs, the Department of Health, doctors, the medical establishment, the media, patients and carers. 

Many patients, including Local ME/CFS Group leaders, have expressed grave concerns over the proposed production of the NICE Guidelines.  Furthermore, there have also been grave concerns expressed that the interests of ME/CFS sufferers and carers are not being suitably represented by key ME/CFS charities at either local or government level.

We therefore are writing firstly to express our concerns that the NICE ‘invited stakeholder’ status has been largely exclusionary, and to inform you that there are many concerns in the ME/CFS community, about the way in which ME/CFS sufferers have been ‘represented’. One Click therefore submit that any representation by concerned persons, be they individual patients or advocates, or groups, should not be excluded from consultation if the information that they offer is highly relevant to the development of adequate Guidelines for the care of ME/CFS sufferers. The evidence we submit (including the supporting references) is highly relevant, and therefore must be noted officially, taken into account and acted upon in the formulation of the NICE Guidelines.

We have become most concerned at some of the possible omissions and recommendations present in the proposed NICE guidelines. We are now, therefore, submitting vital information to NICE, in the best interests of the British ME/CFS community.

We remind NICE of its duties to ME/CFS patients, and submit to you that the NICE Guidelines must include:

1. Full acknowledgement of ME/CFS as a neurological disease as classified by the WHO ICD 10 under G93.3.
ME/CFS has been classified as a neurological disease since 1969 in the ICD. ME/CFS is classified completely apart from the condition ‘Idiopathic chronic Fatigue’, which is classed as a mental disorder under F48, and ME/CFS is also classified apart from fibromyalgia, which is classified as a soft tissue disorder.

This must therefore be acknowledged within the NICE Guidelines. This acknowledgement must include the proper name for this disease, Myalgic Encephalomyelitis (also known as Chronic Fatigue Syndrome).  The term ‘Encephalopathy’ is NOT classified anywhere by the WHO ICD-10, and at present there is NO international consensus that the term ‘Encephalopathy’ is more accurate. In fact this is contested.  Until such time that international consensus and the World Health Organisation officially sanction a name change, the British Government must abide by the rubric of the WHO ICD-10 (namely, Myalgic Encephalomyelitis, not Encephalopathy) (FOOTNOTE 1). As a government agency, NICE also must abide by this rubric.

2. Acknowledgement of the contesting paradigms of ME/CFS.
It must be acknowledged, within the NICE Guidelines, that there are broadly two contesting paradigms of ME/CFS (Chaudhuri, 2001): the neurological (biomedical) paradigm, and the psychiatric paradigm (Kennedy, 2005). The psychiatric paradigm has been demonstrated to have a number of serious theoretical, methodological and ethical flaws, not least of which is that the research claiming psychological or behavioural 
factors as causing or perpetuating ME/CFS, have used heterogeneous patient groups which have included patients OTHER than ME/CFS, and furthermore, have used criteria and methods which have had the potential effect of EXCLUDING ME/CFS sufferers, indicating that their claims CANNOT be generalised to sufferers of the neurological disease ME/CFS ICD-10 G93.3. (Hyde et al, 1992, Marshall et al, 2001, Carruthers et al, 2003, Kennedy and Bryant, 2004, Kennedy 2005. Also see point 4 in this document). 

What is more, there is ample, international evidence to support the continued ICD-10 classification of ME/CFS under G93.3, a large body of evidence too substantial to be included in this letter, although an indication can be found in Hyde et al (1992), Marshall et al (2001), Carruthers et al (2003), Montague and Hooper (2001), also see point 5 in this document.

3. Full consideration and application of the Canadian ME/CFS Case Definition and Treatment Protocols 

The ‘Oxford’, ‘Fukuda’ and unpublished ‘London’ criteria are all ‘research’ criteria, and therefore present major problems with application in a clinical setting, the remit of the NICE guidelines.  They should therefore NOT be recommended as clinical criteria for clinicians.

