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1 At the OHCF, we believe that ME/CFS actually encompasses a complex group of conditions including: 
Fibromyalgia, Post Viral Fatigue Syndrome (PVFS), Chronic Fatigue and Immune System Dysfunction Syndrome 
(CFIDS) as well as Chronic Fatigue Syndrome (CFS) and Myalgic Encephalomyelitis (ME).  For the sake of simplicity, 
we shall use the term ME/CFS to refer to these conditions. 

RANDOMISED CONTROLLED  
TRIAL FOR ME/CFS  

           What is the need? 

Myalgic encephalomyelitis or chronic fatigue syndrome (ME/CFS1) is a condition characterised by a 
prolonged and debilitating fatigue. Although more has been understood in recent years, the exact cause 
of the disorder is still under debate.


ME/CFS can shatter lives, and often for many years. As well as fatigue, sufferers often experience sleep 
difficulties, neurological disturbances, muscle and joint pain, headaches and other symptoms.  And, 
whilst the severity of symptoms differ considerably from patient to patient, many are bedridden or 
confined to the house for long periods and are no longer able to work.


It is estimated that ME/CFS affects around 250,000 people in the UK each year (www.nhs.uk/conditions/
Pages/hub/aspx) and 17 million worldwide (the Worldwide Patient ME/CFS Alliance). Recent studies 
show that only 8,000 patients are assessed and treated in specialist NHS facilities each year.  

Without treatment, less than 5% of patients will recover.


In comparison, other chronic illnesses such as Multiple Sclerosis (100,000 patients in the UK), and 
Parkinson’s Disease (130,000 patients in the UK) are much more widely understood, supported and 
publicised. ME/CFS affects men and women, the young and old, and is one of the most misunderstood, 
poorly supported and under diagnosed conditions of our generation.


GP awareness is generally very low and yet each practice could be seeing 30-40 sufferers each year.  
Medical guidelines dictate that the diagnoses can only be confirmed after six months of the symptoms, 
and the condition is often misidentified as depression, and medicated accordingly.  This can help elevate 
mood and psychological outlook of patients, but not reduce fatigue and other symptomology.  Even if 
patients are correctly diagnosed, given the lack of support and understanding available, the experience 
often feels overwhelming, deeply frustrating, and at times desperate.  

Owing to the lack of clear and definitive treatment strategies, many people seek out complementary and 
alternative medicines.  And, although NICE acknowledges that such therapies can be beneficial in 
managing symptoms, there is a lack of published evidence for the effectiveness of these treatments. 


Very little hope of recovery is offered by conventional treatments for ME/CFS. 
  
NICE recommended treatments such as Cognitive Behavioural Therapy (CBT) and Graded Exercise 
Therapy (GET) have been shown to be effective in some cases. However, in our experience, many 
patients have difficulty engaging with these therapies. CBT is invariably seen to be blaming the patient for 
his or her thought patterns, and GET can be physically damaging if implemented at the wrong time, 
which is often the case.  
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Patients, on average, have the disease for over six years, but NICE guidelines are based on one year of 
treatment sessions in NHS facilities.  


There is a clear, unmet need for an effective and safe approach to treatment 
of these patients throughout their recovery process.  

             What do we believe is the solution? 

We have spent eleven years using our integrative medicine approach to treat over 5,000 patients 
suffering from ME/CFS, in over 34 countries.


In our experience, integrative medicine plays a very positive role in helping patients to recover from ME/
CFS and we therefore believe that integrative medicine should be made available to as many ME/CFS 
sufferers as possible.


ME/CFS is so complex that there are almost as many versions of ME/CFS as there are individual 
sufferers. What is special about our approach is that it takes account of this complexity.


Our approach is “patient centred” which means that we put our patients at the centre of the treatment 
process by:


• recognising the physical and psychological complexity of ME/CFS;


• embracing the biochemical individuality of each patient;


• applying a unique combination of psychology, nutrition and clinical medicine.


