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THIS TREATMENT IS NOT ROUTINELY COMMISSIONED FOR ANY PATIENTS AND 
EXCEPTIONAL FUNDING PANEL APPROVAL MUST BE SOUGHT PRIOR TO 

REFERRAL 
 

THIS POLICY RELATES TO ALL PATIENTS 
 
 

Funding for Post Clinical Trial Treatment 
 

General Principles 
Funding approval will only be given in line with these general principles. Where patients 
are unable to meet these principles in addition to the specific treatment criteria set out 
in this policy, funding approval will not be given. 

 
1. Funding approval must be secured by primary care prior to referring patients for 

assessment. Referring patients to secondary care without funding approval having been 
secured not only incurs significant costs in out-patient appointments for patients that may 
not qualify for surgery, but inappropriately raises the patient’s expectation of treatment. 

2. On limited occasions, the ICB may approve funding for an assessment only in order to 
confirm or obtain evidence demonstrating whether a patient meets the criteria for funding. 
In such cases, patients should be made aware that the assessment does not mean that 
they will be provided with surgery and surgery will only be provided where it can be 
demonstrated that the patients meets the criteria to access treatment in this policy. 
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3. Where funding approval is given by the Exceptional Funding Panel, it will be available for a 
specified period of time, normally one year. 

4. Funding approval will only be given where there is evidence that the treatment requested 
is effective and the patient has the potential to benefit from the proposed treatment. Where 
it is demonstrated that patients have previously been provided with the treatment with 
limited or diminishing benefit, funding approval is unlikely to be agreed. 

5. Patients with an elevated BMI of 30 or more may experience more post-surgical 
complications including post-surgical wound infection so should be encouraged to lose 
weight further prior to seeking surgery. 
https://www.sciencedirect.com/science/article/pii/S1198743X15007193 (Thelwall, 2015) 

6. Patients who are smokers should be referred to smoking cessation services in order to 
reduce the risk of surgery and improve healing. (ASH, 2016) 

7. In applying this policy, all clinicians and those involved in making decisions affecting 
patient care will pay due regard to the need to eliminate unlawful discrimination, 
harassment, victimisation, etc., advance equality of opportunity and foster good relations 
between people who share a protected characteristic and those who do not. In particular, 
due regard will be paid in relation to the following characteristics protected by the Equality 
Act 2010: age, disability, sex, gender reassignment, marriage or civil partnership, 
pregnancy and maternity, race, religion or belief and sexual orientation. 

 
 

Background 
A number of patients are provided with treatments or devices through clinical trials which are 
not routinely commissioned by the ICB. This includes drugs, devices and treatments which are 
either still in development or are established as a treatment but the ICB has been unable to 
secure resources to fund the treatments. 

 
This includes funding following treatments which are: 

 Undertaken or sponsored by the NHS, 
 Commercially funded, 
 Non-commercially funded such as charity or compassionate trials, and 
 Patients self-funding a trial of treatment. 
 Innovations funded through routes such as the Innovations and Technology Payment 

(ITP) 
 

Sources of Treatment 
 

Commercially Funded - 
In order to assess the efficacy of treatments they are developing, commercial companies will 
often sponsor trials on patients offering free access to the treatment for a limited time. 
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Responsibility for providing on-going access to a treatment lies with those individuals or parties 
that have initiated and sponsored either the clinical trial or drug company sponsored treatment. 

 
Non-commercially Funded - 
Similarly to commercially funded trials, organisations such as charities will on occasion fund 
clinical trials in order to assess the efficacy of treatments by offering free access to the 
treatment for a limited time. 

 
Self-funded - 
Patients, or their family and friends, will on occasion fund trials with treatments or devices in 
order to assess whether they will benefit from the treatment. This is often for treatments which 
are established and have been previously considered by the Commissioner but they have 

 

been unable to identify resources to routinely commission the treatments for a cohort of 
patients. 

