George Washington University & Medical Center
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ohrirb@gwumc.edu ( Phone: 202.994.2715
Modification Checklist

	PLEASE NOTE: All modifications to the approved protocol must be submitted to the IRB for approval before implementation. Changes in practice should not begin until after IRB approval has been received, except when necessary to eliminate apparent immediate hazards to the subject.

	Examples of Major Modifications include, but are not limited to:

· Modifying consent document(s)

· Changing population from which subjects will be drawn\

· Change in survey instrument/questionnaire

· Change in risk/benefit ratio

· Change in Principal Investigator

** The type of review is determined by the change in the risk/benefit ratio, cumulative or individual, 

or change to the study design**


	Required documents for studies qualifying for a Minor Modification
	# of copies

	 FORMCHECKBOX 

	Modification Request Form
	1 copy

	 FORMCHECKBOX 

	Highlighted or red-lined versions of any previously approved forms/documents that will be impacted by this request, which demonstrate the changes 
	1 copy

	 FORMCHECKBOX 

	Revised (clean copy) documents that include the requested changes
	1 copy

	 FORMCHECKBOX 

	Updated/Current Synopsis Form OR Protocol Summary with changes incorporated
	1 copy

	

	*No submission deadline. The IRB Chair or designee can approve the modification on behalf of the IRB*


	Required documents for studies qualifying for a Major Modification

(For modifications that need to be reviewed by the full IRB, 15 copies of the study materials will be requested when the study has been prepared for IRB review.)
	# of copies

	 FORMCHECKBOX 

	Modification Request Form
	1 copy

	 FORMCHECKBOX 

	Highlighted or red-lined versions of any previously approved forms/documents that will be impacted by this request, which demonstrate the changes 
	1 copy

	 FORMCHECKBOX 

	Revised (clean copy) documents that include the requested changes
	1 copy

	 FORMCHECKBOX 

	Updated/Current Synopsis Form OR Protocol Summary with changes incorporated
	1 copy

	

	*Deadline: The Friday prior to the 2nd and 4th Tuesday of every month – please see submission schedule on OHR website*
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