Our three teams work together to create a tailor-made treatment plan for each patient:


• The psychology department is composed of practitioners trained in clinical hypnotherapy, neuro-
linguistic programming, life coaching, emotional freedom technique and psychotherapy.  The 
primary aim of this approach is to reduce the anxiety associated with having a debilitating and 
unpredictable condition, improve emotional well-being, and help individuals slowly manage and 
increase their activity within their own limits. 


• Tailored nutritional therapy is achieved via one-to-one consultations with patients.  To begin, a 
very detailed history is taken, based upon the information given in the symptom profile.  Qualified 
nutritional therapists (who have undergone further specialist training) then suggest tests consistent 
with presenting symptoms.  Results from these tests are then used to compose an evidence-driven 
diet 

Former patient – Karen Burns   
I had been ill for years by the time I found OHC.  Although I still worked full time as a 

Physiotherapist in Special schools, I was spending all of my free time resting 
rather than doing the sports that I love. 

What I liked about OHC was that it’s individually tailored – definitely not 
a ‘one answer fits all’ approach.  I felt reassured by the fact that the 
team had all had their own personal journeys with the condition, and 
was impressed by their dedication. 

Within a few months of working with OHC my headaches had all gone, I 
was sleeping easily and getting fewer colds which only lasted a few days 

each!  

What does the future hold?  Choices…. 

“

“
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• The medical department provides a diagnostic service and overall support for our integrative 
medicine approach to the practitioner team.


What makes our patient-centred approach special is that it is based on considerable personal experience 
of ME/CFS. Eleven of our staff, including seven out of eight psychology practitioners, have suffered from 
ME/CFS and fully recovered from it. All our trustees have personal experience of this illness.


This personal experience gives us the knowledge, the confidence, and the belief that full recovery from 
this awful illness is possible and we are able to share our experience and impart that sense of belief to 
our patients. This experience is a vivid example to our patients who, perhaps for the first time, can see 
and talk to people who have truly recovered from ME/CFS and are leading active lives.  This represents a 
fundamentally different starting point to that of conventional treatments.


No other private clinic offers our approach to integrative medicine backed by so much personal 
experience and understanding of ME/CFS:


• In a recent survey of 188 patients, 93% said that they had benefited from working with the 
clinic,  

• In 2012 we had a study published in the British Medical Journal Open, finding statistically 
significant improvement at three months in all our treatment groups.  

            What does OHCF plan to achieve? 

Our mission is to make integrative medicine available to all as a treatment for ME/CFS.  To achieve this 
we believe that our long-term strategy of funding research to demonstrate the effectiveness of our 
treatments to the NHS is the only real choice.


To this end, we established our charity ‘The Optimum Health Clinic Foundation’ (reg no. 1131664) in 
2014.  The OHCF is governed by a Board of trustees who each have a deep personal interest in our 
work.  David Butcher, our chairman, Catriona Lennox, our fundraising specialist and Tim Bichara are all 
former patients, and Ian Hatton’s (Chair of the Research and Medicine Committee) daughter is currently 
being treated by the clinic.  Together, they bring a wealth and diversity of business and charity experience 
to the Board.  

Our survey last year demonstrated that over 90% of respondents stopped        
becoming a patient of OHC because of the cost.   

 
It is heartbreaking for us not to be able to help, and it is for this reason that we are passionate about 
making treatments freely available, and not just to those who can afford to come to a private clinic. 


In order to deliver the evidence base that we need, we are shortly to commence a controlled clinical trial, 
in NHS facilities, which follows the ‘gold-standard’ of randomisation and which measures some key 
parameters which can show if the patient is improving on our treatments.


Ground-breaking clinical research 

Our trial needs 120 patients to complete the study who will be randomised into treatment groups and 
followed up for a period of 12 months.  This longer period of treatment, compared to the study we 
published in 2012, will show the sustainable effect of our integrative medicine approach and provide 
evidence that it is effective and safe.


We will recruit our patients from GPs who have shown an interest in alternative approaches to treatment 
of ME/CFS, and also from the 49 specialist NHS service clinics who currently treat ME/CFS patients. 
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We will recruit our patients from GPs who have shown an interest in alternative approaches to treatment 
of ME/CFS, and also from the 49 specialist NHS service clinics who currently treat ME/CFS patients. 