However, the Canadian ME/CFS Case Definition and Treatment Protocols (Carruthers et al, 2003), CLINICAL CRTIERIA, produced by international consensus, have now been available for TWO YEARS. They are the most up-to date clinical criteria in the world, and indeed appear to be the ONLY peer-reviewed criteria used in the world today.
Furthermore, the Jason et al study (2004) has demonstrated the ability of the Canadian ME/CFS Case Definition and Treatment Protocols in enabling a more accurate differential diagnosis of the neurological disease ME/CFS G93.3 from idiopathic chronic fatigue and other illnesses. As Jason (2005) reminds us in a recent short article, until his team‘s latest study: “None of the current CFS case definitions have been empirically derived or prospectively contrasted with one another”. 

In light of this progress, the NICE Guidelines MUST include the Canadian ME/CFS Case Definition and Treatment Protocols within its mandate, make them accessible to British clinicians, and act upon its recommendations. Failure to do this will be an abrogation of duty to patients. 

4. Full consideration of the problems of validity and reliability in studies using the Oxford Criteria.
The Oxford case definition (Sharpe et al, 1991) excludes those with neurological disorders. Indeed, this was confirmed in 1991 by psychiatrist Anthony David, who referred to the Oxford criteria shortly after they were published:

“British investigators have put forward an alternative, less strict, operational definition which is essentially chronic fatigue in the absence of neurological signs (but) with psychiatric symptoms as common associated features” (David, 1991).”
This confirmation by David, that the Oxford Criteria exclude people with neurological signs, has major implications for sufferers of the neurological disease ME/CFS. The continued use of criteria such as the Oxford Criteria by some in particular, actually 
presents a major methodological problems which proponents of the psychiatric paradigm continue to ignore. 

The Oxford criteria exclusion definition technically prevents a patient with an organic brain disease from entering into this trial.  ME/CFS ICD-10 G93.3 is actually an organic brain disease as listed by the WHO and this classification is agreed by the UK Government.  What is more, most ME/CFS sufferers will exhibit signs and symptoms of organic brain disease, and especially those seriously affected.  By the logic of the Oxford Criteria, they should be excluded. This anomaly is one of the major flaws of the Oxford Criteria, yet these criteria continue to be used by proponents of the psychiatric paradigm, for example, in the ongoing PACE Trial (Kennedy and Bryant, 2004, Bryant 2004). 

Therefore, any research claiming success in diagnosing or treating sufferers of the neurological disease ME/CFS that has used the Oxford criteria in particular, will have problems of validity and reliability and therefore should be approached with extreme caution.  This is particularly the case with claims about the efficacy of Graded Exercise/Activity and Cognitive Behavioural Therapy. In light of the Jason et al study, the same due caution should be applied to studies using the Fukuda et al criteria also.

Therefore, the NICE Guidelines should NOT be promoting either Oxford or Fukuda criteria for clinical application: firstly because of the problems highlighted above, but also, specifically, because these are research criteria NOT designed for clinical application. 

5. Full literature review necessary, with avoidance of bias towards literature supporting the psychiatric paradigm.
There has been previous biases present in many of the reviews of ME/CFS, towards the psychiatric paradigm. The literature in which such bias has occurred include but are not limited to:

The Chief Medical Officer’s Report

The RCPCH Guidelines

The 1996 Report on CFS of the joint UK Royal Colleges 

As a result of this bias, the large, international body of research evidence supporting the bio-medical (as opposed to the psychiatric) paradigm of ME/CFS has been largely ignored. This must not be allowed to happen with the NICE Guidelines. Therefore, all evidence, including latest findings, must be considered. These latest findings include, for example those found in the recent conference on ME/CFS in Japan 2005, and the evidence around cardiac and other physiological abnormalities detailed in the references accompanying this representation. 

The references given within this document demonstrating physiological abnormalities in ME/CFS and those demonstrating the problems in the psychiatric paradigm do not represent an exhaustive list. It is the duty of the NICE Guidelines to give due equal consideration to all evidence on ME/CFS.

