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Ms Nicola Sturgeon

Cabinet Secretary for Health and Wellbeing               

Scottish Government

St Andrews House

Regent Rd

Edinburgh

EH1 3DG

20th July 2010

Dear Ms Sturgeon,

Scottish Good Practice Statement on ME-CFS

We write as people who either have M.E. or are carers of people with this illness. 

OUR AIM

To ensure that patients receive safe, appropriate care and suitable onward referrals from GPs who have reliable Guidelines on ME-CFS

We understand that a final draft of the full Scottish Good Practice Statement (SGPS) on Myalgic Encephalomyelitis – Chronic Fatigue Syndrome (ME-CFS) for general practitioners, the related Quick Reference Guide (QRG) and information leaflet for patients will shortly be sent to your department for approval prior to publication.

We believe that suitable guidelines for GPs are long overdue, and much needed. In keeping with the perspective of the Cross Party Group on M.E., we had hoped to see Scotland leading the way in the UK by adopting guidelines that reflect the unique and distinctive clinical presentation of M.E. and take full account of the growing body of biomedical evidence regarding the basis of this illness (as advocated in the CPG Legacy Paper of 2007).

As you may be aware, the SGPS has undergone many drafts, and as members of the Patient Support Reference Group we have participated in this process with a view to achieving enhanced patient care. General Practitioner and Specialist reference groups were also afforded the opportunity to comment on earlier drafts. However, following a late intervention by the Scottish Neurosciences Council (SNC), the document has undergone a process of ‘peer review’, resulting in the guidance being extensively re-written in a manner that we believe seriously undermines the objective of achieving safe, appropriate healthcare. 

For example, as a direct result of the intervention of the SNC, the latest draft of the SGPS retains little of the Canadian Consensus Document (CCD)
 Nor has the MEA Guideline for health professionals
 made its mark. In our view, both contain much valuable advice, and we had been pleased at the commitment that these would constitute core source documents.
 

We are particularly dismayed at the SNC’s overt rejection of the Canadian Consensus Document, which has wide support internationally. For example, a New Zealand Guidelines Development Group concluded:
 “Of all the guidelines reviewed, this is the one which the reviewers were most enthusiastic to recommend for adaptation for New Zealand…. . Rigorously produced, and published in a peer-reviewed journal, the guidelines have a good, comprehensive and up-to-date evidence base, well referenced. A large part of the guideline details diagnostic and clinical criteria, with greater clarity and precision than any of the other guidelines.” 
 
Many patients and carers have articulated concerns to Professor Ritchie, the Chair of the Peer Review Group, and colleagues regarding the outcome of the ‘peer review’ process.  Additionally, a critical response has also been submitted by the medical adviser to the ME Association, with the medical adviser to the 25% ME Group having previously stated his view about the development of services in Scotland. (Copies enclosed as appendices 3 and 4, for information). The latter adviser made representations to Professor Ritchie and the nominated lead from the SNC, Dr Alan Carson at a special CPG on ME meeting in May. 

Whilst we realise that the documents may have been changed to reflect these views prior to being sent to you, we will not see the guidance again before it is approved by your department, and are gravely concerned that it may still be unacceptable. We are therefore writing to you now to urge that the health department carefully consider these concerns before deciding on the final form of the guidance to be published and circulated to general practitioners throughout Scotland.

We observe that the apparent outcome of this process, in the shape of the latest draft of the SGPS, appears to run counter to both previous work in this area and recent policy statements of the Scottish Government in a number of respects:

Harnessing the Expertise of Patients and Support Groups

The ‘Short Life Working Group on CFS/ME’ (SLWG) reported to the Scottish Executive back in 2003.
  This Group’s was remitted to consider:

 “How the expertise of patient and support groups can best be utilised in partnership with the statutory organisations, to explain the disorder, and the impact it has, to the public and professions, and to offer support to those affected and their carers.” 

Similarly, the recent NHS Scotland Quality Strategy (May 2010) states:
 “It is about putting people at the heart of our NHS. It will mean that our NHS will listen to peoples' views, gather information about their perceptions and personal experience of care and use that information to further improve care.”

By way of contrast, patient views have been removed from the last draft we saw of the SPGS and we wholeheartedly agree with Dr Charles Shepherd, medical adviser to the ME Association, who has stated in response to the ‘Quick Reference’ version of the GPS:

“It says ‘due weight is also given to people’s experience of living with the condition’ but I cannot see any evidence of patient evidence being taken into account.”
 
Acknowledging the Neurological Features of M.E.

