on controlled trials of psychosocial treatments

● from April 2003 to November 2006, the MRC turned down 10 biomedical applications relating to M.E./CFS because they considered they were not of high enough scientific standards to compete against the many calls on its funds.  These included applications under the headings of pathophysiology, genetics, biomarkers, immunology and neuroimaging.
· the MRC should do more to encourage applications for funding into biomedical models of M.E.

· internationally there have been a number of studies, which have identified clear areas for further research.  The MRC should commission British versions of this research in order to advance possible treatments

· the MRC should call for research into M.E. recognising the need for a wide ranging profile of research.  The Gibson Inquiry Group would like to see a similar arrangement to the AIDS programme funded previously by the MRC

The Gibson Group was concerned by the MRC’s CFS/M.E. Research Advisory Group, which advocates concentrating research effort on case management and potential interventions rather than cause, pathogenesis or means of confirming the diagnosis.  

The Group felt that M.E./CFS cannot be viewed in the same light as other illnesses of unknown cause such as the malignant diseases which can be diagnosed with appropriate existing investigations.  “The crucial issue with CFS/M.E. is to identify diagnostic tests for it even before its cause is clarified.  Of course you can research the effects of treatment of a proven specific cancer without knowing its cause.  The same does not apply to an illness where the diagnosis has not been positively confirmed.”

NICE guideline
The Gibson Inquiry report makes several references to the draft guideline on CFS/M.E. by the National Institute for Health and Clinical Excellence (NICE).  Action for M.E.’s response to this guideline is available separately.  

The Gibson report says that the NICE guideline:

· makes recommendations for research into the existing treatments but does not mention the possibility of organic causes

· recommends treatments for which only controlled trial evidence is available at present but… does not leave open the prospect that further research might lead to alternative therapies

· does not mention the WHO classification of M.E. / Post Viral Fatigue Syndrome as a disease of the nervous system

· makes little reference to the possibility of viral investigation in ME patients

· recommends Graded Exercise Therapy (GET), which ”is an area for particular concern” given the experiences of patients, particularly the severely affected.  “The Group is concerned that the NICE guidelines are recommending these treatments without caveats” and, given the risk of heart trouble in patients with CFS/M.E., “the Group would recommend that the heart function is examined, especially in the severely affected, before GET is recommended”

· needs to recognise the inadequacy of our knowledge about causation, the spectrum of the illness over time, therapeutic interventions and models of care 

· fails to accept that, as the causes and pathogenesis of M.E./CFS remain poorly researched, treatments are multifarious, empirical and only of marginal symptomatic help in some cases

· should not deny patients of treatments other than CBT and GET.

The Gibson report concludes that “despite the findings of the CMO’s Report some three years ago, there has been no massive investment in funding of research into ME.  Instead, we have seen a review of treatment by NICE based on existing evidence and existing symptomatic techniques.  We must research to find alternatives.”

It also notes that: “NICE will certainly benefit from listening to international experts.”


NHS services (“ treatment centres”)

The Inquiry felt that the NHS multidisciplinary service centres which had been set up in England “would be ideal places to undertake or initiate large-scale epidemiological research studies of the type the Group feel are vital in this field.  Providing they were conducted according to an acceptable criteria.”

Although the Group were aware that the £8.5 million ring fenced funding provided by the Department of Health for treating CFS/M.E. had been used to establish 13 treatment centres, it did not acknowledge that the Government’s “commitment to continue allocated funding after 2007” has been undermined by funding issues within the NHS and that some centres have already closed or are under threat.

Action for M.E. supports the Inquiry’s recommendation that the centres are a source of data – which is already being collected as patients work with professionals – and is campaigning for the continuation of these services, as the patient feedback it has received has been largely positive.  However, as Gibson states: “there is clearly a need for research into causation, the spectrum of the illness over time, therapeutic interventions and models of care.”

Action for M.E. supports the Gibson Inquiry stance that without a national all round research policy, discoveries in these areas will be inhibited - and profound mistakes will be made.

Benefit entitlement

The Inquiry acknowledged that people with M.E. often experience great difficulty in obtaining state benefits and that a very high proportion only succeed by going through stressful and bureaucratic appeals procedures.  

It said: 

· patients with CFS/ M.E., which is often an extremely long term condition, should be entitled to the higher rate DLA

· people with M.E. are at a massive disadvantage because of the controversy surrounding the cause of their illness and suggestion that it may be psychosomatic

· at present M.E./CFS is defined as a psychosocial illness by the Department for Work and Pensions (DWP) and medical insurance companies, therefore claimants are not entitled to the higher level of benefit payments

· if M.E./CFS remains as one illness and/or both remain defined as psychosocial then it would be in the financial interest of both the DWP and the medical insurance companies

· until a biomedical cause is researched and identified, M.E. patients will continue to find it difficult to receive higher rate DLA

· the DWP is reliant on medical opinion when determining benefit entitlement for DLA.  “Until medical opinion is better informed as to the nature of this illness M.E. sufferers will have to live with the double burden of fighting for their health and their benefits.”

