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	Modification of Approved Research



Instructions: The REC must review and approve all modifications to the REC-approved protocol before implementation.
	A. PROTOCOL INFORMATION

	Protocol Number:
	      

	Protocol Title ( باللغة العربية& in English): 
	      

	Principal Investigator 
	     

	Department:
	      

	Preferred Mailing Address:
	     

	Email:
	      

	Phone:
	      

	Additional Contact Person:
	      

	Preferred Mailing Address:
	     

	Email:
	      

	Phone: 
	      

	B. COMPONENTS OF PROPOSED MODIFICATION(S). Check whether the modification involves changes to any of the following:  

	 FORMCHECKBOX 
 Waiver of the consent process                                  

 FORMCHECKBOX 
 Research including vulnerable populations, e.g., children
 FORMCHECKBOX 
 Genetic Analyses
 FORMCHECKBOX 
 The use of any biohazards
 FORMCHECKBOX 
 Drugs 

 FORMCHECKBOX 
 Devices

 FORMCHECKBOX 
 Other:      

	C. PROPOSED MODIFICATION(S)

	1. Describe the proposed modification(s) and the rationale behind the change(s):      


	2. In your opinion, does the proposed modification(s) alter the risk/benefit ratio of this protocol? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  If yes, how:      


	D. REVISED STUDY MATERIALS.  Check whether the proposed modification(s) requires revision to any of the following.  Include one highlighted copy and one clean copy of each revised document.

	 FORMCHECKBOX 
 Detailed Protocol 
 FORMCHECKBOX 
 Protocol Summary 
 FORMCHECKBOX 
 Sponsor Protocol 

 FORMCHECKBOX 
 Grant Application 
 FORMCHECKBOX 
 Research Tools

 FORMCHECKBOX 
 Advertisements (printed, audio, and video); List names and version number/dates:      
 FORMCHECKBOX 
 Recruitment Materials/Scripts; List names and version number/dates:      
 FORMCHECKBOX 
 Consent Form(s)/Scripts; List names and version number/dates:      
 FORMCHECKBOX 
 Study Instrument(s), e.g., survey/questionnaire (do not submit case report forms); List here:      
 FORMCHECKBOX 
 Current Package Insert for each marketed drug

 FORMCHECKBOX 
 Current product information for each investigational device 

 FORMCHECKBOX 
 Other, explain:      

	E. PRINCIPAL INVESTIGATOR SIGNATURE

	_______________________________________     
  ____________________

Principal Investigator’s Signature 

                          Date 
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