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Summary of Changes

Included in the Full Protocol Amendment of: HPTN XXX
DAIDS Document ID # 
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The Amended Protocol is identified as:

Version X.0 – Day Month Year
Information for Investigators

The modifications included in this protocol amendment and the associated rationale is summarized briefly below.  HPTN XXX study investigators will submit this Summary of Changes and the corresponding protocol Version X.0 and informed consents to all relevant regulatory authorities and Institutional Review Boards/Ethics Committees (IRBs/ECs) for approval.  Upon receipt of all IRB/EC approvals, the site should begin implementation of the amended protocol immediately.  The site will submit all required documents to DAIDS Protocol Registration Office (PRO) at the Regulatory Support Center.

This Amendment and all related IRB/EC correspondence must be retained in the site regulatory file and in other pertinent files.   

RATIONALE

Example: During preparations for implementation of Version 1.0, the Protocol Team identified several minor changes and clarifications to the protocol.  Although none of the changes are considered major (i.e. design), they are numerous enough to be compiled in a Full Protocol Amendment.

Summary of Revisions and Rationale
IMPLEMENTATION 

Text noted below by strikethrough will be deleted; text appearing below in bold will be added.

General Updates:

· The protocol is updated to incorporate Clarification Memo # 1 (if applicable).  
· The protocol is updated throughout for minor editorial and typographical updates and corrections.

Update Example Protocol Team Roster
Name deleted
Name Added
Update Example Section X.0
	Secondary Objectives: 

	· To describe side effects, toxicities adverse events, risk compensation, and STIs among participants who initiate PrEP
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