DEAR DOCTOR

NERVOUS ABOUT TRYING GRADED EXERCISE THERAPY

I've recently been referred to the new CFS service in my area and they want to put me on a graded exercise therapy (GET) programme.  I feel quite confused about what this therapy is and what I should expect from the programme.  I'm also not sure if there is one standardised way of applying it or if different clinics' approaches vary depending on how severely you are affected.

From what I read there is research showing GET to be helpful at alleviating symptoms and boosting energy in some people with M.E./CFS but in contrast several people in my local M.E. group have found that such programmes are too much for them and have made them worse.

Is there a rationale behind how GET is thought to help M.E./CFS as I thought the main diagnostic criteria was fatigue and pain which are exacerbated by physical or mental activity?

Also, should I continue with the programme if my symptoms do at any point get worse?
Name withheld
AfME principal medical adviser, immunologist Prof Tony Pinching responds:

This is an area where it can be hard to separate facts from polemic.  Here is my interpretation of the former!

Several studies on ambulant (i.e. mild to moderate) CFS/M.E. patients have shown that GET can be beneficial.  Whilst some people theorise that this therapy helps by overcoming physical deconditioning, it might impact the illness by some other means.  We do not know whether GET helps people with moderate to severe CFS/M.E., as that hasn't been studied.

The relevance of formal exercise to someone who struggles with the basic activities of daily living is doubtful, so most therapists would focus on activity rather than exercise.  Also, someone who is normally sedentary and wants to improve their cognitive function might prefer a graded build-up of mental tasks, rather than physical ones.

Some people have indeed reported feeling worse after GET.  However in evaluating such concerns (for instance in a survey by AfME), it became apparent that some weren't actually receiving GET but an unsupervised exercise programme, while others were being treated by someone who wasn't trained to offer GET or wasn't following the recommended treatment approach.

In the new NHS specialist services across England, you should be getting advice and treatment from trained and experienced therapists.  Your programme should be planned following discussion and agreement with you, and only after a careful assessment of your current level and circumstances.

Therapists in clinical practice should adapt the clinical trial data to your circumstances, severity, previous experience with day-to-day activities, and preferences.  In that sense, each treatment programme is individualised, yet they will be based on a common set of principles and practice.  (It's a bit like a pair of spectacles or shoes, they have certain basic agreed characteristics, but each pair is tailored to meet your needs).

If you're more severely affected, you need to be sure that the 'exercise' or activity that is suggested is of a type and level that is relevant to your functioning and practical needs, if not, you should discuss the plan with your therapist again.

The programme should start at a level that you are currently able to manage, and would then build up stepwise under supervision (the steps having been agreed with you in advance).  Temporary increases in symptoms can occur after a step up, but they should not persist or increase. If they do, the therapist should take you back to the previous step, stabilise you and then try a smaller step later.

The rate of build up will vary according to your circumstances and the impact of previous steps.  We're not talking about a set of pre-determined steps that continue to increase at set times regardless of their impact on you! Yet some of the adverse experiences reported seem to have resulted from people doing just that.

You will be given advice and explanation, but you are not obliged to do something that you don't feel comfortable with.  After your assessment has been completed, you may want to agree with your therapist some ground rules about what to do if the initial plan doesn't work out, so that you avoid misunderstandings.

Remember, treatment programmes are designed to help you to improve.  If they do that's great, but if they don't you should not persist, though you may want to consider something different.  Your therapists are there to help and guide you, and they would discuss with you how and when to adapt or change your treatment if it isn't working.

Specialist Physiotherapist in CFS/M.E.

Jessica Bavinton comments:

Graded exercise therapy is the use of regular, physical exercise to aid recovery from CFS/M.E., but considers exercise in its broadest sense, including lifting a finger or rolling over in bed.

As a physiotherapist working solely with CFS/M.E., I have seen exercise significantly improve energy levels, pain and sleep, and also lift spirits.  I am constantly amazed at the effect this can create on overall levels of daily activity and quality of life in a significant number of people I work with.

An effective GET programme will be jointly negotiated between yourself and a therapist (usually a physiotherapist), and will take into account current activity levels and other important factors such as sleep quality and setbacks.

Any activity carried out to excess and beyond the capacity of that individual's current physical level has the potential to increase symptoms and make them feel worse.