 
Innovation and Technology Payment (ITP)- 
The programme supports NHS England’s commitment to accelerate the adoption and spread 
of proven and affordable innovations as set out in the Five Year Forward View and NHS Long 
Term Plan. The ITP aims to remove financial and procurement barriers to support the NHS to 
adopt innovative medical devices, diagnostics and digital products. 

 
Informed Consent Prior to Commencing a Trial or Innovation Treatment 

 
It is the responsibility of the provider trust and the patient’s clinician to ensure that patients are 
fully informed about the circumstances in which funding for a treatment is being provided; that 
it will not be continued routinely by the ICB; how long this funding will be provided for; and 
what will happen when it is withdrawn. The patient should agree to their management plan on 
discontinuation of treatment. Patients should be made aware of this commissioning policy in 
advance of treatment commencing and their consent should be documented. 

 
It is also the responsibility of the provider trust and the patient’s clinician to ensure that such 
arrangements are explicitly approved by the relevant governance body of the provider trust (for 
example the Drugs and Therapeutics Committee). 

 
It is the responsibility of the pharmaceutical/medical device company, the organisation 
conducting the trial (usually a provider trust), and the patient’s clinician, to ensure that patients 
are fully informed that funding for the continuation of treatment delivered as part of a clinical 
trial, that has been sponsored by a pharmaceutical or medical devices company, will not be 
provided unless it is agreed in writing by the ICB and the sponsoring pharmaceutical/medical 
devices company at the outset of the trial. 
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Requests for “pick-up funding” 
 

Commonly the timing of requests for funding for patients who have been in clinical trials is 
around the time that a license for the drug/indication is granted. There is an assumption by 
some clinicians conducting clinical trials that once the drug is licensed then the ICB should 
assume responsibility for funding the drug. This is incorrect. 

 
Requests for the routine pick-up of funding will therefore be rejected. 

 
Commissioning of Treatments or Devices 

 
The appropriate time for a commissioner to assume responsibility for on-going funding is if, 
and when, a decision has been made to fund the service development, and access to the 
treatment is opened to all patients meeting treatment criteria under the policy. This includes 
treatments mandated by NICE under a NICE Technology Appraisal or where 
services/treatments are explicitly commissioned by the ICB. 

 

 
The ICB does not automatically commission treatments which have been listed for support 
under the ITP. 

 
The ICB has a responsibility to consider and prioritise new treatments and or innovations 
being made available, but this in no way places any obligation on the commissioner to fund 
patients already on treatment funded by Industry by whatever route. 
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POLICY CRITERIA – NOT COMMISSIONED 
 

EXCEPTIONAL FUNDING PANEL APPROVAL REQUIRED 
 
The ICB will not routinely make funding available to enable continuing access to treatments 
provided under clinical trials or innovation programmes. 

 
This includes where it can be shown that the patient has individually benefitted from the 
treatment provided during a trial. 

 
Responsibility for providing on-going access to a treatment lies with those individuals or parties 
that have initiated and sponsored either the clinical trial or sponsored treatment. It is 
recommended that agreement is sought at outset from the ICB should there be an expectation 
of continuation of funding. 

 
Note : If a Clinical Drugs trial, please seek guidance from the ICB for assurance of the correct 
pathway 

 
 

Patients who are not eligible for treatment under this policy may be considered on an individual 
basis where their GP or consultant believes exceptional circumstances exist that warrant 
deviation from the rule of this policy. 

 
Individual cases will be reviewed at the ICB’s Exceptional Funding Panel upon receipt of a 
completed application form from the patient’s GP, Consultant or Clinician. Applications cannot 
be considered from patients personally. 

 
If you would like further copies of this policy or need it in another format, such as Braille or 
another language, please contact the Customer Services Team on: 0117 900 2655 or 0800 
073 0907 or email them on BNSSG.customerservice@nhs.net 

 
Connected Policies 
The following NHS England policy have been used to support development of this policy: 

 
 Commissioning Policy: Ongoing access to treatment following industry sponsored 

clinical trials or funding 
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https://www.england.nhs.uk/wp-content/uploads/2017/09/clinical-trials-comm-policy.pdf 
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