Patients will be allocated into one of four groups, to receive either psychology support, nutrition support, 
a combination of psychology and nutrition support, or standard NHS treatment, as recommended by 
NICE.  Therapy will be conducted at multiple locations and will include Skype calls to the patient’s home. 
Initially therapy will be conducted at the OHC in London by OHC psychology and nutrition qualified staff. 


We estimate that the treatments for each patient will cost approximately £1,750 for the duration of this 
study.


Our research partner in this study is the University of Surrey who have an internationally recognised 
Faculty of Health and Medical Sciences, offering research posts in areas including psychology and 
nutritional medicine.  The Principal Investigator, a Senior Research Fellow of the University, will work with 
us, together with a part-time researcher, to develop the documentation and manage the project over the 
period of research. 


The researcher is required to assist with protocol design, ethics applications, as required, assistance with 
patient recruitment, study administration and to conduct the data collection, analysis and write-up, including 
write-up of scientific publications


Protocols which describe in detail the nature of the investigations, the number of patients, methods of 
recruitment, statistics assessments, safety procedures, patient consent literature and an investigator 
brochure will be developed and submitted to each of the ME/CFS centres who respond positively to us 
and agree to take part in the study.  The centres may be located anywhere in the UK so this part of the 
project will take a considerable amount of time and resources from our budget. We expect to source our 
patients from a number of different clinics or GPs around the country in order to collect the required 
number of patients in a reasonable time period.


The researchers will also work with OHC practitioners, who will manage the patient sessions over the 12 
months follow up, and our administration team to ensure all the documentation is handled in accordance 
with regulatory requirements for clinical trials in UK.


Former patient – Jane Hume 

In October 2010 I completely collapsed.  My doctor said that I had ME but 
that I had to wait six months before I could be formally diagnosed and that I 

was to go away and rest.  I had a family and business to run.  I became so 
ill; I couldn’t take noise or strong smells.  If I ate certain foods I felt giddy 
and felt like throwing up.  My joints hurt and I wanted to cut off my hair 
because I didn’t have the energy to wash it.   

The 90 day programme and the website were what saved me from 
losing further years of my life to ME.  I am no longer afraid to go to 

sleep.  I don’t panic if I feel tired.  I can say no.  I find it hard to put into 
words how much I owe OHC for guiding me and making me feel 

supported every step of the way. 

                               Thank you so much x 

“

“
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Ethical approval will be applied for from the University of Surrey Ethics Committee and the relevant NHS 
ethical committee (NREC).  Each centre, which is taking part by providing patients, will need to grant 
ethics approval for our study. There is no centralised ethics approval in UK, so it is managed on a local 
basis. 


We will use a recruitment and randomisation method that will recruit a control group. It is important to 
consider the ethical concerns of offering no treatment; therefore the control group will receive the 
current NHS care for ME/CFS.  

 
Why now? 

We believe this is the right time to engage with the NHS in pursuit of our mission because:


• Recent changes to the benefits system in the UK have adversely affected those with ME/CFS 
because the complex and fluctuating nature of the illness falls outside the parameters of the 
measures used. This means that patients in an already extremely vulnerable situation are at 
best having to fight difficult battles to retain their benefits or at worst losing them altogether. 
The psychological and physical distress that this engenders is substantial, particularly 
significant at a time when people with ME/CFS need the most support with their health. 


• Major changes to the structure and operation of the NHS make funding of external treatment 
possible. These changes are intended to create more efficiency in healthcare, and to give 
patients and healthcare professionals a greater say in the treatments offered, especially for 
chronic, disabling conditions such as ME/CFS.


• The two specific NHS vehicles that create an opportunity for us are:


- “any qualified provider” – this is where any service provider that can provide a cost 
efficient and clinically proven programme can apply for funding from the local 
commissioning bodies


- “personal health budget” – this gives patients with complex conditions such as ME/CFS, 
control over how part of their treatment budget is spent


These changes make it imperative that we secure funding from the NHS 
in order that all ME/CFS sufferers may have the option to choose our 

treatments at the OHCF.


