PAGE  
	[image: image1.jpg]



	Mochtar Riady Institute 

for Nanotechnology 
Ethics Committee (MRIN EC)

	SOP/015/2022/01.6
Effective date:

 2  January 2022 
Page 3 of 3

	
	Title:  

015. Review of Final Report
	



Annex 1

Form AF/01-015/2022/01.6
Study Report Form

	Protocol No.:
	Submission date :

	Protocol Title :



	Principal Investigator: 


	

	PARENT PROTOCOL aPProvaL period DATE: 
	

	Phone number:
	E-mail address :

	Sponsor’s Name  


	

	Address:


	

	Phone :
	E-mail :

	Study site(s):


	

	Total Number of study participants :


	No. of Study Arms:

	Summary of Recruitments



	Accrual ceiling set by EC   : 
	

	New participants accrued since the last review  :
	

	Total number of participants accrued since protocol began  :
	

	Number of participants who are lost to follow up  :
	

	Number of participants who experienced SAEs/SUSARs  :
	

	· Number of participants withdrawn from the study  :
	

	Number of participants who received the test articles:

	

	Study materials:


	

	Treatment form:
	

	Study dose(s):
	

	Duration of the study
	

	Objectives:


	

	Results:

(Use extra blank paper, if more space is required.)


	

	Summary of previous protocol amendment (if any)

Approval amendment nomor.

Short description of the amendment

Approved date



	Summary of participants complaints or grievances documented regarding conduct of study   :

	Summary of benefits to participants   :

	Summary indemnifications (compensation)  of study related injury (if applicable)   :

	If terminated early, specify reason for termination  :

	Progress reports submitted (with dates of approval)  :

	Duration of the study  :

	Informed consent from used (with version no/date) and attach most recent version  :

	Study objectives and summary of results  :

	Adverse /Unanticipated Events :

	· Did you experience any unanticipated adverse events, complication or incidence 

(  Yes   ( No

If yes, describe the event and how it was handled

· Summary of onsite SAEs reported  

	· Did you receive any complaints about the research ?

(  Yes   (  No

If yes, describe the complaint and how it was handled



	Data Storage 

	1. Where are your project files being stored ? 


	2.    Have you verified the status of all project files and confirmed they are stored in a safe and secure location ? Data must be kept for at least 3 years after project is completed

(  Yes  ( No

If No, Please explain :



	Signature of PI : 

	Date:
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