PACE RESEARCH STUDY AfME Group Action 25.

We are pleased to announce our support for the first research study into pacing that will compare it with other rehabilitation approaches.  In this article we will explain the study, and answer many of the questions we anticipate will be raised.

Up until now we have been strictly bound by the MRC's rules on confidentiality.  We are relieved that the study can now be made public knowledge, along with the pressing reasons that led us to give our support.

In backing the study, we hope to complete 'unfinished business' from the CMO Report, finding the definitive answer that we believe will show that pacing is more effective than any other approach.

By carrying out this study, this should close the books on research into the therapies, clearing the decks for our campaign to find the cause(s) of M.E. and a cure.

The study

PACE stands for Pacing, Activity and Cognitive behaviour therapy: an Evaluation, and is a trial of the three rehabilitation approaches recommended in the Chief Medical Officer’s report.

The approaches to be studied are:

(
Pacing (APT)

(
Graded exercise therapy (GET)

(
Cognitive behavioural therapy (CBT)

(
'Treatment as usual', i.e. no additional therapy.

The therapies will be delivered by specially trained occupational therapists (APT), physiotherapists (GET) and psychologists (CBT) over 14 sessions.  Six specialist clinics are involved in England and Scotland, with the study lasting 4 years, followed by analysis.  It will start with a small pilot trial to make sure the three therapies work optimally.

People attending the trial centres will be asked (not instructed) if they would be willing to participate and the therapy offered will be selected at random.

The form to be used in the trial was designed by Action for M.E. and researchers from the PACE team, after much discussion.  It closely resembles pacing taught by the charity Westcare (now part of Action for M.E.), and has been approved by their experienced therapists.

In fact there are many descriptions of pacing in the USA and in the self-help and information materials in the UK with lots of differences between them.  Because the PACE team has had to decide on one particular therapy, it cannot cover every single person's description of what they believe pacing is, but is based on the years of practical experience accumulated by Action for M.E. and Westcare.

By giving it the title Adaptive Pacing Therapy (APT) we recognise that most pacing is self-learned, whereas this will be taught and supervised by a therapist, who has been trained in pacing.  To study the self-learned type would risk biasing the results.

Those having GET and CBT would all have had a therapist working with them.  Given that having a sympathetic therapist usually influences the success of a therapy, having two parts of the trial supported by a therapist but one not, would have risked not giving pacing a fair chance.

Sadly the study will not cover those who are confined to their homes or to bed.  Their need for research is urgent.  The severely affected need special studies of tailor-made treatments - urgently - which itself is a major Action for M.E. campaigning priority.

We would also be very nervous about a study of CBT into the severely affected, because our own surveys have shown it to be ineffective - in contrast to CBT among the moderately or mildly affected, which has been shown to help some.

Why participate?

We at Action for M.E. strongly feel that too much funding has gone into CBT and GET research compared with other research.  If the study covered only those two we wouldn't have given our support.  We were aware that the researchers were going to put in for a trial of GET and CBT without pacing, with every chance their bid could be successful.

However, as a result of our advocacy of pacing, the researchers wanted to compare it with CBT and GET.  It is disgraceful that it has taken until now for research into the approach constantly reported to be the most beneficial to take place.  And as a direct result of our involvement the researchers agreed also to examine whether the approaches can be harmful.

We believe these reasons alone justified our support - but there are other pressing reasons.

Pacing remains controversial.  Some doctors refused to sign the CMO Report because pacing had not been researched but was nevertheless given equal status.

Some of the medical press that commented on the CMO report were influenced by the doctor walkout and saw the inclusion of pacing as a political sop to patient organisations rather than a treatment of value.

Up and down the country the NHS is now questioning what it should do about M.E. services.  The NHS is increasingly 'evidence based' and although pacing is in the CMO's report, that alone is just not good enough to win over doctors and managers who are being told all the time to base their practise on research findings.

In a year or maybe two it is likely that the National Institute of Clinical Excellence (NICE) will be commissioned to prepare formal guidance for doctors -just as they do when saying what drugs are or are not effective.

Unless pacing is researched all the good campaigning done with the CMO could be at risk, with doctors told by NICE only to use GET or CBT.

Again, for an ordinary person with M.E. - if they ever get near a hospital - it is probably at least:

(
6 months wait to get diagnosed

(
6 months wait to see a specialist

(
12 months wait to see a therapist.

In effect, a minimum of 2 years wait to see a therapist for those lucky few who get referred to a specialist in the first place.

It is so important that people get diagnosed early and are given advice on how to manage the illness.  Many of those newly diagnosed are not well enough to search out information from sources other than their GP - not everyone will hear about the charities and the information we can provide.  How much better if pacing was a known and respected approach, proven by research evidence, that GPs will tell their patients about from the beginning.

