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	RCPCH RESEARCH - THE AYME BETRAYAL 

	From Angela Kennedy 

The information posted by Suzy Chapman and Tom Kindlon recently on Co-cure, highlights an appalling state of affairs. The children's charity AYME is colluding with the RCPCH in a Research Trial that is fundamentally PACE-Derivative: basically a JUNIOR PACE TRIAL. The major theoretical, methodological and ethical flaws that have been identified in PACE therefore apply to the RCPCH/AYME project. 

See the "PACE Report" and "PACE Trial -Breakdown of Issues" documents on the One Click Website.

http://www.theoneclickgroup.co.uk

Indeed, as will be seen, these flaws are extremely obvious, and we draw attention to the proposed use of the roundly-criticised Oxford Criteria as the Diagnosis Tool, with their insurmountable illogicalities, as just one example. Once again, Canadian criteria are conspicuous by their absence.

The ideological underpinnings of this research appear to be highly suspicious and unethical also, as they have been shown to be with PACE. It was very interesting to see the following comment: 

".patients would be managed within the trial only if they did not come with
pre-existing beliefs on how to proceed. We would only include newly
diagnosed cases, as the secondary problems of the children with a very
lengthy history would lead to too much confounding."

Of course, 'pre-existing beliefs' will exist in ALL parents, patients, and doctors. The key issue is, WHICH 'pre-existing beliefs' are the researchers so anxious about? It is highly likely to be, if PACE is anything to go by, that parents who understand that ME/CFS is a neurological illness (ICD-10 G93.3) with multi-system effects, for which Graded Exercise is likely to cause further harm to their children, are those who the RCPCH researchers wish to exclude from the trial, PRECISELY because such parents would confound the RCPCH Researchers' intended results. This trial is, like the PACE trial, full of anomalies that appear intended to skew results to lead to a foregone conclusion, and are therefore answerable to legitimate charges of unethical practice.

AYME's collusion in this skewed, fundamentally flawed, ideologically unsound project, is reprehensible. It places AYME firmly in the position of AfME puppets. We have long been concerned with the behaviour of AfME, and now the reasons for their professed love for AYME becomes clear. AYME have clearly demonstrated that they are betraying ME/CFS Child sufferers, in colluding with this trial. That a children's charity that claims to represent the best interests of ME/CFS Child sufferers should collude in a project with such obvious problems, indicates either an inexcusable naivety, or a sinister determination to sell out one's principles for vested interests. Either way, it is now evident that the best interests of ME/CFS Child sufferers are clearly not being served by AYME.

We at One Click will be highlighting the flaws of this trial, in tandem with all work we undertake publicising the flaws of the PACE Trial, at government level, and publicly. We invite all concerned parents to make their views immediately known to their MP, using One Click information on PACE Trial flaws as necessary, to place the RCPCH/AYME project flaws in suitable context. 

Poorly designed research, informed by ideologically unsound bias and prejudice, assisted by shameful collusion by certain charities who should know better, has gone on for far too long in the UK. This has to be stopped.

Angela Kennedy

The One Click Group

-----------------------------------------------------------------------------------
From: "Suzy Chapman"
To: CO-CURE@ 
Sent: Wednesday, October 13, 2004 1:54 PM 
Subject: [CO-CURE] ACT: RCPCH: CFS Research Network [UK]

Royal College of Paediatrics and Child Health

CFS/ME Research

AYME (Association of Young People with ME) has recently stated that the two treatment strategies which are to be used in the ongoing RCPCH/AYME research have yet to be finalised but it is expected that those taking part in this research project will be randomised to one of the following:

1] A pacing programme where patients are not expected to stretch themselves on a bad day.

2] A more prescriptive programme where agreed targets are worked gently towards, even on bad days.

AYME has stated that they are maintaining that all targets should be
obtained by total agreement between the child/parent and the doctor and that the management plan is taken forward carefully and gently.

AYME has stated that cases eligible to be put forward for this research
project are to be restricted to newly diagnosed patients, as the secondary
problems of children with lengthy history of ME would confound the research.

Cf Dr Neil McIntosh's comments in the RCPCH Summer Newsletter:

"You would be asked NOT to deviate from the randomised strategy, and the patients would be managed within the trial only if they did not come with pre-existing beliefs on how to proceed. We would only include newly
diagnosed cases, as the secondary problems of the children with a very
lengthy history would lead to too much confounding. Diagnosis would be by the agreed Oxford or NIH criteria, but applied at 3 months (rather than 6 months as with adults) as we wish to start management as early as possible."

