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 PBSL CLINICAL TRIAL APPLICATION FOR PROTOCOL AMENDMENT CHECKLIST

	Trials full title:
	

	Short title:
	

	Protocol no.
	

	Version no.
	

	Investigational product
	

	Sponsor:
	

	Contact person: 
	

	Address: 
	

	Telephone no.
	

	Fax no.
	

	Cell no.
	

	Email address:
	

	Date of application: 
	11/02/2021



















Checklist for submission of Clinical Trial Application (CTA) for protocol amendment
Please tick (√) all documents submitted under applicant check list
	Applicant’s checklist
	CTA Documents
	PBSL
checklist

	
	Cover Letter including list of documents submitted and their version number and date 
	

	
	Application fee
	

	
	List and summary of amendment(s) with rationale and page number in a tabular form.
	

	
	Tracker changes and clean copies  and one soft copies of the following documents;
	

	
	1.Clinical trial protocol with relevant sections
	

	
	2.Patient information and informed consent form(s)
	

	
	3.Investigators Brochure / SmPC
	

	
	PBSL previous approval
	

	
	Sierra Leone Ethics and Scientific Review Committee (SLESRC) clearance
	

	
	Others
	



Applicant                                                                                                              PBSL Staff
Name:..........................................................                                                  Name:.........................................
Date:............................................................                                                  Date:............................................
Sign:.............................................................                                                  Sign:.............................................
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