If this is done we are convinced that many people will recover from M.E. who otherwise slide into long-term severe ill health.  Action for M.E. has always believed that people with M.E. are themselves experts.  We believe passionately that it is better to try and take control of your illness, rather than be controlled by it and to be positive, believing you can get better (not that this is ever easy, or achievable by everybody).  But the almost universal reports back from members about pacing show our philosophy is right.

And it is outrageous that insurers or benefits agency doctors can judge people not to be trying to get better because they are pacing themselves and don't want to try graded exercise or CBT.

Criticisms of pacing

Despite our advocacy for pacing we also have to remember that there are some critics of pacing, whose arguments need to be put to the challenge.  Put simply: one criticism is that among the many definitions of pacing, some over-emphasise the importance of rest, both in 'the first stage of M.E.' and generally.  This allegedly leads to 'physical deconditioning' or some people 'taking to their beds and staying there'.

Secondly, its critics say that some descriptions over-emphasise M.E. as a 'continuing disease'.  This allegedly deters people from working toward recovery, because they believe they have a disease present in their bodies that must be cured before they can start recovering.

Thirdly, all descriptions of pacing encourage people to avoid excessive activity that would provoke relapses.  Whilst this is also true of GET and CBT, the concepts used within most guides to pacing allegedly deter people from maximising their recovery.

For example, some guidance suggests a person with M.E. should 'only do 75% of what they believe is their capacity'.  Critics claim that this results in some people settling into a permanent 'comfort zone' and failing to discover that they might be able to reach 80%, 90% or even recover to 100%.

Our guidance is based on the experience of thousands of people, and is supported by our medical advisers.  We are careful to warn of the danger of excessive rest and we encourage people to take control of their illness and work toward recovery (whilst acknowledging that despite best efforts, some become chronically and severely ill).

The criticisms raise important questions that need answering, which is why we have always wanted a study into pacing.

Avoiding bias

Everything is strictly controlled to avoid bias and the results will be recorded by researchers acting independently.  The Chief Executive and Principal Medical Advisor of Action for M.E. will be members of the PACE team, and we will help to make sure that the trial is fairly conducted.  The Medical Research Council insists that all its funded trials are overseen by two independent committees, who oversee the ethical and quality aspects of the trial.  The main committee (the Trial Steering Committee) includes someone with M.E.

The effect of this study on other research

The funding for PACE has nothing to do with the MRC strategy (which happened to be finalised at the same time as the PACE trial was funded).  The MRC have assured us of this fact themselves.

We understand that the MRC will fund PACE at an average cost of £237,000 a year - with the rest coming direct from government.  But this is dwarfed by our campaign for £35m to be spent on research to catch up with the backlog - and all of which we want to be spent on answering the mysteries of M.E., finding the cause (s) and a cure.

We are getting our expenses covered.  We are sure our members would have wanted that!  But we will not be gaining financially through our support of the study.

The members' voice

Our members are realistic.  When we surveyed 1 in 10 of our members last year the majority wanted money spent on finding the cause.  But they know it will take time, and at present rehabilitation approaches are the most common treatments on offer.  PACE is needed to assess the real value of these approaches in managing M.E., establish best practice and most importantly, provide pacing with clinical evidence necessary for it to be accepted by the medical profession as a form of treatment

Indeed as many as two-thirds of our surveyed members thought research into pacing was important or very important.  Surprisingly to us, just under half thought more research into GET and CBT was very important or important.

Risk of harm

We all know of reports of people being harmed, more from GET than CBT.  Yet this hasn't been picked up in past studies.

We think it likelier that those harmed were the people who received bad inflexible regimes rather than because, as some claim, the studies ignored people who got worse and dropped out (although the researchers strenuously deny this).  But it is really important to find out, because if it is shown that the best applied therapies can cause harm this will be of profound importance.

It is precisely because we have agreed to be involved that the researchers have listened and will include close supervision, including of those who drop out.

If, despite all the care being taken, anyone were to be harmed, the study provides for them to be visited by specialists at home.  The researchers are also compelled to report any adverse events to an independent Data Monitoring and Ethics committee, appointed by the MRC, who have the power to recommend that the trial be stopped immediately.

The results may help to predict who will benefit at all, and from which approach.

Our involvement has made a difference.

Confusion of rehabilitation with curative treatment

Of course, GET is not a cure.  Neither is CBT.  Not even pacing is a cure.
They are no more a cure than is physiotherapy to help you recover from a broken leg, but appropriate physiotherapy at the right time is known to help speed up recovery from a broken leg.  That is how we see these treatments.  While we wait for a cure, we believe it is vital that scientists answer the question:  'What is the best and safest way to help people recover from M.E.?'

If there were a cure we would shout it from the rooftops and that is why we are demanding a strategy to find the cause, properly funded and with leading scientists involved in the search.

But this will take time, and in the meantime we do need to get pacing its due and prove that it is as effective as our members tell us.
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