Indemnity paragraphs for COREC form and Information Sheets 

	
	NRES form
	Patient Information Sheet.

	For projects where QMUL is acting  as sponsor


	As QMUL is acting as sponsor the NHS insurance scheme will not apply and the research will involves a non-NHS site, therefore please select the following options on the NRES form:
A35-1:  “Other insurance or indemnity arrangements will apply (give details below)”
A35-2:   “Other insurance or indemnity arrangements will apply (give details below)”
A35-3:   “Research includes non−NHS sites (give details of insurance/indemnity arrangements for these sites below)”
As the NRES form asks for further details in all these sections please add the following statement to sections A35-1, A35-2 and A35-1 “Queen Mary University of London provides no fault insurance for all of its studies, a copy of the insurance policy has been included”.  A copy of the current QMUL insurance schedule will need to be submitted with the NRES application and this will be supplied by the Joint R&D office during the registration process
A36 the default answer is “No”; however occasions may exist when this can be answered “yes”; advice can be obtained from the Joint R&D Office.
	What happens if there is a problem? 

Queen Mary University of London has agreed that if you are harmed as a result of your participation in the study, you will be compensated, provided that, on the balance of probabilities, an injury was caused as a direct result of the intervention or procedures you received during the course of the study. These special compensation arrangements apply where an injury is caused to you that would not have occurred if you were not in the trial. These arrangements do not affect your right to pursue a claim through legal action.
Please also add the following if dealing with patients

Please contact Patient Advisory Liaison Service (PALS) if you have any concerns regarding the care you have received, or as an initial point of contact if you have a complaint.  Please telephone 020 7377 6335, minicom 020 7943 1350, or email pals@bartsandthelondon.nhs.uk, you can also visit PALS by asking at any hospital reception.
For healthy volunteers

If you have a complaint please contact:

The Complaints Officer

c/o Chief Operating Officer for the Barts and The London, 

Queen Mary School of Medicine and Dentistry

Wardens Office
32 Newark Street
Whitechapel
London E1 2AA



	For projects where BLT is acting  as sponsor


	As the NHS insurance schemes applies in this case please select the following options on the NRES form:
A35-1:  “NHS indemnity scheme will apply”
A35-2:  “NHS indemnity scheme will apply to all protocol authors”
A35-3:  “All participants will be recruited at NHS sites and NHS indemnity scheme or professional indemnity will apply”
A36 the default answer is “No”; however occasions may exist when this can be answered “yes”; advice can be obtained from the Joint R&D Office.
	What happens if there is a problem?

We would not expect you to suffer any harm or injury because of your participation in this study.  If you are harmed by taking part in this study, there is no special compensation arrangement. If you are harmed due to someone’s negligence, then you may have grounds for legal action but you may have to pay your legal costs. Regardless of this, if you wish to complain or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms should be available to you. 

 

Please contact Patient Advisory Liaison Service (PALS) if you have any concerns regarding the care you have received, or as an initial point of contact if you have a complaint.  Please telephone 020 7377 6335, minicom 020 7943 1350, or email pals@bartsandthelondon.nhs.uk, you can also visit PALS by asking at any hospital reception.

	Commercially sponsored
	The commercial sponsor will complete this.
	The commercial sponsor will complete this.
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