To ensure that this doesn't happen, it's essential to start activities at a low level, tailored to the individual and to build up very gradually.

The main principles of GET

1
Gentle stretches are often a good start for exercise, as these can help your muscles to feel more comfortable and help prepare them for activity.  You might work with your physiotherapist to plan a stretching programme to start with, even before you look at adding activity.  Some people find gentle yoga stretches particularly helpful.

2
Negotiate an initial activity with your therapist: one that you really enjoy or one that is necessary in your life.

3 This activity is started at a level that you know you can achieve manageably on at least five days out of seven.  Choose a realistic, regular, and enjoyable activity.  Many people start with walking because it is one of the main physical activities we undertake.  Those with very limited mobility might start by moving their head or arms/legs gently in bed, or perhaps rolling over once an hour.  Others can consider more challenging physical activities such as gardening or DIY while those mobile enough and interested in sports may be more inclined to use cycling or swimming.

4 Once this can be done consistently, the time you do this activity for can be increased slightly.  The increases you try out should be very small e.g. a five-minute sit in a chair becomes six minutes.  Going from five to ten minutes would not be advisable as this is an enormous 100% increase: our bodies tend only to be happy with increases of around 20%.

5 Getting started might seem difficult, possibly creating manageable feelings of stiffness or fatigue as a normal physiological response to activity.  After a few days of maintaining the activity at this new level, these responses subside as the body adapts and strengthens.

Gentle stretches can help minimise any stiffness and keep you supple.

6
Keep to this level of activity until you are used to it and it feels OK.

7 Once it feels OK (you're getting stronger!), another small increase in time can be added.

8 When you can do an activity for a good length of time at a comfortable pace, (e.g. 20 minutes), it's then helpful to start increasing the intensity of the activity.  This might mean walking slightly faster for part of the time, for example.

This process may take anywhere from weeks to months – progress may be slow, and should be steady: patience and keeping your brakes on may be just as important as increasing activity.

Many people have told me it can be difficult to work out how to progress the intensity of exercise, as some normal responses to exercise can be worrying if they feel similar to CFS/M.E. symptoms.

A physiotherapist might use a heart rate monitor, which is an objective measure of how hard you are working, possibly alongside a 'Rate of Perceived Exertion' Scale.  These tools can help you to work out how to increase slowly and comfortably.

Managing setbacks

During a setback, it's useful to maintain as much activity as you can.  This is to avoid the weakening and tightening of muscles and the reduction in fitness which can occur surprisingly quickly (we lose 10% of our muscle strength after just one week of bed-rest).  It's therefore useful to maintain any activity levels if you can, rather than reducing them.  Gradually and carefully returning to normal activity levels is then important.

If the setback continues there is likely to be another reason for this.  You should seek the further advice of your physiotherapist or doctor.  Common reasons include difficulties sleeping, an infection, stress, or feeling low in mood.

It should be noted that GET is only one aspect of a physiotherapist's role in the management of CFS/M.E.: he or she will also be able to assess and advise on goal setting, leisure and social activity, relaxation, and support you in organising and pacing your daily activity and plans.
Until recently one of the CFS physios at Bart's hospital in London, Jessica Bavinton now works in private practice.

Neurologist and head of the National M.E. Centre Prof Leslie Findley comments:

The conventional statement (e.g. in the draft NICE guidelines) is that there are only two treatments which have been demonstrated to have efficacy in CFS/M.E., and that they are cognitive behavioural therapy and graded exercise.

As regards GET, this concept is based on very limited clinical evidence.  The two major trials which are quoted only looked at ambulant patients who were mild to moderate in terms of severity.  There is no information on GET in patients who are severely or very severely affected.

Clinical experience has demonstrated that some patients may be made worse with GET, particularly if it is unsupervised and not carefully monitored.

Those of us who are looking after severe and very severe patients can confirm that in this group GET will result in relapse and deterioration.

The approach to rehabilitation in this group must be through careful management of all the perpetuating factors of the fatigue state, e.g. sleep disturbance, pain, mood, anxiety, allergy, food intolerances etc. as part of a holistic programme, including carefully structured and monitored activities of daily living in a graduated fashion, preferably under the supervision of a multi-disciplinary fatigue team.

GET has a place in those patients who are able to sustain a whole day's activity and can use simple exercise, proceeding from sub-anaerobic levels to aerobic levels over time.  Clearly if any exercise results in a significant deterioration in functioning, or increase in symptoms, i.e. that is not just transient, then the whole programme needs to be revised.

Careful, mild, incremental exercise will help with de-conditioning and improve stamina in mobile, mild to moderate patients, or in those who have improved to that level of functioning.