Furthermore, there must be NO exclusionary strategies with regard to evidence. As the NICE Guidelines are Clinical Guidelines, Clinical Evidence must NOT be excluded in 
the literature review, and the literature must not be limited to peer review journals or Randomised Controlled Trial studies, particularly as these have been found to have fundamental flaws in validity and reliability, despite their RCT status (for example, in their use of the Oxford Criteria, as delineated in point 4 in this document.)

There also must NOT, therefore, be a bias towards including literature supporting the psychiatric paradigm, in the NICE Guidelines. 

6. A removal of any ‘limited investigations’ recommendations for ME/CFS sufferers.

The recommendations made with regard to this issue in the psychiatric paradigm-biased 1996 Report on CFS of the joint UK Royal Colleges was and remains medically and scientifically untenable. We urge you to consider, fully, the findings of the Montague Hooper Report (2001) and submit that this document, as well as the others cited in this document, must form part of your literature review. In particular, a number of points must be taken into consideration and duly acted upon:

1. It is unacceptable to be advising clinicians that investigations should be limited to a basic minimal screening, particularly as basic screening is known to be often ‘normal’ in ME/CFS.

2. Best clinical practice in the area of ME/CFS is increasingly being understood to involve more complex tests to facilitate a better understanding of this complex disorder.

3. Some of the areas in which diagnostic investigations are yielding the most promising results, include imaging technologies such as (though not limited to) SPECT scans.

Other areas of investigation are discussed, for example, in Hyde et al (1992), and the Canadian ME/CFS Case Definition and Treatment Protocols (Carruthers et al, 2003). There are many other areas in which progress in diagnosis and potential treatment has been made, and therefore this supports the need for an extensive literature review of all available evidence as submitted in point 5 of this document. To insist that only limited investigations are needed in a disease in which so much is not yet understood is a ludicrous and untenable position, and an abrogation of duty to both patients and clinicians. 

7. Consideration of the problem of contested claims of Cognitive Behavioural Therapy and other psychological therapies as ‘Treatments‘.
We are very concerned about the rationale, expressed by some key proponents of the psychiatric paradigm, that Cognitive Behavioural Therapy should be offered, NOT as a strategy of coping with one’s illness, but as a ‘cure’ for ME/CFS, (which, it must be remembered, has been both classified and consistently demonstrated as a neurological illness). This approach has been professed by proponents of the psychiatric paradigm, who, from the evidence, appear to believe that the multi-system physiological abnormalities (manifesting as symptoms) can be improved to the point of ‘recovery’, merely by challenging the illness beliefs and behaviour of the sufferer (see for example, Fulcher and White, 1997, Sharpe,1996: 248, Stulemeijer et al, 2004). Their rationale for the use of CBT is as a ‘cure’ for a neurological illness that they do not even appear to 
recognise, an illogical position unheard of in regard to medical approaches to any other neurological or other organic illness. 

This is a major theoretical problem inherent in the psychiatric paradigm of ME/CFS. 

We note that the care plan advocated by Stein (2001) presents a more useful approach to psychological support and management strategies in ME/CFS :

“The treatment of psychological symptoms in CFS is fourfold:

1. treat the physical illness, 

2. actively advocate for the patient’s health, mental health and economic needs, 3. offer or refer for psychotherapy to support the patient’s grieving process and encourage the formation of sustainable values and expectations and 4. use low dose psychotropics for those in whom anxiety or depression symptoms are disabling and/ or are interfering significantly with quality of life.”
In light of these issues we submit that the contested approaches to Cognitive Behavioural Therapy or other psychological therapies in ME/CFS be fully delineated in the NICE Guidelines. The must be NO requirements for ME/CFS patients to undergo any such treatments, I.e. these unproven ‘treatments‘ must not be forced onto patients in any way.

8. Full acknowledgement of the potential risks of Graded Exercise/Activity Regimes to ME/CFS sufferers.
The claims that ‘Graded Exercise/Activity Therapy‘ (GET or GAT) regimes are curative for ME/CFS patients have been criticised for the high drop out rate of patient samples in the research, and for the ways in which certain patients are excluded from such trials (Carruthers et al, 2003, Kennedy and Bryant, 2004). 

