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Documents required by the University Hospitals of Leicester R&I Office for Genetic Material Safety Committee review of applications for research that involve Genetic Materials or Gene Therapies
The following documentation is required for ALL applications for research involving either Genetic Materials or Gene Therapies.  Please ensure that ALL documentation is correctly Version Controlled, including Date and latest Version numbers where appropriate.  Missing documentation will delay the process unnecessarily.
NB. It is the Investigator responsibility to ensure that all documentation is correct.  
	Short Title of Research Study
	

	Name of Local Investigator
	

	REC Ref No: 

(if available)
	

	Name of Sponsor


	

	Name of Funder


	

	Documents
	
	Enclosed/Attached

	Research protocol including Appendices & Data Collection Tools (correct Version & Dates)
	MANDATORY
	□ Electronic Copies (only)

	HRA Letter of Approval

	MANDATORY


	□ Electronic Copy 


	Comprehensive costing detailing resource implications and reimbursement mechanism to UHL. (Commercial companies, please use the NIHR Costing Template. Please ensure all pharmacy costs are incorporated and agreed). Non Commercial partners, please use Statement of Activity and Schedule of Events
	MANDATORY
	□ Electronic Copy

	Commercial companies ONLY

DRAFT Clinical Trials Agreement produced by Sponsor – (if mCTA not used, a full review by UHL legal team will be required)
	MANDATORY
	□ Electronic Copy  



	Principal Investigators & all Research Team CVs including evidence of recent GCP Training – signed and dated


	MANDATORY
	□ Hard Copy OR



	Details of Research Team roles & any relevant training that will be required. 

	MANDATORY
	□ Electronic Copy

	Participant Information Sheet (version approved by REC) 


	MANDATORY
	□ Electronic Copy

	Participant Consent Form (version approved by REC) 
	MANDATORY
	□ Electronic Copy

	Completed Review Form for Pharmacy.

Discussion with the Pharmacy Team early in the process and before submission of documentation is strongly recommended.  






	MANDATORY
	□ Electronic Copy



	Standard operating procedures and GM training sign-off sheets to be used for training of staff administering GM
	MANDATORY
	□ Electronic Copy

	Information leaflets for staff/public who may come into incidental contact with GM patients or waste. NB – this is not the patient information leaflet
	MANDATORY
	□ Electronic Copy

	GTAC approval letter OR confirmation of non-applicability of UK gene therapy legislation
	MANDATORY
	□ Electronic Copy 


	Material Safety Data Sheet (MSDS) of vector and product
	MANDATORY
	□ Electronic Copy 


	Risk assessment of therapy (including storage, preparation, administration, sampling, analysis, shedding and disposal)
	MANDATORY
	□ Electronic Copy

	Participant Invitation letter 


	IF APPLICABLE


	□ Electronic Copy

	Completed Review Forms for Support Services – 


                                                   
Imaging

             □




Pathology

□




Cardiology

□





Medical Physics

□


	AS APPLICABLE
	□ Electronic Copy  

	DRAFT MTA / Third party agreement for the transfer of Human Tissue – if appropriate.  
	IF APPLICABLE
	□ Electronic Copy 


	Any other documents listed on the Ethics Committee approval letters and not covered above.


	IF APPLICABLE
	□ Electronic Copy

	Any other documents listed on GTAC approval letters and not covered above


	IF APPLICABLE
	□ Electronic Copy

	Covering Letter – detailing all enclosed documentation
	RECOMMENDED
	□  Hard Copy – Original Signatures

	NON NHS Researchers


	Please contact the office
	You MAY need an Honorary Contract
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