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	One Click Response to NICE 

	One Click response to the National Institute for Clinical Excellence (NICE) re Bagnall et al Review 

Readers will be aware that One Click are registered as a Stakeholder Group for the NICE Guidelines for ME/CFS. As such, we have consulted the ME/CFS community at large in order to give British ME/CFS sufferers the representation they need in the production of these Guidelines.

On January 18th 2006, we published the Review paper "The diagnosis, treatment and management of chronic fatigue syndrome (CFS)/(ME) in adults and children: Work to support the NICE Guidelines" by Anne Marie Bagnall et al.

We also publicly noted that there are glaring and serious omissions within this so-called `systematic' review, and invited the ME/CFS community to express their own concerns to NICE: 

See the NICE Literature Review

We have now submitted our own serious concerns with the problems 
inherent within this Review, as below. Anyone wishing to express their own concerns to NICE may use our correspondence to inform their submission. 

Angela Kennedy
The One Click Group

-------------------------------------------------------------

Nicole Elliott 
Guidelines Commissioning Manager 
National Institute for Health and Clinical Excellence (NICE) 
MidCity Place 
71 High Holborn 
London WC1V 6NA
United Kingdom 

28 February 2006

Dear Ms Elliott

NICE GUIDELINES FOR ME/CFS

We are writing to you, as registered Stakeholders of the NICE ME/CFS (ICD-10) guidelines, regarding the recent release, to NICE stakeholders, of the review paper "The diagnosis, treatment and management of chronic fatigue syndrome (CFS)/(ME) in adults and children: Work to support the NICE Guidelines" by Anne Marie Bagnall et al.

We understand that Professor Malcolm Hooper and Horace Reid have 
submitted a detailed critique of the Bagnall et al paper, available at: 
http://www.meactionuk.org.uk/FINAL_on_NICE_for_Gibson.html

And we understand that these concerns are also being submitted to the proposed `Gibson Enquiry".

We reiterate the main points of concern contained in their submission. However, we also have a number of additional grievous concerns about the Bagnall et al Paper, and what evidence is, in actuality, conspicuous by its absence, in a review ostensibly about a serious medical impairment such as ME/ CFS. Our specific concerns, in addition to those discussed in the Hooper and Reid paper, mainly relate to three issues:

1. The apparent ignorance, within the Bagnall et al review, of the vast amount of research and clinical literature, spanning over fifty years, documenting multi-system physiological abnormalities present in ME/ICD-10 CFS patients, at the level of laboratory, radiological and clinical investigation.

2. The lack of attention within the Bagnall et al review to issues of differential diagnosis, and emerging knowledge about possible causative factors such as, but not limited to, chronic infection with various types of bacteria such as borrelia, chlamydia and mycoplasma strains.

3. The lack of attention to evidence demonstrating the harmful effects of Graded Exercise Therapy/Cognitive Behavioural Therapy in ME/CFS patients.

With regard to the first issue, a thorough review of the literature pertaining to these is necessary to enable doctors to understand the various physiological abnormalities and problems that patients may present with. The review acknowledges that diagnosis is a clinical need. Without a thorough review of the often devastating physiological effects of ME/CFS, doctors will be in no position to offer an accurate account of how this illness impairs sufferers. This will mean that they will be unable to provide appropriate information to, as only one example, agencies such as the DWP. Furthermore, they will be unable to give patients advice on coping with or alleviating such problems. This will be to the severe detriment of patient care, and will result in increasing patient and physician frustration and resentment.

By the emerging evidence of chronic microbial infections being present in many people diagnosed with "CFS/ME" (sic) being ignored in the Bagnall et al review, patients diagnosed with ME/CFS and who have these infections are being placed at serious risk of being deprived treatment that might prevent the deterioration of their condition into serious illness and severe disability. Indeed this problem has occurred and is occurring as we write, and this is a disgraceful situation facing such patients. 

By the evidence presented by Patient Organisations, and others, on the actual/potential risks associated with Graded Exercise (See examples below in references) being ignored in the Bagnall et al review, patients are being placed at risk of further harm through inappropriate application of these treatments, and this is an area of grave concern. 