Furthermore, proponents of GET or GAT continue to ignore the documented harmful effects and therefore potential dangers of ‘Graded Exercise/’Activity’ for ME/CFS sufferers, for example as demonstrated in Van de Sande (2004) Carruthers et al (2003) 25% Group (2004) Shepherd (2001) Action for ME (2001).

There are also a number of studies demonstrating cardiac and other physiological abnormalities in ME/CFS patients - for a few (in no way exhaustive) examples, see Hyde et al (1992) Peckerman et al (2003) Montague and Hooper (2001) Marshall and Williams (2001) 

Lerner et al (1997, 2004) Behan et al (1991, 1999) and others in the reference list below - which supports concerns that GET/GAT must be 

applied with extreme caution, and NEVER forced upon patients (Carruthers et al, 2005). Therefore, medical recommendations to exercise must be used with as much caution as prescribing medication (Carruthers et al, 2003), for the doctor’s protection as well as the patient. This should be made aware to clinicians within the NICE Guidelines.

Furthermore, there must be no requirements for ME/CFS patients to undergo any such treatments in the NICE Guidelines ie. these unproven, potentially harmful ‘treatments‘ must not be forced onto patients in any way. The giving of full explanation to patients of the potential risks of Graded Exercise/Activity regimes MUST be recommended in the NICE Guidelines, to protect both patients and clinicians. 

9. Full consideration of the special circumstances affecting severely affected sufferers.
Very little research has been undertaken on the severely affected.  Therefore, extreme caution must be exercised when considering any studies that generalise their results to a severely affected population that have not been studied. To do otherwise is placing severely affected sufferers at serious risk of harm. (Kennedy 2005)

We therefore submit that the NICE Guidelines MUST:

1.
INCLUDE in its literature review, and act upon, the 25% group report on the severely affected (2004).

2.
REJECT the implication contained in the RCPCH report (2005) that severely affected sufferers should be referred per se for psychiatric assessment only without full neurological, endocrine or other bio-medical assessments (such as SEPCT scans), as this recommended action incorrectly assumes a psychiatric causation to the neurological disease ME/CFS.

3.
INCLUDE a recommendation that severely affected sufferers be offered and delivered domiciliary care, as recommended in the CMO’s report (2001).

4.
Ensure that the definition of ‘severely affected’ is fair to the patient, and not arbitrarily constructed. Our concern is that the RCPCH report’s definition of ‘severely affected’ was entirely arbitrary and not based on a full exposition of the available literature on this topic. This must not happen in the NICE Guidelines.

10. The problems of the PACE and FINE trials. 

As stated in point 5, there must be no exclusionary strategies for considering evidence for the NICE clinical guidelines, or bias towards the psychiatric paradigm of ME/CFS. Furthermore- the inclusion of evidence must be seen not to be arbitrary.

There are a number of theoretical, methodological and ethical flaws inherent in both the PACE and FINE Trials (see for example, Bryant, 2004, Kennedy and Bryant, 2004). Therefore ongoing studies such as PACE and FINE in particular must NOT be included as evidence in the NICE literature review, without including the relevant critiques of these trials.
11. A full consideration of the contested constructions of ‘fatigue’ in ME/CFS.
We are concerned to ensure that ‘fatigue’ as applied to ME/CFS sufferers, is not incorrectly presented as merely ‘tiredness’, a common problem in the literature of they psychiatric paradigm in particular. The word ‘fatigue’ is inadequate to describe the physical abnormalities (both signs and symptoms) that occur in ME/CFS. 

At the same time, it must be remembered that ‘fatigue’ (which might mean tiredness, drowsiness, exhaustion, disturbed level of consciousness, weakness, paralysis, or feelings of malaise, depending on how certain illnesses are experienced or linguistically constructed by individuals) is present in MOST organic illnesses, acute and chronic. Indeed: “Fatigue is both a normal and a pathological feature of everyday life’ (Hyde 1992: 11). 

