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 MEDICAL RESEARCH COUNCIL OF ZIMBABWE               STUDY RE-OPENING REQUEST FORM

This form constitutes an application to MRCZ for re-opening a study that had been previously terminated.  Submit this form and any supporting documentation to reopen the study and resume MRCZ oversight. 
Note: Please wait for formal correspondence and approval from the MRCZ before conducting research activity

It is the responsibility of the Principal Investigator to notify all study personnel associated with this protocol that it has been re-opened.

	MRCZ Protocol #
	
	When  Was Study Terminated: 


	     

	Study Title:
	

	Principal Investigator and Faculty Sponsor:
	     

	Phone:


	     
	Email:

	What was the reason for Termination of approval 
	


	STUDY INFORMATION



	1. What is the reason for applying for re-opening?
	

	2. Total number of participants enrolled when study was terminated?
	     

	3. If study was deactivated prematurely, what triggered the study closure?
	     

	4. If yes to number 3, please describe your corrective action plan for ensuring that premature study termination will not occur in future?
	     

	5. Did any study activity occur while the study  was closed? (e.g. participants visits, change in staff, protocol or IB revisions?)
a. If yes, what type of activity occurred?
	     

	6. Were any participants consented while the study was closed?
a            If yes, how many?
	     

	7. Did any Serious Adverse Events or unanticipated problems occur while the study was closed that have not been reported to MRCZ for review
	

	8. Any new objectives other than those in the old protocol

a. A. If yes, list them
	

	Please attach the following documents :

a. Previous Ethics Approval

b. Previously approved protocol and all attachments (ICFs, CRFs)  

c. Any supporting documents as necessary



Print Name of Principal Investigator   ………………………………………………………….                                                  

Signature of Principal Investigator         ……………………………………………………….    Date …………………………..
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