	
	

	Amendment Cover Sheet Template
	Document #: DT-54-v2

	
	Page 50 of 133



[bookmark: _Toc38273487]SUMMARY OF CHANGES

	Protocol Amendment #___



LCCC####: Insert Title
AMENDMENT INCORPORATES:
__  Editorial, administrative changes
__  Scientific changes 
__  Therapy changes 
__   Eligibility Changes 
Rationale for amendment: Add amendment rationale here and the major changes. This will be the information provided to FDA in the cover letter summarizing the amendment. 
Editorial, administrative changes:	Comment by Morrison, Kaitlin: Add additional columns as necessary. Delete headers (editorial, administrative changes; scientific changes; etc.) if not applicable. 
	Sections ___	Comment by Morrison, Kaitlin: Cross reference the relevant sections of the protocol and turn hyperlink blue as they will hyperlink to the relevant sections in the PDF document. 
	Add description of change

	Section ___
	Add description of change


Scientific changes:
	Section ___
	Add description of change


Therapy changes:
	Section ___
	Add description of change


Eligibility changes:
	Section ___
	Add description of change


THE ATTACHED VERSION DATED MONTH DD, YYYY INCORPORATES THE ABOVE REVISIONS 
