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OHC CLINICAL TRIAL PROJECT
Aims 
The current guidelines published by NICE in 2010 recommend treatment of ME/CFS using a combi-
nation of CBT and Graded Exercise therapy for the majority of patients. Published literature has 
shown in large studies that this approach is only moderately effective in most patients. Patients on av-
erage have the disease for over 6 years, but NICE guidelines are based on less than 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. 

In late 2012 The Optimum Health Clinic published a preliminary study in the British Medical Journal 
Open which showed that patients who were treated using our protocols showed a significant im-
provement in some symptoms of ME/CFS after only 3 months of treatment. Our aim is to enable more 
patients to recover from ME/CFS by using our methods of treatment and to achieve that we need to 
create an evidence base which the NHS will accept and then allow patients to be treated on the NHS 
using our integrative medicine approach. 

An important part of creating the evidence base is to conduct a controlled clinical trial in NHS facili-
ties which is randomised and which measures some key parameters which can show if the patient is 
improving on our treatments. 

OHC Treatments 
The clinic offers a psychology intervention which consists of a combination of techniques constructed 
in a manner specific to the needs of those with ME/CFS. The primary aim of this approach is to reduce 
the anxiety that is associated with having a debilitating and unpredictable condition, improve emo-
tional well-being and help individuals slowly manage and increase their activity within their own lim-
its. 

Tailored nutritional therapy is achieved via one-to-one consultations with individuals. To begin, a very 
detailed history is taken based upon the information given in the symptom profile. Qualified nutri-
tional therapists (who have been given specialist training regarding ME/CFS from the clinic) then 
suggest tests consistent with symptomatology. Results from these tests are then used to compose an 
evidence-driven diet and supplement programme. As most cases of ME/CFS are complex involving 
multiple body systems, this process is often iterative and follow-up consultations are necessary to 
check progress and make alterations to the protocol. 

Patients 
An estimate of the number of patients suffering from ME/CFS in UK is around 250,000 at any one 
time. Less than 5% of patients will recover if left untreated. Recent studies show that only 8,000 pa-
tients are assessed and treated in Specialist NHS facilities each year. Our trial needs 120 patients to 
complete the study who will be randomised into treatments groups and followed up for a period of 
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of 12 months.  This longer period of treatment compared to the study we published in 2012 will hope-
fully 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 treat-
ment of ME/CFS, and also from the 49 specialist NHS service clinics who currently treat ME/CFS pa-
tients.  

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 be approximately £1750 for the duration of this 
study. 

Research Documentation 
Controlled clinical studies are managed by commercial organisations or by academic institutions who 
have relevant expertise in the area of research.  Our charity have signed an agreement with the Uni-
versity of Surrey who have an internationally recognised Faculty of Health and Medical Sciences offer-
ing research posts in areas including psychology and nutritional medicine.  The principal Investigator, 
a Senior Research Fellow of the University will work with us and a part time researcher to develop the 
documentation and manage the project over the period of research.  

The researcher is required to assist 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 have to 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  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 ac-
cordance with regulatory requirements for clinical trials in UK. 

Ethics Approval 
Ethical approval will be applied for from the University of Surrey Ethics Committee and the relevant 
NHS ethical committee (NREC).  Each centre who 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 CFS/ME.  

The submission of documents for Ethics approval can’t begin until all the documentation has been 
created and approved by the University and our charity. Once the documents are submitted, it can 
take up to 12 months to get approval for a study. Recruitment of patients cannot begin until the Ethics 
approval has been granted. 
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Timeframe 
We are planning to appoint a Researcher before the middle of 2015, and complete the documenta-
tion phase by the end of October. Whilst this is being completed, we can begin to identify the cen-
tres and GPs who are interested in recruiting patients. Ethics application and approval will then be 
progressed so that by Q3 2016 all of the necessary centres will have granted us approval and re-
cruitment can begin. 

We are anticipating recruitment may take up to 18 months to complete, and each patient will be fol-
lowed up for a period of 12 months. The plan is to complete the follow up and close the study by Q2 
2018. The results then have to be analysed and a publication written and accepted by a peer re-
viewed journal. 

Ian Hatton 
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