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IMPERIAL COLLEGE ACADEMIC HEALTH SCIENCES CENTRE

 Study Start Approval 

                      for Clinical Trials of Investigational Medicinal Products
	Title of Research Project:  
	

	Chief Investigator:
	

	Sites (with named PIs):*
	

	Sponsor Ref:  
	

	EudraCT Number:
	

	Investigational Medicinal Product(s)
	


	Ethical Approval Documents
	Date 
	Comment

	HRA approval
	
	

	Ethics application 
	
	

	REC favourable ethical opinion
	
	

	REC substantial amendment 1 favourable ethical opinion 
	
	

	REC substantial amendment 2 favourable ethical opinion
	
	

	Regulatory Approval Documents
	Date
	Comment

	CTA application 
	
	

	MHRA Notice of acceptance of CTA
	
	

	MHRA Notice of acceptance of substantial amendment 1
	
	

	MHRA Notice of acceptance of substantial amendment 2
	
	

	Agreements/contracts
	Date
	Comment

	Imperial College Sponsorship Confirmation letter 
	
	

	CI/PI delegation of responsibility
	
	

	Third party contracts/agreements (check CTA for outsourcing)
	
	

	Source document list
	
	

	Data Management Plan
	
	

	R&D approval
	Date
	Comment

	Confirmation  
	
	

	IMP Documents 
	Received / Date
	

	MA(IMP) 
	
	

	QP declaration of IMP manufactured in a third country (if applicable)
	
	

	Confirmation of QP oversight if the IMP(s) is imported from the approved country as per MHRA guidance: Guidance: Importing investigational medicinal products into Great Britain from approved countries
(This can be confirmed via email or on the risk assessment form, please specify in the comment section and add the date of the document or correspondence), 

(RGIT Monitor to add the information to the tracker) 
	
	

	Approved Study Documents (at time of study start approval sign-off)
	Version / Date
	Comment



	Protocol 
	
	

	Participant information sheet 
	
	

	Consent form 
	
	

	GP letter
	
	

	Investigational Medicinal Product Dossier / IB
	
	

	Participant Advertisement 
	
	

	Study Medication Diary 
	
	


* Known sites at the time this form was generated

This document confirms that the necessary local, ethical and regulatory approvals, contracts and agreements are in place for the clinical trial listed above as required by the Medicines for Human Use (Clinical Trials) Regulations 2004, subsequent amendments and ICH GCP for study initiation. 

Investigational Medicinal Product release into the study is dependent on the applicable Qualified Person (QP), Investigational Medicinal Product (IMP) certification and certificates of analyses being received at site for each batch.

	
	Signature
	Print Name
	Date

	RGIT Monitor 
	
	
	

	Chief Investigator
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