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UCL Clinical Research Insurance Registration Form for CTIMPs
and Non-CTIMPs
What is covered? 

The insurance for all UCL sponsored studies is provided by a commercial insurer.  The insurance policy provides two types of cover for all studies: 

· Cover for claims against UCL for negligence by research participants and others.
· Cover for non-negligent harm to study participants that is compensation to participants where negligence cannot, or is not proven.

A note summarising the terms and conditions of the policy and a cover note are available from jro.sponsorship@ucl.ac.uk 
Studies where the insurer needs to be notified before cover is provided  
For the majority of studies - CTIMPS and non-CTIMPs, cover is automatic, and we are required only to provide the insurer with a list of all studies covered by the policy. This list is provided by the JRO and contains all UCL sponsored studies registered with the JRO. However, for a minority of studies, in certain categories, the insurer requires prior notifications before cover can be provided. These are: 

· Clinical Trials (CTIMPs) or other interventional studies which aim to enrol pregnant women.
· Clinical Trials (CTIMPs) or other interventional studies where subjects are under 5 years of age at the time of entry to the study and the aim is prophylaxis.
· Clinical Trials (CTIMPs) or other interventional studies which enrol more than 5000 research subjects.
· All international Clinical Trials (CTIMPs) or other interventional studies with overseas sites.

· All Clinical Trials (CTIMPs) involving a gene therapy medicinal product.
These types of studies will only be covered with the approval of the insurers. In addition, special insurance arrangements may be required for participating sites in CTIMPs or device trials outside the UK.  Where studies are referred to the insurer, the insurer may: 

· Decide that the study can go ahead with no further conditions 

· Decide that the study can go ahead with the provision of an additional payment

· Refuse to provide cover. 

An insurance registration form must be completed for each study. The purpose is to identify those studies where cover is not automatic and where the insurer’s approval is required before sponsorship can be agreed.
Completing and updating the form
This form should be completed prior to grant application as additional insurance may be required and will need to be costed in.

The form should be updated and re-reviewed if any of the participant or site details are amended substantially during the course of the trial, requiring a re-review of the current insurance in place.

If the insurer’s approval is required and agreed, a confirmatory email will be sent by the insurer to the JRO/relevant CTU contact, which will be filed in the TMF/Sponsor File.  

Who to contact /submit completed form and/or queries to.
For trials involving the NHS or social care setting:
The JRO or relevant CTU contact administers this form on behalf of UCL. 
All queries relating to UCL’s insurance provisions, additional cover and local policies (where needed for international sites) and the completed form should be directed to your JRO or CTU contact.

For all other trials please discuss with the UCL Research Ethics committee
Who should complete the form? 

The Chief Investigator should complete this form, though this may be delegated to a member of the CI’s research team or the JRO/CTU study contact if they fully understand the details of the clinical study or trial. 
For each trial complete sections 1 and 2 below.
The insurer requires information in lay terms using straightforward explanations, such as you would use when explaining a study to a participant when seeking informed consent. 

SECTION 1:  GENERAL INFORMATION
	
	Question
	Response

(If the space in this column is insufficient please expand the table.)

	1
	Trial Title
	

	2
	Name of Chief Investigator (CI) for the study/trial.
	

	3
	Does the CI for the study/trial hold a UCL contract?
	Substantive   FORMCHECKBOX 

Honorary       FORMCHECKBOX 

No UCL contract  FORMCHECKBOX 


	4
	If the CI is not a UCL employee, please give full contact details of the employer where the CI holds a substantive contract.
	Employer:
Address: 

Email: 

Tel:



	5
	For UCL Student projects only:

If you are undertaking a student project as a UCL registered student, please provide name and contact details of your academic supervisor.
	Name of supervisor: 
Dept: 
Email: 

Tel: 



	6
	Are any of the sites in the UK private or non-NHS hospitals or private care homes? 

If yes, list site details 
	Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 

Sites:

	7
	Do you intend to enrol private patients in NHS hospitals? 
	Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 




SECTION 2:  To be completed for all studies
IDENTIFYING STUDIES THAT REQUIRE SPECIFIC APPROVAL FROM INSURERS 

If you are enrolling to any of the following study types, then a referral to the insurer will be required: 
· For Clinical Trials (CTIMPs) or other interventional studies where an inclusion criterion is pregnancy. 

· For Clinical Trials (CTIMPs) or other interventional studies where the study enrols children under 5 years of age at the time of entry and the aim is prophylaxis. 

· For Clinical Trials (CTIMPs) or other interventional studies with over 5000 research subjects.  

· For Clinical Trials (CTIMPs) or other interventional studies with international sites. 
· For Clinical Trials (CTIMPs) involving a Gene Therapy medicinal product. 
	1
	Please list: 

 - all of the participating countries 
 - anticipated number of sites per country

 -  anticipated numbers of patients per country 
(Add rows where necessary – or supply as a separate list)
-  Please supply total numbers of sites and of patients you are planning to recruit

	
	Country(ies)

	Number of sites
	Number of Patients

	
	
	
	

	
	
	
	

	
	Total
	
	

	2
	Is the study a CTIMP or other interventional study?
	Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 


	3
	Is the study a CTIMP involving a gene therapy medicinal product?
	Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 



	4
	Do the inclusion criteria for the study include a requirement for the research participant to be pregnant?  

If yes, please provide brief details – including whether the trial is primarily concerned with the health of the mother, or that of the unborn child.  

Details:


	Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 



	5
	a. Will there be children aged under 5 at the time of entry in the trial?  

b. Is the aim of the trial prophylaxis? 
	Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 

Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 



	6
	Is it the intention that the Trial will be sponsored by an institution other than UCL?

If yes, Sponsor Name: ……………………………………………..

	Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 


 FORMCHECKBOX 
 



	7
	Will a UCL affiliated CTU be managing the Trial?

If yes, Name of UCL affiliated CTU: ………………………………..
	Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 


 FORMCHECKBOX 




Name of person completing the form: …………………………………….
Email: ………………………………………………………………
Date:
………………………………………………………………
Please email the completed form to the UCL sponsorship point of contact for your trial (e.g. JRO Sponsorship Officer, JRO Sponsor Regulatory Advisor or CTU contact) 
SECTION 3: To be completed by JRO Representative / CTU contact

DEPARTMENTAL REVIEW / DECISION
	Is referral to insurer needed? 
	Yes   FORMCHECKBOX 
   (complete following sections)
No     FORMCHECKBOX 


 FORMCHECKBOX 
  (automatic cover applies, complete reviewer         name/date at end of table)


	If yes:

· Reason 

	

	· Date referral undertaken

	

	· Additional insurance provision needed?

	Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 


 FORMCHECKBOX 


	If yes:

· Details of cover obtained. Attach email from insurer with insurer’s quote and requirements to this document.

	

	· Date insurance confirmed by insurer following referral

	

	Form review completed by (To be completed by JRO Sponsorship Officer, JRO Sponsor Regulatory Advisor or CTU Representative)


	Full Name: 


	Position:


	Date:
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