           
                     What support are we looking for? 

In order to meet our objective of making our treatments freely available on the NHS in five years time, 
we urgently need your support in order to commence this three-year research project immediately. 


With your support, we can have a researcher in place by July this year and the documentation phase 
completed by October this year. Whilst this is being completed, we can begin to identify the centres 
and GPs who are interested in recruiting patients. Ethics application and approval will then be 
progressed so that by Autumn 2016 all of the necessary centres will have granted us approval and 
recruitment can begin.


We are anticipating recruitment may take up to 18 months to complete, and each patient will be 
followed up for a period of 12 months. The plan is to complete the follow up and close the study by 
Spring 2018. The results will then have to be analysed and a publication written and accepted by a 
peer-reviewed journal. 
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Number of Patients Start Finish

Psychology patients 30 24

Nutrition patients 30 24

Combined patients 30 24

Drop out rate 20%

Recruitment per month 5  

Total patient completed 72

Months to complete 
recruitment 14.4  

Cost Per 
Patient

£ Per patient Assuming 
90 patients 
recruited 
to OHC 
groups

University of 
Surrey

123,000  £            
1,367 

43%

Nutrition 
Supplements

68,000  £              
756 

24%

OHC 96,255  £            
1,070 

34%

287,255  £     3,192 

Budget per Patient

Activity Description
Per 
month Cost £

Material 
preparation

Employment of Research project leader. Finalising protocol, 
preparing pack for participants including consent form, statistics 
power calculations,  info sheet and all other required documents

120,000

Ethics 
application

Full application and amendments to University ethics and NHS 
centre(s) 3,000

Recruitment/ 
Screening   

15 minute chat, informed consent, triage to Psychology, 
Nutrition or Combined. Medical Diagnosis if required

1,125

Recruitment/ 
Screening   Medical diagnosis if required. 50% estimate 500 16,750

90 day 
programme

6 per session. All patients. Practitioner costs £1.5K per course. 
including on costs 1 19,500

Psychology 
consults x 6 each patient   £60 per hour

18 19,440

Nutrition 
consults x 6 each patient   £60 per hour

18 19,440

Supplements Nutrition and Combined Groups only
   

1,200 68,000

Research Admin 2 days a week contract 20,000

Data Analysis, 
write up and 
publication 0

£287,919
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Patron Shirley Conran - international  bestselling author, founder President 
of the Work-Life Balance Trust and current patient.


Claire Jones – classical musician and recording star, formerly the 
official harpist to the Prince of Wales.

Trustees    David Butcher BA (Hons) (Chairman) – former chief executive in 
financial services and former patient


Ian Hatton BSc - pharmacist, research specialist and father of 
current patient.


Catriona Weir Lennox MSc - former director and fundraising 
director of several charities, trainee counsellor, former patient. 


Tim Bichara – technology entrepreneur and former patient

Company Secretary Gillian Farrier

Senior Team Alex Howard BSc (Hons) - Founder and CEO

Helen Lynam BSc, mBant, NTCC – Director of Nutrition

Jess Thompson BSc, Dip Counselling, PGCE, 
Dip.Clin.Hyp.NLP.Coach EFT – Director of Psychology

Glynn Gratrix - Director of Finance and Operations

APPENDIX I


The Optimum Health Clinic Foundation


(Registered charity number 1131664)

For full biographical details please visit: www.TheOptimumHealthClinic.com/people  


Trustees’ Contact Details 

David Butcher              david@theoptimumhealthclinic.com; mobile 07785 592751

Ian Hatton    ian.hatton@optimumhealthfoundation.com ; mobile 07979 603288

Catriona Lennox          catriona@theoptimumhealthclinic.com ; mobile 07966 447 936

The Optimum Health Clinic Foundation 
Bickerton House 

25-27 Bickerton Road 
London 
N19 5JT
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