The latest draft documents do not reflect the report of the SLWG as they exclude the neurological symptoms that are characteristic of M.E. By way of contrast, the SLWG Report acknowledged that symptoms related to neuro-endocrine dysfunction are common.

In this respect the SLWG Report description is in line with the World Health Organisation (WHO) classification of M.E. as a neurological disease. There are clear implications here for the NHS in Scotland:

· The Department of Health formally accepts, and therefore must adhere to, all ICD classifications.
 
· The WHO Classification of M.E. is under the heading neurological disease. This is inconsistent with interpretation of this disorder as representing a manifestation of ‘medically unexplained neurological symptoms’, as would appear to be happening by stealth in Scotland. 

CFS, on the other hand, means different things to different people, and is frequently conflated with ‘Fatigue Syndrome’, a mental and behavioural problem or erroneously referred to by clinicians as ‘chronic fatigue’. The linking of the illness M.E. to a disorder – or range of disorders - described as ‘CFS’ by the introduction of the term ‘ME-CFS’ in the SGPS can and will lead to patients with different disorders being viewed and treated similarly, to the serious disadvantage of M.E. patients. In effect, the overlap of the common symptoms of M.E. and mental and behavioural fatigue syndromes is being exaggerated whilst the vital differences are being ignored, resulting in the present draft guideline being fundamentally flawed.

We wonder how the SGPS can justify its claim of being based on best available current evidence when it makes no attempt to differentiate one disorder from another in what it describes as: “a range of chronic, fluctuating conditions”. In an unscientific and illogical manner, the document fails to offer the General Practitioner any guidance whatsoever on differentiating one disorder from another within this range of conditions.  The issue is side-stepped completely, rendering the SGPS seriously deficient and unfit for purpose.

It must be stressed that neurological symptoms are experienced by people with M.E.; they include ataxia, fasciculations, major cognitive disability, muscular weakness and more.  It is alarming that guideline documents omit these serious symptoms and that the SNC, whose representative has led the production of the QRG denies their existence as features of M.E. There is an abundance of research evidence available which should eliminate any doubt, yet it seems to have been either overlooked or ignored.
 Again, contributors to this response have much personal experience of these symptoms, which blight their lives; to have them dismissed in such a cavalier fashion is dangerous and, we submit, unethical. 

For this and other reasons we submit that the ‘patient expertise’ required by the Quality Strategy has been compromised.

Concerns Regarding the Management Advice Provided

Concerns in this regard are clearly reflected in the comments submitted by Dr Charles Shepherd, medical advisor to the ME Association, in response to the newly drafted  ‘Quick Reference’ version of the GPS. Dr Shepherd states:

“ … I agree with many of the criticisms that are being made about the way in which the crucial information and guidance on management contained in the main document [i.e. the prior draft of the SGPS]  – which was balanced, pragmatic and took account of patient and clinician evidence – has significantly shifted towards guidance and information that is being dictated by theory and results from clinical trials for the various interventions.  And as you know, these clinical trials are often small in number (n sometimes = 1) and/or have serious flaws.

… parts of it read more like an academic review than common sense information that has been produced by doctors who use their clinical judgement, observation and experience when dealing with the diagnostic assessment and management of ME/CFS patients.
… The remaining information on management options is just a list of level xyz recommendations based on results from (often unsatisfactory) clinical trials and there is no reference to crucial patient evidence – especially in relation to CBT and GET.” 
In common with Dr Shepherd, we are deeply concerned at the promotion of Graded Exercise Therapy and Cognitive Behaviour Therapy on the basis of research rated as Grade 1 status (as per SIGN evidence grading
 - although which level of Grade 1 i.e. 1+, 1++, or 1- is not indicated). These research findings have been roundly criticised for conflicting findings, heterogeneity of patient cohorts and poor follow-up.
 Some of the patient contributors to this letter are among those who have been seriously harmed by these ‘therapies’ and urge that the promotion thereof with regard to patients who have M.E. is dropped from the clinical documents.

In conclusion, we have grave concerns relating to the substance of the SGPS, its likely outcomes for patients and GPs and the process followed since the involvement of the peer review group. 

We sincerely hope that these concerns will be taken into consideration by your department prior to the publication of the SGPS and QRG and related patient leaflet. It is essential that patients with ME are offered appropriate help from GPs versed in the reality of ME. This will only happen if guidelines meet the needs of patients.

Difficulties have arisen from the narrow view taken as to what constitutes admissible evidence; as a consequence, a broad range of relevant research, empirical and patient survey evidence has been disregarded. This has led to false conclusions and inappropriate and dangerous guidance in the SGPS and QRG. 

