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THE PACE MEDIA CAMPAIGN

MEDIA ACTION

See the article in The Independent national UK newspaper here:

http://news.independent.co.uk/uk/health_medical/story.jsp?story=519815
The One Click Group asks that the ME/CFS community UK takes action over this issue and sends a copy of the Press Release and PACE Report to your local and regional media.  

Of particular regional media relevance are the following areas in which the newly operational ME/CFS centres are located:  Newcastle, Leeds, Liverpool, Manchester, Sheffield, Birmingham/West Midlands, East Midlands, East Anglia, North London (St Bartholomew's), Surrey (Sutton), Bath/Bristol and Cornwall/Devon.  The location of these ME/CFS centres makes this a very strong regional story. 

Please get this press release out, people, as far and as wide as you can.  It is just copy, paste and one click. 

The media can seek further comment from Jane Colby - Tymes Trust, The Countess of Mar – House of Lords, Jane Bryant and Angela Kennedy of The One Click Group, 

The Press Release –  Distribution 

The Press Release that also includes Notes to Editors and Background information is available here: 
http://www.theoneclickgroup.co.uk/documents/PACE/PRESS%20RELEASE,%20NOTES%20TO%20EDITORS%20AND%20BACKGROUND%20INFORMATION%20(Internet).doc
The PACE Report (that includes The PACE Trial Identifier) is available here:

http://www.theoneclickgroup.co.uk/documents/PACE/THE%20PACE%20REPORT.doc
Please send these documents by snail mail or by email to your local/regional newspaper.  

See full text of Press Release below:

PRESS INFORMATION…PRESS INFORMATION…PRESS INFORMATION

10 May 2004

THE MEDICAL RESEARCH COUNCIL SCANDAL

THE PACE TRIAL (PACING, ACTIVITY AND COGNITIVE BEHAVIOUR THERAPY: A RANDOMISED EVALUATION) 

On behalf of the ME/CFS community, The One Click pressure group calls today for an Injunction to be placed on the PACE Trial that has been approved and funded by the Medical Research Council, pending the outcome of a Public Inquiry that is immediately required. 

On the 10th May 2004, The Independent newspaper broke the story of one of the worst scandals in UK medical history. Million of pounds of British taxpayers will be wasted on a trial that excludes the very group of patients that it is supposed to be studying.

See here: http://news.independent.co.uk/uk/health_medical/story.jsp?story=519815
Designed and set up by psychiatrists, the psychiatric PACE clinical trial will use psychosocial management regimes and treatments that have comprehensively been shown to be at best ineffective and in many instances have made sufferers of the neurological disease ME/CFS ICD-10 G93.3 dramatically worse. Over 240,000 people suffer from ME/CFS in the UK alone, 40,000 of them children and young people.  

It is a scandal that the psychiatrists carrying out this research are themselves employed to provide the therapies being studied at the newly operational ME/CFS centres located throughout England.  It is unethical for people with proven commercial interests in these studies to be designing and running this £2.5m trial, given the proven evidence of their commercial interest in the desired outcome.

In February of this year, the Health Minister Lord Warner confirmed that the UK accepts the classification of ME/CFS (Myalgic Encephalomyelitis/Chronic Fatigue Syndrome) as an organic brain disease and listed as such by the World Health Organisation (WHO) under ICD-10 G93.3.  

Despite this ruling, the Medical Research Council has seen fit to proceed with this unscientific and arguably fraudulent PACE trial.

The PACE Trial

Designed and constructed by psychiatrists led by Professor Simon Wessely of Kings College London, the PACE trial deliberately uses the outdated Oxford criteria for participant entry.  The Oxford criteria are no longer in use by international consensus and have no predictive value.  

Instead of studying the ME/CFS patient group that it is supposed to address, the use of the Oxford criteria will instead study the masses with idiopathic chronic fatigue (listed 
by the WHO as a mental disorder under section F 48). Sufferers of the neurological disease ME/CFS ICD-10 G93.3 will not be able to enter the trial and will be excluded because the Oxford criteria specifically states that those with an organic brain disease such as ME/CFS must be so excluded.    

In response to massive ME/CFS community disquiet over this trial, the Medical Research Council announced that a further two sets of criteria – Fukuda and London - would be applied to participants in the trial further down the line.  A Medical Research Council spokesperson said: “Applying the Fukuda and London criteria to the patients recruited under the Oxford criteria will enable finding out about sub groups of people including those who meet the WHO ICD-10 G93 classification.”   Since all ME/CFS patients have already been excluded from the PACE trial by use of the Oxford criteria, finding out about neurological sub groups will be impossible. This MRC statement defies credibility.   

