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This form should be submitted by the PI to the WHO technical unit at the end of each annual cycle, and should be accompanied by a Progress Report, the monitor's report (where applicable), copies of all DSMB reports not already submitted (where applicable) and requests for any amendments if necessary. For additional submission required for clinical trials pl see page 2 of this document. 
Date of current submission:       


Name of PI:       



Protocol ID:      
Protocol Title:               

This project was last approved on: 
Review Period (mm-yy to mm-yy)       




	1. Total number of participants  to be recruited according to protocol
	     

	2. Actual number of participants recruited during the period under review (excluding ineligible subjects)
	     

	3. Number of participants who withdrew, were not eligible or were excluded after initial enrolment
	     

	4. Do you verify that informed consent was obtained from all participants - as approved by the ERC, and that all signed ICFs are on file?
	

	
	Yes
	No
	N/A

	5. Is an Annual Report for the past approval period attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Has the Data Safety and Monitoring Board been convened? (where applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Are the findings and recommendations from the DSMB meeting attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Have the DSMB recommendations been implemented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Give details here:      


	9. Have there been any changes in the research protocol during the past approval period?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If Yes, give details here:      


	10. Have these changes been communicated to ERC?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Have these changes been approved by the ERC?
	
	
	

	12. Have the consent documents been revised?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If Yes, give details here:      


	13. Have the revised consent documents been approved by ERC?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. Have the participants suffered from some unforeseen problems or outcomes in the past approval period? This could include unforeseen physical, psychological or emotional harm to the participants or it could be problems encountered during consent taking or giving. These could also include unanticipated adverse events.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If Yes, give details here:      


	15. Have the WHO and local ERCs been informed of these unforeseen problems or outcomes? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
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Checklist (Contd.)





Project ID:      
	16. Have any new findings, knowledge, or adverse effects come to light that should be communicated to research participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If yes, give details here:      


	17. Have these changes been communicated to the research participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If Yes, then explain how these have been communicated:      


	18. Do you wish to request approval for ANY revisions with this submission?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19. If you have ticked Yes, then summarise the changes that you wish approval for, with reasons provided for each requested change and submit an updated version of the protocol, with the changes in the track changes mode or in bold.      



For Clinical trials pl additionally also submit the following:

1. The trial initiation visit report 
2. Copies of key monitoring visits
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