In the studies carried out so far, GET has never been used in isolation (this would be impossible to do).  It has always been part of a therapeutic regime, including advice on symptom management and lifestyle changes.

If you have concerns about the possible adverse effects of GET, then you should seek the advice of a CFS specialist to ascertain whether in your case it would be reasonable to try GET in a supervised manner.

The attraction for any health authority to recommend GET is that it is cheap and ostensibly easy to apply.  However this ignores the fact that CFS/M.E. does not equate to lack of fitness, but is a complex disorder of the nervous system and its connection with the immune system.

Prof Findley heads up the CFS service based at Oldchurch hospital in Romford, Essex, one of very few UK centres to admit severely affected M.E. CFS patients for inpatient care.  See www.bhrhospitals.nhs.uk/cfs, which also contains testimonies from former inpatients and details of the unit's audit and research work.  Alternatively the service can be reached on 01708 708052.

Consultant Occupational Therapist and Champion for the Leeds & West Yorkshire CFS/M.E. Service, Sue Pemberton adds:

I think that many people will share your confusion when different therapies such as GET are first mentioned.  An important starting point, regardless of which therapy is being offered, is to have a discussion with your therapist to answer exactly the questions that you have raised: what will it involve, what should I expect to happen, what are the benefits and what action should be taken if I have a problem with it? Before starting any therapy, knowing the answers to these questions is important.

This confusion isn't helped by the fact that we can all use terminology differently, and 'exercise' can mean different things to different people.  When I've spoken to different therapists who say they use GET, some describe specific exercise programmes, which are repeated and changed over time to gradually increase factors such as stamina and muscle strength.  Other therapists talk about using everyday physical activity and how this can be increased to improve functional ability.

As an occupational therapist (OT) I'm not a specialist in exercise and have not used an exclusively exercise-based approach so can't advise on the relative benefits of this.  However, OTs are specialists in activity, and the broad range of factors which influence activity, such as the cognitive, social, environmental and physical components of any task or life role.  One aspect we would feel is important is finding out what you are currently able to physically manage, for example walking down stairs; how this impacts upon your symptoms and how we can modify and improve your level of physical function.  However, it's always important to keep this balanced with the other demands upon your energy as you don't want to over-increase physical activity at the expense of other aspects of your life.
It's also helpful to use activities which you have enjoyed in the past or which are important to you as part of your rehabilitation programme.  For some people exercise was an important and valued activity for them before they were ill and they want to include a given exercise as part of their graded programme.  Problems most commonly occur when people try to reintroduce exercise at too high a level, (perhaps based on what they could achieve before falling ill), and then fail.  Often we help people find a way to participate in their previous interests at a small enough level to provide a starting point.

In our experience with the severely unwell we are usually focusing on the very basics of physical movement, such as sitting up supported in bed, or holding a cup.  We may look at breathing exercises to aid relaxation, or trying to develop muscle control to be able to sit or walk etc, but this type of rehabilitation is very different to what people may think of as 'exercise' and has to be done very carefully.

People with CFS/M.E. are understandably often concerned about finding the right level, if any at that time, for them to start building up from, and worry about feeling in control of the process.  That's why it's most important that your therapist is knowledgeable about working with the condition, can make an individual assessment of your needs and whether this is the right option for you, and works in partnership with you, regardless of the name of the therapy.

Dr Sarah Myhill, GP with a special interest in M.E./CFS, concludes:

The key point to remember about chronic fatigue syndrome is that it is a symptom not a diagnosis and the first port of call is to identify the underlying physical causes.  The main ones include allergies, chronic insomnia, mitochondrial cell failure, and glandular failures (thyroid and adrenal) and these are tackled by a combined package with respect to micronutrient supplements, diet, detox regimes, hormone replacement and lifestyle changes.

This should allow the sufferer to achieve a baseline, by which I mean they must feel fine doing absolutely nothing.  If they do not achieve this baseline and still feel ill, this sense of malaise is a symptom of cell damage (which can be measured by doing a cell free DNA test e.g. around £40 from Biolab with referral; www.biolab.co.uk).

In my view, it's only at the point when the patient feels absolutely fine doing nothing that graded exercise therapy is appropriate.  The problem with GET is that it's often put in place before the underlying causes of chronic fatigue are addressed and corrected.

This means that people exercise and feel ill, i.e. they increase the cell damage and there is therefore the potential for relapse.  Indeed I have seen a succession of patients who've been put through GET without fully addressing the underlying causes and been worsened as a result.

Dr Myhill is based in Powys in Wales and has a website at: wwwdrmyhill.co.uk 
or for more information on CFS as a symptom of mitochondrial failure see: wwwdrmyhill.co.uk/artic/e.cfm?id=381
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