We fully expect that you share our aim of achieving safe, effective healthcare for M.E. patients in Scotland. Having heard you speak in the parliamentary debate on M.E. in January 2002, we know that you are aware that ME-CFS has been widely misunderstood, and attracts much controversy within the medical sphere. It is time to resolve this confusion. 

Dr Nigel Speight, recently retired Consultant Paediatrician and medical advisor to the 25% ME Group, has previously stated:
“What ME sufferers in Scotland need is Doctors who understand and believe in ME as a genuine (if poorly understood) organic/physical illness, and consign to the rubbish bin of history the 30 yr legacy of psychiatric dominance re theories of causation.” 
  
We attach a more detailed and substantive explanation of our main concerns about the formulation and content of the SGPS and QRG to aid your consideration of our submission, these concerns being summarised below.

MAIN CONCERNS

· The working definition of ME-CFS has been lost with removal of diagnostic criteria, which had been presented as per the Canadian Consensus Document. 

· Relatedly, there is a failure to recognise neurological, autonomic, neuroendocrine, and immune symptomatic manifestations.

· Failure to take due cognisance of patients’ experiences of living with this illness, contrary to the Quality Strategy. 

· There is lack of accountability and transparency in the peer review process

· Objectivity is lacking in presentation of ‘evidence’ base.
· Harmful promotion of CBT and GET as ‘therapies’ in the face of much international opposition to their use.
· Failure to take due cognisance of the severity of M.E. 
· Care of children is not addressed in the QRG, nor is it signposted to the full SGPS

· Unscientific weighting of professional opinions 
· Blurring of boundaries between lobbying and objective peer review functions.

· Inappropriate inclusions/exclusions in clinical documents.

· Poorer likely outcomes for patients and GPs will result

· Wider policy outcomes compromised

Scotland is at a critical juncture, where we have the opportunity to avoid the pitfalls of the route that has been taken south of the border and instead take centre stage in adopting forward thinking, enlightened medical practice. We should be very pleased to discuss this matter further and to provide additional information that would help to clarify the points made. We are aware that further submissions to you may come in due course from other interested groups who are in broad agreement with our comments.

We wish to underline that it would be quite inappropriate to append any Guideline Document with acknowledgement of patient/carer collaboration; as they stood when last we had sight of them, the collaborative voice of the patient/carer was scarcely audible and we would wish to dissociate ourselves from them.

Yours sincerely,

Alison M.Dunsire &  others. (Full list in Appendix 7) Last minute job!

(Cc Dr Kevin Woods

       Mr Will Scott

       Prof. Lewis Ritchie)

Joint Statement of Patient/Carer Concerns About the Re-writing of the SGPS and QRG on ME-CFS
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Joint statement
Background

The SGPS development process did not get underway until the end of 2007 and has been through 6 drafts; the original intention was to publish guidelines in 2008.  It should be noted that, although Ms Brankin had indicated that a guideline would be on ME, the SGPS and QRG are actually on ME-CFS. The Statement was commissioned by the Scottish Government and facilitated by Action for ME (AfME).  The lead author was Dr Gregor Purdie, a GP. 

The 5th draft of the SGPS was launched in May last year and, whilst there were still some concerns by patients, there was much for us to applaud.  This document was based in great part on the Canadian Consensus Document (CCD) (1) of 2003 – guidelines which are internationally accepted by clinicians as being the best descriptor of ME and also widely endorsed by patient groups. (2, 3)  At the Public Health Network Consultation in 2008 the stakeholders voted unanimously for the CCD to be adopted and we were assured that it would form the basis of these Guidelines and the concurrent Needs Assessment.

Nomenclature and Use of CCD 

The May 2009 draft of the SGPS attempted to address the nomenclature.based on the CCD. ME is classified as a neurological condition by the World Health Organisation (WHO); Chronic Fatigue Syndrome (CFS), however, is the preferred term of many clinicians, though many patients feel that the term trivialises the condition as fatigue is only one of a myriad of symptoms.  The problem is compounded in that CFS is regularly conflated with the term Chronic Fatigue (something which is classified by the WHO as a mental health problem) and there is widespread inter-changeable mis-use of this name. For many years there has been a polemic debate raging in the medical world between the categorisation and management of ME-CFS as biomedical or psychiatric, with the psychiatric school of Professor Simon Wessley et al exerting a huge, and we believe, damaging influence on the treatment of people with neurological ME.
Since May 2009 the document has been undergoing peer review under the chairmanship of Professor Lewis Ritchie, James MacKenzie Chair of General Practice at the University of Aberdeen.  The Scottish Neuroscience Council (SNC) was asked to nominate a peer: Dr Alan Carson, a neuro-psychiatrist, was chosen and subsequently led the review process.  The Royal College of General Practitioners (RCGP) was also asked for a response.