The psychiatrists are using money specified for ME/CFS research to study a mental disorder - chronic fatigue F 48. The perpetrators of this potential fraud should be stopped from proceeding whilst a public inquiry investigates. The researchers themselves admit that the all-inclusive Oxford criteria are being used to enhance the numbers recruited to the trial.

A further scandal is that whereas psychosocial treatments may be helpful for chronic fatigue (a mental disorder) they have been found to damage sufferers of ME/CFS ICD-10 G93.3 - a disease of the brain and central nervous system,

Dr. Vance Spence, Senior Research Fellow at Dundee University and founder of MERGE, the charity that funds and commissions biomedical scientific investigation into Myalgic Encephalomyelitis and related conditions said: “These trials won’t tell us anything useful about the best way to treat ME/CFS because they are not properly selecting patients with the disease. There is widespread concern about this.” 

The Countess of Mar, a seasoned campaigner for the rights of ME/CFS sufferers, declared: “They are a farcical exercise and a huge waste of money.”  It is through the work of the Countess of Mar that the ruling by the Health Minister Lord Warner was obtained. 

The ME/CFS Charities

One of the main charities Action for ME (AfME) that ostensibly supports sufferers of ME/CFS, is being paid by government grant to “support”, “collaborate”, obtain “compliance” and recruit from amongst its subscribers for the PACE trial. The PACE Trial Identifier submitted by the psychiatrists to the Medical Research Council clearly illustrates the level of AfME collusion with the psychiatrists over this disreputable trial. 

The Myalgic Encephalopathy Association (MEA) – another ME/CFS charity in the field - maintains on its website that they “…. are highly encouraged by the approach they [the MRC] has adopted.”  Although the Medical Adviser of the MEA has known about the use of the Oxford criteria for this disgraceful trial for some time, nothing has been done.

The actions of these discredited charities are in stark contrast with those of Tymes Trust (The Young ME Sufferers Trust).   Jane Colby, Executive Director, said:  “We would like to see the Canadian Definition of ME/CFS used for all trials.   If the Canadian Definition is taken into widespread use, it will be much harder for people with chronic fatigue to be categorised along with those who have true ME/CFS.”  

Published in 2003, the Canadian criteria most closely define ME/CFS patients who not only suffer from bone crushing fatigue, but also from a wide range of neurological, immunological, and endocrinological problems, i.e. those who would come under the WHO classification of ME/CFS ICD-10 G93.3. It is these Canadian criteria produced by an expert international panel of a dozen physicians by international consensus that have between them treated over 20,000 ME/CFS sufferers worldwide that should be used for all trials in relation to ME/CFS.  

The Medical Research Council Track Record

This is not the first time the Medical Research Council has been accused of poor financial mismanagement and misguided strategies.  On the 25 March 2003, the House of Commons Science & Technology Committee produced the most scathing report on this organisation that strongly criticised the Medical Research Council for poor planning and focusing on expensive, long-term projects that are politically-driven and have diverted money away from "top quality grant proposals".   Nothing has changed. 

It is scientifically dishonest for the Medical Research Council to accept, approve and fund a trial when the evidence clearly shows that a) it is flawed from the outset and b) the researchers have a pecuniary interest in the result. These researchers have designed the study so it will appear as if the therapies they are paid to provide are of use in ME/CFS when in reality it will show no such thing

Jane Bryant, Director of The One Click pressure group said: “We are submitting The PACE Report that gives full details of this trial to the House of Commons Science & Technology Committee for investigation.  We see it as our job to expose this injustice and any others that we may uncover.”

The ME/CFS community calls for an Injunction to be placed on this psychiatric clinical trial pending the outcome of a Public Inquiry that is immediately required.
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10 May 2004

NOTES TO EDITORS

1.  Included with this press release is The PACE Report that provides full background information, including The PACE Trial Identifier – the document submitted by the psychiatrists to the Medical Research Council.  The PACE Report produced by The One Click Group has been submitted to the House of Commons Science and Technology Committee.  The PACE Report is available online at:  

http://www.theoneclickgroup.co.uk/documents/PACE/THE%20PACE%20REPORT.doc
2.  The newly operational ME/CFS centres will be located in Newcastle, Leeds, Liverpool, Manchester, Sheffield, Birmingham/West Midlands, East Midlands, East Anglia, North London (St Bartholomew's), Surrey (Sutton), Bath/Bristol and Cornwall/Devon.  £8.5m is to be spend on setting up these ME.CFS centres. See here for location:

http://www.theoneclickgroup.co.uk/documents/PACE/Location%20of%20Co-Ordinating%20Centres.doc
3.  For full text of the Department of Health press release, see here:

http://www.dh.gov.uk/PublicationsAndStatistics/PressReleases/PressReleasesNotices/fs/en?CONTENT_ID=4070520&chk=AyQpnz
4.  The full text plus press coverage of the House of Commons Science & Technology Committee report on the Medical Research Council is available online at:

http://www.parliament.the-stationery-office.co.uk/pa/cm200203/cmselect/cmsctech/132/13203.htm
http://www.biomedcentral.com/news/20030325/04/
5.  For full details of the Oxford criteria to be used in the PACE trial see here:

http://www.theoneclickgroup.co.uk/documents/ME-CFS_res/CFS%20Oxford%20Criteria%201991.pdf
6.  For full text of the Canadian ME/CFS Clinical Working Case Definition, Diagnostic and Treatment Protocols see here:

http://www.theoneclickgroup.co.uk/documents/ME-CFS_docs/Canadian%20Definition%20of%20ME-CFS.pdf
7.  For serious concerns raised by The AfME Dossier 2004 in relation to the actions of the discredited charity Action for ME (AfME) that the Trustees of this organisation have refused to answer to date see here:

8.  Full text of ‘What Is ME – What Is CFS’ – advice for Clinicians and Lawyers can been seen online here:

http://www.theoneclickgroup.co.uk/documents/ME-CFS_char/AFME/THE%20AFME%20DOSSIER%202004.doc
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10 May 2004
BACKGROUND 

MYALGIC ENCEPHALOMYELITIS/CHRONIC FATIGUE SYNDROME

ME/CFS is a neurological disease classified by the World Health Organisation (WHO) under ICD-10 G93.3. 

ME is a real, often relapsing, debilitating illness, Studies have shown that most sufferers are unable to work to full capacity, and that 25% are severely disabled with some house/bed bound.  ME/CFS has a huge impact on the lives of families and carers, but little, if any, support is available to them

The Cause

The actual cause of ME/CFS is as yet unknown.  In many cases, a viral trigger is likely. The seriousness of the condition is dependent upon the susceptibility of the individual and the activities they undertake in the first weeks of infection. Over-activity can exacerbate ME/CFS.  The illness is probably as old as mankind. During the 20th Century it began appearing in epidemic form, mainly since the introduction of vaccination against poliomyelitis. This is thought to be because the viruses involved in ME/CFS used to have to compete against the polio viruses. In the 1980s a six-year pandemic of ME/CFS swept the globe. Such pandemics are expected to re-occur.

The Numbers

It is estimated that at least 240,000 people suffer from ME/CFS in the UK, 40,000 of them children and young people. The incidence is growing.  Clusters often occur in families, schools and communities.  In some areas, two-thirds of the children who have Home Tuition have ME/CFS.

The Symptoms

Unique to ME/CFS is the delayed exhaustion after physical or intellectual effort – up to 72 hours delay.

ME/CFS can cause:

· Severe pain




· Weakness

· Exhaustion, particularly after even minimal effort

· Chemical sensitivity

· Inability to concentrate, think or speak correctly

· Temperature and blood pressure abnormalities

· Racing pulse and palpitations

· Mood swings

· Nausea and other digestive disturbances

· Sensitivity to sound and light

· Abnormal brain cortisol levels mean that the normal stresses of life can provoke relapse, as can physical or intellectual demands on the brain.

The Prognosis

· There is no cure for ME/CFS.  

· A bout of ME/CFS typically lasts an average of four and a half years, but may be shorter or much longer.                

· Symptoms may eventually remit, but to differing degrees.  

· Relapses can occur.  In Rangel et al, 47% of the children described as ‘recovered’ still had symptoms; a third of these were still unable to attend school full-time. Recovery is a relative term in this condition.

· In a Canadian study of 1826 patients, only 2% reported complete remission after seven years.

· It is a myth that ME/CFS goes away and stays away.  Some patients relapse many years later and ME/CFS has appeared on death certificates.  

The Treatment

· Energy management and pacing of life appears to be the key to supporting the body whilst it heals.
· Some treatment may ease symptoms, but children and adults with ME/CFS are typically very sensitive to medication and may suffer adverse effects.
· Graded Exercise Therapy (GET) studies have been restricted to the less sick or the partially recovered and also to those without classic ME/CFS symptoms. Many sufferers report being seriously damaged.   Studies do not detail reasons for patients dropping out. 
· Cognitive Behavioural Therapy (CBT) is aimed at retraining thought patterns. It is not curative.  Patients who report feeling better in the short term as a result of CBT have found not to be more recovered than others in the long-term. 
· Claims for results from various treatments are often made without long-term follow up.  The condition naturally fluctuates and may improve despite – rather than because of – treatments. Some people never recover.
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