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NICE TO SEE YOU?

Action for M.E. recently submitted its response to the National Institute for Health and Clinical Excellence (NICE) draft guidelines for the treatment and management of M.E./CFS, the deadline for which was Friday 24th November.  With the final guidance for health professionals due to be released in April next year, Campaigns Coordinator Angela Murphy explains how we sought members' views before composing a carefully considered critique of this influential document.
Before developing our detailed response to the NICE guidelines, we wanted to seek the views of people with M.E. and their carers as comprehensively as possible.  To do this, we developed a range of consultation devices to inform and shape our official response.

We kicked things off by holding a focus group with some of the individuals we had nominated to take part in a NICE survey – initially distributed around this time last year.  From a total of 399 surveys distributed, NICE had 219 returned in total, with 119 from patients and 29 from carers.  These responses were then used by the NICE advisory group to feed into the draft guidelines.

Our focus group had experienced a range of difficulties in accessing the NICE survey – from downloading a large amount of complex material, to understanding medical terms.  These concerns were included in our response.  As one participant put it:

"NICE should have explained to us about the amount of reading that would be required to do their survey.  The language was very technical, which, as a science graduate, I could cope with, but as an M.E. sufferer, I found the volume of material daunting... few people with moderate and severe M.E. will have been able to complete the survey."
Our survey says...

As well as commenting on the NICE process and guidelines, the focus group also reviewed an online survey Action for M.E. had developed to find out what people in the wider M.E. community felt about the guidelines.

The questionnaire, which we posted on our website, was designed to reach as wide an audience as possible, although paper copies were also made available.  While we tried hard to make it straightforward and easy to use, we had to work within a very short time frame, using a format NICE would recognise.  To achieve this, we reproduced some of the concepts and language used in the guidelines, to ensure that the information we received could not be easily disputed and would be seen as directly relevant to the NICE documents.

A considerable amount of time was spent developing our response to NICE.

In addition to our online survey, which had 335 responses, we also received a huge amount of information from people providing their detailed comments on the guidelines.

To put respondents' comments in a wider context, we also tracked discussions through electronic message boards such as IMEGA–e, which links up M.E. support group officers.  And, of course, we pored over the full (269 pages) and short (48 pages) guidelines, as well as the appendix detailing the research literature review, (another 200 pages) before responding.
Balancing positives with serious concerns

Action for M.E. views the development of effective guidelines to ensure that M.E. is properly diagnosed, treated and managed, as an important step in the right direction – not only to provide help to the individual but also to raise the profile of the illness within the healthcare sector and beyond.  To be effective, however, the guidelines need to address the reality of the illness for the people who experience it.

"M.E. is not a 'one size fits all' illness, so the guidelines' blanket recommendation of CBT and GET as a treatment of first choice is obviously a key concern".

– Trish Taylor, Acting Chief Executive, Action for M.E.

Along with many of those who contacted us, we recognise a number of positive elements within the guidelines.  These include an acknowledgement of the need for:

· a tailored, individualised approach to patient-centred care

· a relationship of partnership between the patient and the healthcare professional

· the patient to control the development of goals and the pace of the management process

· the need for healthcare professionals to provide support and advice in relation to work, education and benefits issues

There are, however, various critical elements within the guidelines that need to be addressed.

In our response, we expressed our concern at the lack of emphasis on the physicality of the illness and the promotion of Cognitive Behavioural Therapy (CBT) and Graded Exercise Therapy (GET).  This view was also clearly reflected in our online survey, where 51% strongly disagreed and 27% disagreed with the statement that CBT and GET should be therapies of first choice for people with M.E.  The guidelines need to stress that no individual therapy has proven effective for all patients and that a portfolio of treatments and management methods should be made available.
Questioning the evidence

We have also argued that the basis on which CBT and GET were recommended is itself an issue.  To say there is 'clear evidence' that these management programmes should be the first choice for patients fails to properly reflect the wider research context.

NICE regard randomised controlled trials (RCTs) as the 'gold standard' when evaluating research.  Both CBT and GET have been researched using RCTs but research samples have not been large or covered any long-term time-scale; and most have not included the severely affected.  Other research –particularly that which represents the patient voice – was neglected in the recommendations because of the lack of RCTs.

We also noted that in their research recommendations, NICE made no reference to the need for biomedical research, despite the fact that this is the single most important issue for people with M.E.
"Due to the patchy nature of research into CFS and M.E. we do not believe that it is possible to provide detailed guidelines based solely on the research that fits into the specific and limited parameters that NICE lays down for research 'evidence' (e.g. minimum of two RCTs). "

· Welsh Association of M.E. and CFS Support
This ambiguity regarding research, and lack of reference to the patient voice, extended to how M.E. was defined, with the guidelines stating that, "No studies have established the superiority of one case definition over another", despite the fact that the Canadian Criteria were overwhelmingly the patients' 'criteria of choice'.
Discrepancies in different versions

The use of GET as a symptom management technique was another issue we highlighted.  Admittedly, the full guidelines do note that it has been badly implemented in the past, creating "significant adverse responses" and that "it is essential that agreement and negotiation be at the very centre of a GET programme".

However, apart from the fact that this crucial statement is not repeated in the shorter guidelines – which busy healthcare professionals are more likely to read – the very serious concerns and experiences of patients in relation to GET were not properly addressed.
Disagreement over advice on bed rest

Many of those who contacted us commented on the fact that the research on GET was also very limited (usually comprised of small studies, with ill-defined levels of participants' severity) yet elements of these approaches were still being recommended in the guidelines for the severely affected.

The guidelines' recommendations regarding the need to "warn people of the risks of prolonged bed rest" (as opposed to the dangers of overdoing things and then relapsing) and the aim of maintaining activity levels during 'setbacks' produced a strong reaction from our community, which we reflected in our feedback to NICE.

In response to our online survey, 34.3% strongly agreed and 37.2% agreed that rest and minimal activity –at levels well below full capacity – help people with severe M.E. to manage their illness.  And, when asked if during a setback activity management should be maintained but not include prolonged rest unless absolutely necessary, 43% strongly disagreed and 27.8% disagreed with the statement.

"My concern is that once again there is a very real danger that the voices of those most severely affected may not be heard loudly enough.  This is particularly concerning... as much of the research evidence and most existing patient services already exclude those in greatest need by default... " – MS

Other issues raised in our official stakeholder response focused on:

· the need for a clearer description of 'appropriate training' for healthcare professionals

· our concern that the guidelines had not clearly recognised the resource limitations affecting access to specialist services and trained staff

· the fact that a significant number of GPs, in particular, have difficulty in diagnosing M.E.

· the lack of detailed information on managing specific symptoms, particularly pain

Many of our comments also illustrated how the true impact of the illness on those severely affected was lacking in the guidelines, while information given on treating their condition was extremely limited.

As Action for M.E.'s formal response to the guidelines ran to 22 pages, I can only outline some of the key elements of our response but if you would like to read our comments in full, please visit our website at www.afme.org.uk 

To read AfME's summary of, and full response to the NICE guidance, see www.afme.org.uklnews.asp?newsid=180
Taken with thanks from InterAction
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