 
Following the peer review process, further documents were produced; a Quick Reference Guide (QRG), the full SGPS and an information leaflet for patients.  

We cannot stress enough how unrecognisable the two resulting clinical documents were, as compared with the previous drafts; it is clear that the Guidance had been re-written and in no way reflected the original document. The current versions are a travesty with a huge psychiatric bias and we wonder by whom and in whose interest they have been produced; it is certainly not in the patients’ interest.  People with ME have been historically badly treated, facing scepticism, stigma, neglect and inappropriate management which is dominated by psychiatric bias, despite its recognition by WHO as a neurological disease; this will continue if these Guidelines remain as they are.


We have deep concern that this strategy has not been applied as it should to the SGPS on ME-CFS as we feel strongly that, since the commencement of peer review, our views are not being taken as seriously as they ought. We have been urged to compromise, but as Elizabeth Moncrieff (patient) says:

“Compromise implies that the parties involved each give something up in order to gain something.  We will gain nothing but more bad treatment if we compromise over the definition of the illness and accepting Sign level 1 for CBT and GET and not allowing anecdotal evidence.  What we are being asked to do is the equivalent of accepting 'sore leg' as the definition, and a tubi-grip and an exercise bike as the treatment regardless of whether it is sprained ankle or a compound fracture, with no x-rays necessary, no involvement of experienced orthopaedic surgeons, and double blind placebo controlled trails required for the use of splints for fractures, by first aiders, never mind for plaster casts or plating etc.”

  
Bearing this in mind, we would urge you to consider the following: 

The working definition of ME-CFS requires clarification; use of CCD

There must be clarity about what the guideline is describing; is it ME, CFS or Chronic Fatigue?  They are not the same and to conflate them all leads to confusion and inappropriate, potentially harmful management. 
As the authors of the CCD state: 

“Idiopathic Chronic Fatigue: If the patient has unexplained prolonged fatigue (6 months or more but has insufficient symptoms to meet the criteria for ME/CFS) it should be classified as idiopathic chronic fatigue.” (Appendix 1)

 “Using the Canadian Criteria (a clinical diagnostic tool), the signs and symptoms of  ME/CFS can clearly be distinguished from psychiatric disorders in most cases.” (Dr Ellie Stein) (4)

We believe that it would be better if the term CFS were dropped altogether or, at the very least, the whole shambles around definitions should be explained in the Guidelines to make it clear that they are about ME-CFS (Canadian Clinical Definition) and not CFS Oxford or CFS Fukuda, neither of which defines an actual disease.

We are keen that everyone gets appropriate help, no matter what illness they have, therefore sorting out the terminology would not just be for the benefit of people with neurological ME but also for others who will be suffering from illnesses that will benefit from GET and CBT as treatments.
CCD criteria must be re-instated as they are internationally accepted and describe ME as we know and experience it.

The New Zealand Guideline Group stated that:

“Aspects identified as helpful included:

· Diagnostic and clinical criteria.

· Academic rigour (including peer reviewing).

· Comprehensive and up-to-date evidence base, well referenced.

· Useful management suggestions which reflect both benefits and risks of various treatments for people with CFS.” (2)
The Australian Guidelines are also based on the CCD. (3)  In England the NICE Guidelines have been extremely poorly received as they refer in reality to people with ill-defined fatigue states, not neurological ME; the SGPS and QRG in their current form mimic said NICE document and are therefore unacceptable. The Canadian Guidelines were initiated by Health Canada which also established the terms of reference.  Panel members had to be approved by all five stakeholder groups, which included clinicians, universities and advocacy representatives as well as government and industry.  The Panel members also had to be practising doctors who were actively treating/diagnosing ME or those involved in clinical research of the illness.  Therefore, they were actually extremely knowledgeable about ME/CFS. Members of the rigorously selected panel collectively had diagnosed/treated more than 20,000 ME/CFS patients.

Failure to recognise neurological, autonomic, neuroendocrine, and immune symptomatic manifestations 

It must be stressed that neurological symptoms are part and parcel of ME and to deny this as has been done by the SCN and Dr Clare Gerada (a GP practising in England) is unethical. How much experience of ME do the peer reviewers and the working group have? If it were wide, they would be fully aware of the potential severity of the illness and neurological symptoms. 