Neither the RCPCH nor AYME define what is meant by "pre-existing beliefs on how to proceed". Neither the RCPCH nor AYME define what is meant by the statement "...secondary problems of the children with a very lengthy history would lead to too much confounding."

AYME has stated that the agreed Oxford criteria would be used for diagnosis and that "this exciting project will entail physical research followed by management strategy research".

The RCPCH state that "We would also have a detailed work up on presentation and diagnosis as we do not know what the cause(s) of this condition is (are). This would consist of tests to look for many of the proposed causes (both biological and psychological) and might involve an overnight diagnostic stay in one of the new DH CFS centres.

Neither the RCPCH nor AYME elaborate on what tests might be used to look for "many of the proposed causes (both biological and psychological)".

Neither the RCPCH nor AYME state how many of the new CFS centres are
proposing to offer diagnostics, what diagnostics might be carried out, or
how many of the new centres propose to have in place facilities for an
"overnight diagnostic stay" for children and young people or what this
might entail.

RCPCH (Royal College of Paediatrics and Child Health)
Summer 2004 Newsletter

RCPCH SUMMER NEWSLETTER
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A RCPCH Research Network

Extract:

As a houseman, I worked with paediatricians who knew exactly how to treat childhood leukaemia, but all kids at that time died within 6 months of
diagnosis. As a registrar, I became aware that a group of oncologists had
accepted that they didn't know, and they got together to try more widely new management strategies in a scientific manner (well constructed RCTs managed by strict protocols). Hence the UKALL trials were born, and now children uncommonly die of leukaemia.

Do you know how to manage Chronic Fatigue Syndrome (CFS) and Obesity? If so, you will not be interested in this project! The College Research Division wants to set up a network of Paediatricians who will be prepared to manage difficult conditions by strict nationally agreed protocols. CFS and Obesity seem an important start. There is no management agreement; indeed there are widely diverging views. CFS is probably now one of the most malignant of paediatric conditions immaterial of whether you believe there is an underlying biological or psychological cause. How do we manage it - send them to bed, or get them up and exercising?

What about the obesity epidemic? Is it overeating and junk food or a lack of playing fields, being driven to school and too much telly? We have set up project groups for both of these conditions, and are designing managements that we hope will be different but acceptable to practicing paediatricians who meet them.

CFS

In the case of CFS, we are working closely with the patient group (AYME) who are as interested as we are in finding both the cause and a better
management strategy. We are therefore looking for you folks out there who will agree to randomise children to one of two carefully designed
treatments.

You would be asked NOT to deviate from the randomised strategy, and the
patients would be managed within the trial only if they did not come with
pre-existing beliefs on how to proceed. We would only include newly
diagnosed cases, as the secondary problems of the children with a very
lengthy history would lead to too much confounding. Diagnosis would be by the agreed Oxford or NIH criteria, but applied at 3 months (rather than 6 months as with adults) as we wish to start management as early as possible. We would also have a detailed work up on presentation and diagnosis as we do not know what the cause(s) of this condition is (are). This would consist of tests to look for many of the proposed causes (both biological and psychological) and might involve an overnight diagnostic
stay in one of the new DH CFS centres.

Dr Neil McIntosh
Vice President, Science and Research Division
neil.mcintosh@e...

http://www.rcpch.ac.uk/research/projects.html

"Prevalence, diagnosis and management of Chronic Fatigue Syndrome (CFS) in children and young people

This three year project which is funded by the Community Fund (formerly the National Lottery Charities Board) began in January 1999. The project was initiated because, although a growing cause of chronic disability in
children and young people, little is known about the prevalence of CFS in
this age group and there is a lack of consensus on the appropriate
diagnostic labels and management. A steering group consisting of
researchers, clinicians and a patient group representative oversees the
direction and management of the project.

The project is a collaboration with the MRC General Practice Research
Framework (GPRF), a network of representative GP practices across the UK and has three phases. The first phase is a survey of the prevalence of severe fatigue in children and young people presenting in primary care. We identified 546 cases of severe disabling fatigue in children aged 5-19
registered with 709 GP practices. In the second phase which began in 2001, patients with symptoms consistent with a diagnosis of CFS are being
recruited to investigate their range of symptoms, how cases are managed and what treatments patients find effective. It is hoped that 200 patients and their GPs will participate in this part of the study. The final phase is a
survey of GPs and paediatricians involved in the care of children with CFS,
and will examine their views and attitudes about the diagnosis and
management of CFS."

