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DIRECTORATE OF RESEARCH AND INNOVATION

Joint Research and Development Office
REGULATORY GREEN LIGHT CHECKLIST
	TRIAL INFORMATION

	Title of Project
	

	R&D Number
	

	REC Ref
	

	EudraCT Number
	

	IRAS No.
	

	Chief Investigator
	

	IMP
	

	Site Name and ID
	

	Principal Investigator
	

	Lead Research Nurse
	

	Lead Pharmacist
	


	Item 


	Received
	Date Granted/Comments

	1. Approvals 
	
	

	HRA Approval granted 


	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Acknowledgement of compliance to the conditions addressed by HRA
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	MHRA Authorisation granted
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Acknowledgement of compliance to the conditions addressed by MHRA 
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	REC favourable opinion 
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Have any amendments been submitted after initial approvals. If yes, outline the approval in the comment section.
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	ARSAC approval
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Confirmation of site capacity and capability from R&D office
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	2. Agreements & Indemnification

	
	

	Site Agreement


	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Clinical Trial Agreement
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Sponsor & CI agreement
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Other Agreements

For example:

Collaboration agreement,

Research agreement 

Confidentiality agreements

Material Transfer agreements 

Technical Agreements 
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Funding letter 


	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Have new vendors been audited for suitability? 
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Indemnification – Is the trial insurance required and present?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	3. Trial Master File


	
	

	Is the TMF in place?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Where is the TMF is stored
	
	

	4. Site File and Other Documentation/ Equipment 
	
	

	Is the Site File in place?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	
	
	

	Other relevant documents or equipment provided to the site e.g. study manuals, IMP management plan, SOPs? 


	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	5. Training

	
	

	CV and GCP training certificates present for all the staff?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Protocol training provided to the site staff?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Has the delegation log been prepared?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	SIV training provided 
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	6. Pharmacovigilance


	
	

	Safety reporting documentation in place at the Site?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Training provided to the site staff to undertake safety reporting?


	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	7. Case Report Form (CRF)
	
	

	Is the final CRF/e-CRF in place?


	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Is the Trial database ready to go live?


	 Y  FORMCHECKBOX 
N  FORMCHECKBOX 

	

	Is there any e-CRF completion manual exist in the study
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	8. Investigational Medicinal Product (IMP) / Pharmacy


	
	

	Is the IMP ready to be supplied to the site?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Is the final IMP management plan in place?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Is the local pharmacy ready for dispensing the drug?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Is there an annex-13  approved IMP label in place?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Investigational Medicinal Product Dossier
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	Version:

	Approved Investigator Brochure/SmPC
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	Version:

	Copy of Manufacturers authorisation in place
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	QP release certificate
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	9. Computerised Systems
	
	

	Are all systems validated?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Can all the relevant site staff access all systems?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Training provided to the site staff?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	10. Laboratory & Equipment
	
	

	Has the lab manual/sampling instructions been provided to the site?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Sample collection kits available for distribution to the site?

	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Have all sample labels been finalised? 
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Validation of assay present?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Laboratory documentation:

Accreditation Certificates, sample logs, reference ranges, disposal logs 
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Other equipment
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	11. Out Of Hours Cover 

and Emergency Medical Provision
	
	

	24/7 provision & contact testing of emergency procedures
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Emergency unblinding process in place and

is documented
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	

	Has unblinding access been provided to all relevant individuals?
	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
 NA  FORMCHECKBOX 

	


	Date of Site Initiation Visit: 


	

	Please list if any other issues identified during the initiation?
	

	Regulatory Green Light given

	Y  FORMCHECKBOX 
N  FORMCHECKBOX 
    Date: 


	
	Role 
	Name & Signature 
	Date

	Completed by:
	Clinical Trials Coordinator/ Clinical Trials Manager 

(Delete as appropriate) 
	
	

	Reviewer: 
	Clinical Trials Manager/ Head of Governance, Clinical Trials and Contracts
(Delete as appropriate)
	
	

	
	Chief Investigator
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