On 5th May 2010, Dr Alan Carson advised the CPG on ME that he has not published anything on ME.  This has raised considerable speculation as to whether any other member of the SGPS peer group has in fact published anything on the neurological condition ME or, indeed, CFS. (It would seem unlikely, as the signatories to the SNC document are a neurosurgeon, neuroradiologist - radiography is not used in the diagnosis of ME yet - and a neuropsychiatrist.) If not, could this explain why the peer review group seem unaware that the neurological symptoms being queried (ataxia, fasciculations, disorientation, confusion, short-term memory problems, muscle weakness) are indeed widely accepted internationally and documented in descriptions /criteria of ME? (See Appendix 2 for extensive references to neurological symptoms of ME.)
Assessment for dysautonomia and POTS must be included; this is treatable and can offer much symptom relief. CPG on ME Minutes of 04.03.09 note “Gregor (Purdie) wishes to ensure that information from (Professor)Julia Newton about tilt-table testing is included in the SGPS.” (See also Dr Charles Shepherd’s comments in Appendix 3.) Reference to Professor Newton and colleagues’ peer reviewed and published research on POTS and ME were removed outright from the last draft of the statement. (5, 6, 7, 8) This is surprising given that these research findings provide strong evidence that POTS and dysautonomia are prevalent in those diagnosed with ME-CFS, and that POTS is relatively straightforward to diagnose and treat – with a highly positive prognosis for patients.  No explanation was provided for the removal of this information, despite the question being asked of Dr Carson in the May 2010 CPG meeting.  It should be noted that two of the contributors to these patient/carer comments have seen substantial benefit from this treatment; they are the fortunate minority who have been successful in securing out-of-area referrals to Professor Newton’s Newcastle clinic.  Sadly, others have had this opportunity denied them or faced refusal even to acknowledge the problem.

*

Lack of accountability and transparency in peer review process

We feel it was quite inappropriate for a neuro-psychiatrist to have been nominated by the SNC to lead the review.  Additionally, we suspect that most neurologists do not actually see many people with ME and therefore have minimal experience thereof.  If that is the case we wonder why these particular clinicians were commenting as peers; our understanding of peer-review is that practitioners with comparable expertise review research papers and guidelines.  We do of course appreciate the fact that there are few British experts in ME, so there is an inherent difficulty. However, if there were a focus on the wide expertise represented in the CCD and the input of people who are completely au fait with ME research (eg MERUK), then the review process would be more robust and acceptable to the patients/carers - the ones who actually have to live with the illness.  

It would have been helpful to have had peer review from people such as: Dr Abhijit Chaudhuri, Consultant Neurologist, previously of Glasgow, now based in Essex, who has extensive clinical and research experience of ME; or Professor Julia Newton of the University of Newcastle who has both treated many people who experience POTS as part of their ME and is involved in ongoing studies into related dysautonomia (5, 6,7,8); or Dr Charles Shepherd, Medical Director of the ME Association.

It is of concern that Section 2, Clinical Assessment and Diagnosis has been “modified extensively, reflecting the content of the GP Quick Reference Guide”.  Surely, the QRG should reflect the parent document?

We wonder why has it taken another twelve months of paper exercises and at what cost to produce this re-written document.  

*

Objectivity lacking in presentation of ‘evidence’ base; harmful promotion of GET and CBT

A major concern is the promotion of Graded Exercise Therapy (GET) and Cognitive Behaviour Therapy (CBT) research as Grade 1 status (as per SIGN methodology, although whether this means 1+, 1++ or 1- is not clarified).  These research findings have been internationally condemned for: conflicting findings; heterogeneity of patient cohorts; poor follow-up; high drop-out rate and involving substantial numbers of patients who would not fit widely recognised definitions of ME and many who had an altogether different diagnosis (e.g. depression, fibro-myalgia). Some of the authors have been/are in receipt of financial gain by Insurance Companies who are interested in reducing their payouts to patients. Additionally, most ME patients are too ill to take part in such therapies or research projects. In the last draft of the statement, RCT evidence for the use of CBT and GET appear to have been significantly over-weighted, in the absence of follow-up data relating to recovery.  (4, 9, 10) 
” I am very unhappy about the short and over-simplistic recommendations on activity management “ (Dr Charles Shepherd) (Appendix 3)

Given the serious concerns expressed repeatedly by patients and experienced health professionals, such as Dr Shepherd about not just the lack of efficacy but also harm caused by inappropriate treatments of this nature, urging extreme caution would be more appropriate advice. (1, 4, 9, 10)

Contrary to the impression given in communications around the peer review process, RCTs are not automatically accepted as providing the most authoritative data under SIGN.  Many RCTs are either downgraded or ruled out entirely from the analysis because of their methods; this should have been the approach in this case.