Proponents of the psychiatric paradigm, in their literature, tend to associate ‘fatigue’ with a psychological state, ignoring the physiological reasons that may contribute to the bodily 
symptoms in ME/CFS, with the effect that these become generalised, and often trivialised, as ‘fatigue’. As Hyde also points out, to place such an emphasis on such a generalised, unspecific, indefinable and immeasurable term as ‘fatigue’, present in both healthy patients and those with both organic and psychological illness, the elimination of hundreds of other diseases are necessitated. This logistical flaw results in only the most limited investigation being encouraged for ME/CFS patients, and NOT in areas that might yield definitive results, such as certain brain scans (as discussed and referenced in Hyde et al, 1992, Marshall et al, 2001, Carruthers et al, 2003). 

Particularly relevant to ME/CFS sufferers also is the problem also identified by Hyde (1992: 11-12): 

‘…taking the fatigue as the flagship symptoms of a disease not only bestows the disease with a certain Rip Van Winkle humour, but removes the urgency of the fact that most ME/CFS symptoms are in effect CNS [Central Nervous System] symptoms.’
In this context the ramifications of such serious, disabling symptoms as found in ME/CFS are in danger of being both trivialised and ignored. The problem is compounded by the frequent tendency, by proponents of the psychiatric paradigm themselves and taken up uncritically by others, to use, incorrectly, the term ‘chronic fatigue’ instead of and interchangeably with ‘chronic fatigue syndrome’, even though both terms denote completely different diseases. Chronic Fatigue Syndrome is described in the WHO ICD-10 as synonymous with (therefore merely another name for) the neurological disease ME, while chronic fatigue is assigned a different category of illness in the ICD-10 (Psychiatric). 

The NICE Guidelines therefore must specifically delineate the difference between ME/CFS and idiopathic chronic fatigue, and between ME/CFS and other illnesses, in which ‘fatigue’ may be common, but is a different phenomenon to that of the signs and symptoms in ME/CFS.

12. Full parity for children’s rights in developing the NICE guidelines.
Within the NICE Guidelines, ME/CFS child sufferers must have full consideration of their diagnostic, treatment and support needs equally with adults. The points referred to in this document must be applied to children with parity. 

Furthermore, we are also concerned that some of the recommendations of the RCPCH guidelines were highly unsound, for example the recommendation regarding the severely affected as detailed in point 9 of this document, as well as comments in the report discussing parent/child sexuality. This is not an exhaustive list of concerns.  The One Click Group are currently preparing such a list for publication. 

We remind the NICE committees that much of the RCPCH document was, by its own admission, opinion, not evidence based, and therefore if NICE act upon recommendations in the RCPCH report, there may well be adverse ramifications for child sufferers, which could lead to legal action being taken against NICE. 

We therefore recommend, at the very least, that the RCPCH Report is approached with extreme caution in formulating the NICE Guidelines.

CONCLUSION
There are serious legal ramifications with regard to the formulation of the NICE guidelines and the evidence we have provided in this submission. We must insist that this evidence is taken into full consideration and duly acted upon. If NICE:

1.
Fails to take into full consideration and act upon this evidence (including the references), and in particular the Canadian Guidelines and the Evidence demonstrating neurological illness; 

2.
Incorrectly promotes the Oxford or Fukuda or London Criteria as clinical criteria, which they are not; 

3.
Ignores the large body of international biomedical evidence that ME/CFS is a neurological disease, in favour of a fundamentally flawed psychiatric paradigm of ME/CFS;

They will be guilty of a severe abrogation of duty to ME/CFS sufferers, and may find themselves subject to legal action.

Please make this submission known to all relevant members of the NICE Working Groups.

Yours faithfully,
Angela Kennedy

Jane Bryant

The One Click Group
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1.
Also see ‘WHO Geneva Headquarters, classification information ME/CFS’. Also see Letter from Lord Warner to the Countess of Mar. 

Both available on the One Click Website:
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