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	This portion is to be accomplished by the Principal Investigator. Put N/A if not applicable.

	[bookmark: Text18]CSMC RERC CODE:      
	[bookmark: _GoBack]STUDY PROTOCOL CODE:      

	STUDY PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      

	EMAIL:      
	TELEPHONE/MOBILE:      


	INITIAL APPROVAL DATE:      

	LATEST ETHICAL CLEARANCE EFFECTIVITY DATE:      

	VERSION AND DATE OF LATEST APPROVED PROTOCOL:      

	VERSION AND DATE OF LATEST APPROVED ICF:      

	STUDY SITE:      

	STUDY SITE ADDRESS:      

	SPONSOR:      

	SPONSOR CONTACT PERSON:      

	EMAIL:      
	TELEPHONE:      

	STATE NATURE OF PROTOCOL AMENDMENT

	Please indicate the study protocol section and page where amendment is found.  Highlight the amendments.

	DOCUMENT TO BE AMENDED
	PAGE/ SECTION OF AMENDMENT IN NEW DOCUMENT
	REASON OF AMENDMENT

	A. PROTOCOL

	1. [bookmark: Text35]     
	     
	     

	2. [bookmark: Text36]     
	     
	     

	B. INFORMED CONSENT

	1.      
	     
	     

	2.      
	     
	     

	C. OTHERS

	1.      
	     
	     

	2.      
	     
	     

	Expedited review for amendments that:

	[bookmark: Check3]|_| Do not involve changes in study populations.
[bookmark: Check4]|_| Do not involve the collection of stigmatizing information.
[bookmark: Check5]|_| Do not change approved use of anonymized or archived     samples.
[bookmark: Check6]|_| Do not involve further recruitment of participants.
	[bookmark: Check7]|_| Involve study protocols previously classified under expedited review.
[bookmark: Check10]|_| Are administrative in nature (such as contact details of study personnel).
[bookmark: Check9]|_| Do not materially affect the risk-benefit ratio of the approved protocol or increase risks to study participants.

	[bookmark: _Hlk178701794]This portion is to be accomplished by the CSMC RERC Primary Reviewer.

	Assessment of Primary Reviewer

	1. Effect of amendment on feasibility of the study
     


	1. Effect of amendment on safety and well-being of subjects
     


	1. Effect of amendment on overall risk-benefit ratio
     


	1. Other comments:
     


	RECOMMENDED ACTION

	|_| Approved

	|_| Minor modification to the protocol, subject to expedited review at the level of the RERC Chair 

	|_| Major modification to the protocol, subject to full board review

	|_| Deferred, if major clarifications are required

	|_| Disapproved

	NAME AND SIGNATURE – PRIMARY REVIEWER
     
	DATE      
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