*

Failure to take due cognisance of the severity of M.E.

The coverage on the most severely affected patients is unsuitable. There is very little coverage on severely affected patients in the (QRG) – which is the only document that GPs will actually receive or be likely to read. Nor is there any mention in the QRG that more detailed guidance is available in the longer on-line document. (Though given the poor quality of the relevant section this is perhaps just as well.) Most fundamentally and more generally, there is a simple failure to recognise the severity of M.E. in terms of its clinical presentation and impact and is of particular concern to the 25% ME Group (a charity representing the severely affected) and its patron, Dr Byron Hyde and Medical Adviser, Dr Nigel Speight.

We have been informed that there will need to be a separate document prepared to address this.  Whilst detailed advice would be good, given the length of time it has taken to prepare this SGPS, it is quite wrong to give minimal attention to this group of patients in the meantime. They may be bedbound, desperately ill and even require enteral feeding.  It is vital that GPs are made aware of this now to allow them to oversee appropriate care and support, which may require the input of several agencies.

*

Lack of detail on children/young people

The section on children has some serious omissions, Why has the recommendation for home tuition to be available been removed?  Additional Support for Learning and Disability Discrimination legislation and guidance make it clear that this should be available.  This must be included in the SGPS, as must the recognition that some children are too ill for any form of education.

Additionally, although children as young as 3 are known to have ME, a frequent time of developing ME is during adolescence – on the cusp of transition to adult services.  Joined up thinking and planning is essential; GPs need advice on the management of children/young people with ME and their support as they move to adult services.

Even today, families are facing terrifying child protection proceedings in Scotland because of disagreements about management.  This is deplorable and every effort should be made to educate all professionals of how inappropriate, destructive and unnecessary this is. Any implication that parents may harm their children must be removed from the document before it is made available to GPs.

*

Unscientific weighting of professional opinions

It is of grave concern that the letter of comment to the Peer Review Group by Dr Gerada, which carries no supporting evidence, appears to have been given substantial weight in the process. This is in stark contrast to the low weight given to views expressed by patient and carer representatives within Scotland.

It is also strange that the response from Dr Gerada is so similar to the wording of the SNC comments, neither attaching references for their views.

In the absence of a strong research evidence base for the causes or effective treatment of ME, it is particularly galling for patient survey data on patient treatment experiences to have been weighted so low as to have been effectively dismissed.  If CBT and GET are as effective for treating ME as proponents claim, there should be thousands of recovered patients to report on, yet the evidence for this is consistently lacking. 

*

Blurring of boundaries between lobbying and objective peer review functions

Lobbyists can, and frequently do, legitimately present partisan view-points which are backed-up by selective evidence, or in many cases, no concrete evidence at all.  This approach is unacceptable in professionals carrying out a formal peer review function. 

The selective and often misleading manner in which research ‘evidence’ has been presented by Dr Carson under the guise of SIGN methodology would indicate that the review group’s function in practice has been primarily that of a lobbying body.  Likewise, there is consistent failure to provide evidence in support of views which they themselves are putting forward, as clearly evidenced in Dr Carson’s statement on behalf of the peer review group; in the statement, the trial results are presented as if representing the findings of one or two large-scale trials of ME-CFS, when in fact they are the accumulated results of small-scale trials – using highly varied cohorts of patients and selection criteria.  This makes the comparison of trial results and their application to ME patients extremely problematic.

*

RCGP input?

It is unclear quite what the role of the RCGP has been in the formulation and peer review process of the clinical documents.
*

Inappropriate inclusions/exclusions in document

The differential diagnosis should not include agoraphobia – it is irrelevant and unhelpful and erroneously implies that ME is on the same spectrum of disorders. The differential diagnosis should be with illnesses such as MS, Addison’s Disease etc (Appendix 1)

The draft document as a whole seems to show no understanding of the devastating effects of ME on someone previously fit and well: often it means loss of job/career, income, social and leisure pursuits, friends – sometimes even partner, family, home. It usually means having to claim financial assistance and submit to an adversarial benefits system.  One area which should have been much better covered is employment. There are huge issues for ME patients: trying to get back to work in a suitably staged return; to retain their job after periods off sick; to negotiate part time work or adjustments; to negotiate medical retirement if necessary; to find a lower level job or retraining if appropriate. Currently around 80% of patients lose their jobs because of ME. The positive support of doctors and other health professionals, especially in the early stages, is so helpful and could allow more people to keep their jobs. 