We appreciate that the amount of literature, being so vast, may pose logistical problems with the formulation of a suitable systematic review. This, however, provides no reason at all for such literature to be disregarded. Therefore, a systematic review of the literature regarding diagnosis, including the multi-system physiological abnormalities present in ME/ICD-10 CFS patients, at the level laboratory, radiological and clinical investigation, must be taken as a matter of urgency, and the deadline for release of the NICE Guidelines on "CFS/ME" (sic) extended if necessary.

We therefore submit, for your information, just a few items that indicate the depth and breadth of information available on the above issues (it must be emphasised that this is NOT an exhaustive list). We do this simply to provide initial information to allow your team to formulate a plan for systematic review of the literature pertaining to the above. 

1. Marshall, E.P. Williams, M. Hooper, M. `What is ME? What is CFS? Information for Clinicians and Lawyers' December 2001. Available on the ME Action UK Website: http://www.meactionuk
.org.uk/What_Is_ME_What_Is_CFS.htm

2. Montague, S. Hooper, M. (2001) `Concerns about the Forthcoming UK Chief Medical Officer's Report on ME and CFS, notably the intention to advise clinicians that only limited investigations are necessary'. Available on the One Click Group Website: http://www.theoneclickgroup.co.uk

3. A letter from a concerned advocate to the One Click Group, setting out concerns about significant omissions within the Bagnall et al Review. Available on the One Click Group Website: http://www.theoneclickgroup.co.uk/documents/ME-CFS_docs/
A%20%20NICE%20Critique.pd

4. A reference list is also provided below. This can in no way be termed an exhaustive review of the literature, and provides only an indication of the depth and range of available research and clinical literature on the vital issues we have outlined in this letter. This includes a small selection of literature on chronic bacterial infections, again which is NOT exhaustive.

5. Web-based resource pages (at the end of the references list enclosed)

We wish to state, for public record, that it is highly ironic, and indicative of the appalling state of affairs with regard to the ways in which ME/CFS patients and those with related illnesses are treated in this country, that it has fallen to patients and patient advocates to bring to your attention the glaring discrepancies of an academic review. 

We also state, for the public record, like most of the ME/ICD-10 CFS community (and those with related diseases) that we remain extremely concerned about the apparent ignorance of the literature documenting organic disease within the Bagnall et al review, and the inappropriate focus on the psychiatric paradigm of ME/ICD-10 CFS, which has demonstrated its various theoretical, methodological and ethical flaws time and time again, to the devastating detriment of patients.

We refer you again to our original submission to NICE, in which we 
expressed out concerns, long shared by the ME/ICD-10 CFS community, 
about the necessity for a full literature review, with avoidance of bias towards literature supporting the psychiatric paradigm. We remind you of our concern that, 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 has happened consistently in recent years. In light of the Bagnall et al review, we state our grave dismay that, once again, this concern appears to have been ignored by Bagnall et al, even though the problem has been specifically brought to NICE's attention by us.

Sadly, we remain extremely concerned that the other issues brought 
to your attention by us in our submission of April 29th, 2005, were, by and large, also not acknowledged in the Bagnall et al review. We feel this does not bode well for the production of suitable and responsible guidelines for the care of ME/CFS patients. Nevertheless, we will expect full acknowledgement of these problems in the final guidelines, whatever the shortcomings of the Bagnall et al review at this stage. We have publicly encouraged other interested parties to submit their own relevant critiques of the Bagnall et al review. We reserve the right to make further submissions if necessary, to bring to your attention any further concerns that come to light in our ongoing consultations with the ME/CFS community.

We reiterate the points stated in the conclusion of our submission to NICE made on 29th April 2005.

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. 

The exclusionary practices being adopted by NICE with regard to the 
production of guidelines on ME/CFS is demonstrating itself as highly inappropriate. 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. We are currently exploring a number of ways in patient advocates might seek suitable public legal, or judicial redress if necessary, such is the level of our concern, in light of recent events, around the possibility that the fundamental issues pertaining to the issue of rights to protection and enfranchisement of ME/CFS sufferers, are not, after all, being taken seriously in the development of the NICE guidelines on ME/CFS. To this end we are also submitting this letter to the `Gibson Enquiry'.

Yours sincerely

Angela Kennedy
Jane Bryant
The One Click Group

Cc. Saunders Solicitors LLP
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