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NICE OVERVIEW
BACKGROUND

There are broadly two contesting paradigms of ME/CFS: the neurological (biomedical) paradigm, and the psychiatric paradigm. The psychiatric paradigm in Britain is supported by various researchers such as psychiatrists Simon Wessely, Peter White, Michael Sharpe, and Elena Garralda, among others. It has been demonstrated to have serious theoretical, methodological and ethical flaws.

See the One Click Presentation to the Parliamentary Inquiry on ME/CFS that took place on 18 April 2006:

http://www.theoneclickgroup.co.uk/documents/ME-CFS_pol/One%20Click%20Speech%20-%20Gibson%20Inquiry.doc
Proponents of the psychiatric paradigm refuse to recognise the WHO ICD-10 neurological classification of ME/CFS. Indeed, they unilaterally misrepresented the term Chronic Fatigue Syndrome as being classified as a mental disorder in the ICD-10, wrongly advising the British government. This was corrected by the Countess of Mar during a House of Lords debate in 2004, with confirmation by the World Health Organisation. 

Despite the overwhelming evidence to the contrary, proponents continue to assert the notion that the illness is caused and/or perpetuated by ‘psychological’ or ‘behavioural’ factors. They consistently portray sufferers as mentally and socially deviant.

THE CFS/ME NICE GUIDELINES

The National Institute for Clinical Excellence (NICE) are putting together a set of Guidelines on ME/CFS scheduled to be published in April 2007 over which there has been considerable controversy.  

The way that this is being put together is by a Guidelines Development Group and a Stakeholder Group. 

On the 29 April 2005, One Click wrote to NICE providing our first Submission that contained the problems we saw in the production of these Guidelines. Please see the first One Click Submission to NICE:  

http://www.theoneclickgroup.co.uk/documents/ME-CFS_docs/ONE%20CLICK%20SUBMISSION%20TO%20NICE%20(UK).doc
In our Submission to NICE we wrote amongst other material:

"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."

NICE reacted by inviting One Click on to the Stakeholder Committee for the production of the ME/CFS NICE Guidelines in order to deflect further public criticism.  To our knowledge, none of our evidence has been taken on board.

Another key issue which we have brought to the NICE attention is the problem of the arbitrary exclusionary strategies that NICE has put in place with regard to which evidence is to be considered. 

In light of the publication of the NICE Literature Review that we discuss below, it appears that NICE are conducting inappropriate exclusion of essential evidence. 

THE NICE LITERATURE REVIEW

Before clinical health Guidelines can be produced, a review of the existing literature in relation to an illness needs to take place. 

In October 2005, NICE published its Literature Review on ME/CFS. In this Literature Review produced by Bagnall et al, NICE has to all intents and purposes deliberately ignored 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.  
There are many serious and fundamental problems in this that we documented in our second Submission to NICE and this should form a part of any legal challenge.  We have had no response from NICE to our second Submission whatsoever. 

Please see: One Click Response to NICE - Literature Review.

http://www.theoneclickgroup.co.uk/documents/ME-CFS_docs/One%20Click%20Response%20to%20NICE.doc
THE NICE QUESTIONNAIRES

NICE has produced two Questionnaires to, as it states: "support the work of the NICE CFS/ME Guideline Development Group".  The first Questionnaire, entitled the NICE Full Questionnaire is some 500 questions long and was to be completed by the Guideline Development Group (GDG) alone.  

The second Questionnaire, entitled the NICE Subset Questionnaire, contained only those statements that the GDG could not reach a consensus on and a 20% random selection of those that they could. In other words, 20% of the GDG ratings on the NICE Full Questionnaire have already been given.  This makes a nonsense of the NICE position that that the remaining 80% of the GDG ratings cannot be given to Stakeholders because this information is destined for future publication. 
Please see the NICE Subset Questionnaire here: 

http://www.theoneclickgroup.co.uk/documents/ME-CFS_docs/NICE%20Questionnaire.xls
Please also see the Information and Instructions from NICE on how to fill in this NICE Subset Questionnaire.  

http://www.theoneclickgroup.co.uk/documents/ME-CFS_docs/Information%20and%20Instructions%20for%20the%20Questionnaire.doc
It is quite clear from the NICE Subset Questionnaire that the Assumptions that we were asked to make with the NICE Subset Questionnaire are unsafe. Therefore we need to know what are the Assumptions being made by the GDG informing the questions posed in the NICE Full Questionnaire and the Ratings pertaining to same.  The questions in the NICE Subset Questionnaire appear designed to lead to answers that we might not give if phrased differently.

The deadline for the completion of the NICE Subset Questionnaire is the 5 May 2006. 