While complementary therapies may not provide a cure, they can in some cases assist the healing process and make life a bit more tolerable, not only for M.E. but for a number of long term conditions.  However, it should be made clear that particular vigilance is required in therapies, such as massage; some patients find this excruciating and a trigger for symptom increase.

*

Poorer likely outcomes for patients and GPs

Patients still encounter healthcare staff who present as fact, views about ME-CFS that patients know are not substantiated by research evidence or professional consensus.  This severely undermines patient/carer confidence in services generally and makes it extremely difficult for an informed patient to continue to engage constructively with the clinic or health professional concerned.  Frontline health professionals need training to be comfortable acknowledging and discussing with patients the huge amount of uncertainty surrounding ME-CFS and its causes without feeling that this acknowledgement undermines their professional status or competence.  Anecdotally, this appears to be an issue for many GPs and also some consultants.  Patients often experience a perceived backlash from professionals who lack this confidence.  Most commonly, this takes the form of arbitrary ‘labelling’ of the patient who asks challenging questions or attempts to engage the professional in an informed dialogue, as resistant to treatment or as not accepting their diagnosis.  This label then sticks to the patient and colours relations with other professionals to whom they are referred.    

The approach taken in the SGPS appears to be of giving one message to patients and quite another to practitioners.  The implication is that GPs are effectively being encouraged to mislead patients about their diagnosis.  There is a clear difference between a positive diagnosis of a somatisation or anxiety disorder as the primary condition and anxiety/depression occurring as a result of living with a long-term condition.  This distinction needs to be maintained and made clear to both practitioners and patients.  Aside from being wholly unethical, any approach that gives contradictory messages to patients from those received by practitioners can only exacerbate existing tensions and mistrust, and will place GPs in a very difficult situation. 

Patients are likely to be directed towards CBT and GET whether or not these treatments are appropriate for them.  There is evidence that some patients will be harmed by inappropriate use of GET that cannot be ignored.  The notion of patient choice is meaningless unless: 

a) that choice is properly informed and b) there exist alternative treatment options to choose between. 

*

Other wider policy outcomes

Has the SIGN process really been followed? The statement from Dr Purdie 05.05.10 to CPG members reads: 

“In keeping with the Quality Strategy being developed by the Scottish Government and recent SIGN developments, however, due weight needs to be given to people’s experience of living with a long term condition such as ME-CFS.”
We do not see evidence of this in the re-written SGPS.

SIGN methodology itself is in danger of being seriously undermined if this flawed statement is released claiming authority on the basis of having applied SIGN methodology.  SIGN explicitly requires a systematic, thorough and extensive review of the evidence and the following of procedures that have clearly not been adhered to by the peer review group for this statement. 

The Patients’ Rights (Scotland) Bill and whole patient involvement agenda is being undermined by the:

· systematic disregard of patient and carer views.

· lack of transparency and accountability in this peer review process.

· misrepresentation of research ‘evidence’.

· assertion as ‘fact’ of un-evidenced and controversial professional viewpoints without acknowledgement of the contradicting views and research findings  of many experienced professionals in this field.

*

Conclusion

Scotland currently could take the opportunity to lead the way in provision of appropriate, helpful and insightful support of patients with ME, not to blindly follow the narrow English approach of the NICE Guideline which was widely condemned by patients and is not fit for purpose.

We are a committed group of individuals, dedicated and determined to improve the lives of those living with ME. We have no other agenda than to educate others and to share our experiences in order to benefit others. It really is time that medical professionals and ‘so-called experts’ started to listen, learn and update their knowledge and understanding of ME based on our very real experiences as patients and carers, for some of us over many, many years.

 

After all our hard work and input to the May 2009 draft, the last thing we want here in Scotland is to find ourselves in a situation where we are left with a document stripped and devoid of any real value or the purpose of actually improving the lives and experiences of people with ME; one which is totally condemned by patients, as happened with the NICE Guideline in England. 

We enclose extensive comments from people throughout Scotland which have been sent to Professor Ritchie and colleagues (Appendix 5).  Many people are too unwell to add their voice, but we know that they are in agreement.

We urge you to consider these comments carefully and to ensure that the final, published versions of the SGPS and QRG reflect the patient experience and the documents drafted prior to peer review in that:
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The publication of the NHS Scotland Quality Strategy in May this year was timely; it states that


“People in Scotland will have:  


The opportunity to comment systematically on their experience of healthcare and its impact on their quality of life; 


an assurance that NHS Scotland services will be further improved in the light of what people tell us about their experiences and outcomes; 


The most appropriate treatments, interventions, support and services will be provided at the right time to everyone who will benefit, and wasteful or harmful variation will be eradicated.


