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*HRC request: Refers to a Protocol change requested by the HRC, communicated in a ‘Notification of Requires Modification (ReqMod)’ or ‘Notification of Deferral’. Indicate in this column if the HRC-requested Protocol change is in response to: Initial Protocol Submission (IP); Continuing Review Application (CR #__); Adverse Event report (AE); Protocol Violation report (PV); or Safety Report (SR).

** AME #: Refers to HRC Protocol Amendment number. If a Sponsor keeps a different Amendment number, place the Sponsor number in parentheses next to the HRC Amendment number. E.g., 4(2) indicates that the 4th HRC Amendment is the 2nd Sponsor Amendment. 

Directions for Completing Protocol Version/Amendment Tracking Log

The primary purpose of the Protocol Version/Amendment Tracking Log is to help study sites to maintain an accurate and current record of all versions of the Detailed Protocol and Protocol Summary. Each time a change is made to either document, a new version, with a new date, is created. Track Protocol versions via the date, not number. This date should be indicated on the first page of each document. When a Protocol Amendment is submitted, consider whether or not it requires a Protocol version update. It is not necessary to change the Detailed Protocol or Protocol Summary date at the time of Continuing Review Application submission unless a change has been made. 

A secondary purpose of this log is to provide a template for study sites to keep track of all Protocol Amendments. 

Protocol Changes

Changes to the study Protocol are initiated either (a) at the request of the HRC in response to a submission, or (b) by the Principal Investigator, in the form of a Protocol Amendment. Keep in mind that not all HRC requests or Protocol Amendments will require a new Protocol version.

· If the Protocol change is in response to an HRC request, then indicate this in the first column marked ‘HRC request’, using the following abbreviations: Initial Protocol Submission (IP); Continuing Review (CR #__); Amendment (AME #__); Adverse Event report (AE); Protocol Violation/Deviation report (V/D); or Safety Report (SR). Whenever possible, number the report (e.g., CR #1, V/D #5). 

· If the Protocol change is indicated by a Protocol Amendment, then write the Amendment number in the second column marked ‘AME #’. 

Description of Protocol Version Change or Amendment

Write a brief description of either the change(s) to the Protocol or the Protocol Amendment. 

Date Submitted to HRC

Write the date on which the Protocol revision was submitted to the HRC. 

Date of HRC Approval

Write the date on which the HRC approved the new Protocol version. The ‘Approval Date’ is listed on the letter of ‘Notification of IRB Approval’.

Requires Detailed Protocol Revision?

Indicate with ‘Yes’ or ‘No’ if the HRC request or Protocol Amendment requires a modification of the Detailed Protocol.

New Detailed Protocol Version Date

Write the date on which the revision of the Detailed Protocol was completed. 
Requires Protocol Summary Revision?

Indicate with ‘Yes’ or ‘No’ if the HRC request or Protocol Amendment requires a modification of the Protocol Summary.

New Protocol Summary Version Date

Write the date on which the revision of the Protocol Summary was completed. 
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