INFORMATION REFUSED

On the 11 April 2006, The One Click Group wrote to NICE and asked to be given the Guideline Development Group (GDG) Ratings on the NICE Full Questionnaire on ME/CFS.  We anticipated absolutely no difficulties with this.  Instead and at every turn we have been blocked by NICE for an unconscionable length of time as the correspondence with them that we have published clearly illustrates.   Key personnel went immediately 'on leave' quite possibly to evade this question.  The obfuscation, prevarication and delays created by NICE have been extraordinary with the deadline of 5 May 2006 for our completion of the NICE Subset Questionnaire looming  closer and closer. 
No explanation was given from NICE as to what was transpiring and, of course, no information.  A Ms. Costin even stated in writing at one point that this information was not available when NICE itself had already stated in writing that it was. When this was brought to Ms. Costin’s attention, she immediately went on leave. Precisely the same situation occurred with Ms. Tamber as soon as this question was posed.

Last Friday, NICE finally admitted that although it does indeed have the GDG Ratings for the NICE Full Questionnaire in its possession, it is refusing to provide this material citing Section 22 of the Freedom of Information Act that relates to information which is intended for future publication. This is frankly ridiculous since the GDG Ratings for the NICE Subset Questionnaire are already in the public domain and these too are intended for future publication in the CFS/ME NICE Guidelines in April 2007. Merely to state that the CFS/ME NICE Guidelines can be held back for future publication gives no merit to taking that position.  Moreover, 20% of the GDG ratings for the NICE Full Questionnaire have already been given in the NICE Subset Questionnaire.  Therefore, what is the problem with providing the other 80%?
The effect of the NICE delay in refusing to provide the GDG Ratings for the NICE Full Questionnaire until now is clearly done to prevent our NICE Subset Questionnaire submissions taking them into account.

Please see the One Click/NICE correspondence leading up to the refusal to provide this information:

http://www.theoneclickgroup.co.uk/documents/ME-CFS_docs/NICE%20Questionnaire%20Correspondence.doc 

CONCLUSIONS

1.  NICE is supposed to be responsible for providing national guidance on the health of the entire nation and preventing and treating ill health and for providing full consultation in this regard. It is unconscionable that NICE is refusing to provide this most legitimate information.
2.  NICE had deliberately prevaricated and delayed for an unconscionable length of time over the GDG ratings issue.  It firstly denied that it had this information in its possession when it had itself put in writing in the Instructions & Information section on the NICE Subset Questionnaire that it did. 
3. Since the 11 April 2006, we have been attempting to get this most legitimate information whilst NICE has inexplicably been dragging its heels. We require this information in order for us to be able to complete the NICE Subset Questionnaire. Failing to be given the full picture in relation to the development of the CFS/ME NICE Guidelines is analogous to being given only half of the script. 

4.  The effect of the NICE delay in refusing to provide the GDG Ratings for the NICE Full Questionnaire until now is clearly done to prevent our NICE Subset Questionnaire submissions taking them into account.

5. In light of the prejudicial treatment of ME/CFS sufferers that has been identified, we know that the Assumptions that we were asked to make with the Subset Questionnaire are unsafe. We need to know the Assumptions and Ratings made by the GDG in relation to the NICE Full Questionnaire because these will inform any answers that we may provide.
6. In the NICE Subset Questionnaire that we are being given, we are being forced into yes no answers which do not allow for the complexity of problems identified with the proposed statements.  

7. Like most of the ME/CFS community, One Click is extremely concerned that decisions have already been made to follow the psychiatric paradigm of ME/CFS and that the Subset Questionnaire may have been designed to facilitate the rubber stamping of flawed decisions that already have been made.  

8.  We need the GDG ratings on the NICE Full Questionnaire because we need to see if it is already rubber stamping psychiatric paradigm practices.  How the GDG has rated the NICE Full Questionnaire will have severe impact on how the Stakeholder Committee fills in the NICE Subset Questionnaire.  THE NICE Subset Questionnaire has clearly been informed by how the GDG has completed the NICE Full Questionnaire.   It states that the 20% of the questions posed in the NICE Subset Questionnaire have been given at random to the Stakeholder Committee, together with GDG ratings.  Therefore, for what possible legitimate reason is NICE refusing to provide the other 80%?  We most accurately speculate that this is because this shows to what degree NICE has already adopted and rubber stamped the psychiatric paradigm on ME/CFS.   If this is the case, we need this knowledge to inform how we answer questions in the NICE Subset Questionnaire. 
9. We are also concerned with the possibility that NICE may be deliberately excluding essential evidence that they are biased towards the psychiatric paradigm,

10. There is a complete lack of transparency and we are concerned that the NICE statements will be presented as a fait accomplit by a very small group of people, the Guidelines Development Group. 

NICE is deliberately suppressing information for no good reason.  
The One Click Group 
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