‘It is about putting people at the heart of our NHS. It will mean that our NHS will listen to peoples' views, gather information about their perceptions and personal experience of care and use that information to further improve care. 


The Quality Strategy is about people. It is for all of us. It aims to provide everyone with the care and compassion they want and need by enabling their voice to be heard and then designing services with them that are amongst the safest, most effective and best in the world. The strategy aims to ensure that in our NHS this is provided reliably to every person, every time.”











“We feel that patients’ input has been railroaded and these documents do nothing to give patients confidence or the feeling of, 'Light at the end of the tunnel’.” (Patient & Carer)











the Canadian Clinical Case definition is used;


the psychological/psychiatric bias is removed;


in the absence of good and sufficient scientific evidence, anecdotal and empirical evidence from patients and clinicians is used for treatment protocols;


current biomedical research is given its rightful place;


there is recognition of the neurological, autonomic, neuroendocrine, and immune symptomatic manifestations;


the promotion of GET and CBT is dropped and its potential harm recognised;


the needs of children are properly covered;


the needs of the severely ill are properly covered;


the correct advice is given to patients: to rest and convalesce in the initial stages and to pace one’s activities thereafter;


9. GPs are referred to the full CCD for further information and 


10. the 4 Page Clinical Working Case Definition of M.E. : Carruthers  (Appendix 1) is adopted as the Quick Reference Guide 











� Carruthers, B. et al. (2003): Myalgic Encephalomyelitis/ Chronic Fatigue Syndrome: Clinical Working Case Definition, Diagnostic and Treatment Protocols in the Journal of Chronic Fatigue Syndrome, Vol. 11 (1) 2003, pp7-115.  A copy of the overview version of this guideline - Myalgic Encephalomyelitis/Chronic Fatigue Syndrome: A Clinical Case Definition and Guidelines for Medical practitioners: An Overview of the Canadian Consensus Document Bruce M Carruthers and Marjorie I van de Sande 2005 – is enclosed. 


� Shepherd, C & Chaudhuri, A (2007): ME/CFS/PVFS: an exploration of the key clinical issues, England, Thornton & Pearson/The ME Association.
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� New Zealand Guidelines Group (2004): Analysis of Chronic Fatigue Syndrome Guidelines. Report to the Ministry of Health.
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� Scottish Executive Health Department communication to accompany publication of the SLWG report, ref. NHS HDL (2003)2; sent from Ian Gordon, Head of Policy and Planning. This was one element of the SLWG remit.


� Comments to the Peer Review Group from Dr Charles Shepherd, Medical Director of the ME Association. Enclosed in full as Appendix 3.


� Short Life Working Group Report, page 9. [Full reference at note 5 above.]


� “The tenth revision (ICD-10) became mandatory in contract minimum data sets and central returns in the NHS in England on 1 April 1995 (Wales: 1 April 1995; Scotland and Northern Ireland: 1 April 1996).” Reference:   � HYPERLINK "http://www.connectingforhealth.nhs.uk/systemsandservices/data/clinicalcoding/codingadvice/faqs" ��http://www.connectingforhealth.nhs.uk/systemsandservices/data/clinicalcoding/codingadvice/faqs�


� This evidence has been highlighted in some of the responses submitted to the latest draft of the SGPS. Please see enclosures.


� SIGN 50: A Guideline Developer’s Handbook, Scottish Intercollegiate Guidelines Network 2008. Annex B – Key to evidence statements and grades of recommendations, page 51.


� For example, these problems have been documented, to varying degrees, in: 


The SLWG Report [see ref 5]; 


(ii) Stein, Ellie; Chronic Fatigue Syndrome: Assessment and Treatment of Patients with ME/CFS: Clinical Guidelines for Psychiatrists (2005); 


(iii) Hooper, Malcolm; Magical Medicine: How to make a Disease Disappear, on-line publication, 2010; 


(iv) Twisk FNM, Maes M. A review on cognitive behavioral therapy (CBT) and graded exercise therapy (GET) in myalgic encephalomyelitis (ME)/chronic fatigue syndrome (CFS): CBT/GET is not only ineffective and not evidence-based, but also potentially harmful for many patients with ME/CFS. Neuro Endocrinol Lett. 2009 Aug 26;30 (3):284-299. 





� Comments about service planning from Dr Nigel Speight, Medical Advisor to the 25% ME Group. Enclosed in full as Appendix 4.