Suzy Chapman

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

From: "Tom Kindlon" 

To: 

Sent: Thursday, October 14, 2004 12:11 AM 

Subject: [CO-CURE] NOT: Article by David Beverley (Consultant Paediatrician) in the newsletter of the British Association for Community Child Health

[If one follows the appended link, one can see a flow chart that David
Beverley put together - it gives an idea of where he is coming from. His review of the video "Chronic fatigue syndrome: a clinical view" was posted on Co-Cure in March http://listserv.nodak.edu/scripts/wa.exe?A2=ind0403C&L=co-cure&P=R7438

It may be useful to find out why he got the results he did and what they
mean before the new RCPCH trial mentioned by Suzy Chapman in post
http://listserv.nodak.edu/scripts/wa.exe?A2=ind0410B&L=co-cure&P=R8750
04/10/13 13:54 162 ACT: RCPCH: CFS Research Network [UK]. Tom K.].

http://www.bacch.org.uk/downloads/newsletter/news_04spring.pdf
British Association for Community Child Health
Vol 23, No 1
Contents Spring 2004
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Heading: I'm so Tired of This

Chronic Fatigue Syndrome (CFS) is a condition that has already caused
some considerable debate and anxiety amongst paediatricians. Since the Chief Medical Officer's report, the condition has been increasingly recognised in the paediatric population, and some studies suggest a prevalence of 0.6 cases / 1000 children in the childhood population.
In most large secondary schools, at least one child will have CFS, and it causes more lost days in education than any other condition on its own, including childhood malignancies.

Diagnosis

The diagnosis of CFS in childhood is made using the Oxford criteria (see box) with the modification that the duration of symptoms is 3 months in children, rather than the typical 6 months for adults. In addition to the fatigue, many other symptoms can be present. A recent survey of 94 young people undertaken by our College and a General Practitioner
research network, found that the most common associated symptoms were sore throats, headaches, mood disturbances, sleeping difficulties and myalgia; these symptoms were reported in 67, 63, 56, 53, and 42% of patients respectively.

Once the diagnosis has been made, the management involves a collaborative approach with the young person and their family. In York we have recently completed a pilot, randomised trial in which the CAMS and the paediatric teams have attempted to compare two different management strategies. In this small study, some 13 young people were
randomised into either the "pacing" management or a much more active
rehabilitation programme, which we called STAIR (or Structured Tailored
Active Incremental Rehabilitation). In the 'stairway' management, we looked at the child and family's understanding of vicious cycles that maintained the symptoms of CFS. An example of such a vicious cycle would be that related to exercise. If someone is inactive, then muscles are not used. There is wasting of muscle bulk and a subsequent loss of
strength. When activity is resumed, the muscles are easily fatigued and become painful, leading to the need for further rest and muscular inactivity. A different vicious cycle associated with schooling is shown below. In addition, advice was offered about sleep and nutrition, and
we provided a supportive environment where activity could be increased.

Study results 

The results of the study have been encouraging. Children in the 'stairway'
management group had a significantly improved global health questionnaire one year after the start of therapy, compared with the pacing group. Interestingly, school attendance showed significant changes. At the start of the study, the children in both groups attended school 45% of occasions; at the end of the study this had risen to 73% in
the stairway group, compared to 28% in the pacing group, and this change was sustained, as 6 months after treatment had stopped, school attendance was 85% in the stairway children, but only 28% in the pacing group. The other measures of activity, fatigue and mental health indicated similar but non-significant trends for improvement on the stairway method of treatment.

Conclusion

This study was very small and therefore generalisations from this are study are difficult; however, it would appear that some form of graded rehabilitation is beneficial to young people with CFS. The way forward would be a multi-centred trial. The RCPCH are currently discussing
the possibility of such a trial, and any one interested in partaking in this should send an e-mail to .
Linda.Haines@r...

David Beverley
Consultant Paediatrician, York

Oxford Criteria of CFS in adults
n Syndrome characterised by fatigue as the principal symptom
n The syndrome has a definite onset (ie. it is not life-long)
n Fatigue is severe, disabling, and affects physical and mental function
n Symptoms of fatigue present for more than 50% of a 6-month time span
n Other symptoms present: particularly myalgia, mood and sleep disturbance
n CFS should not be diagnosed if there is an established medical condition
already known to cause chronic fatigue
n CFS should not be diagnosed if there is a current diagnosis of
schizophrenia, manic depressive illness, substance abuse, eating disorder or organic brain disease

- ends -
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