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Introduction
The Protocol Review Committee (PRC) is held every Thursday at 9 AM.  Reviews for protocols discussed at PRC are due to PIO by 1 PM the day before.  After this deadline, PIO is responsible for assembling the reviews for protocols into a packet that will be distributed at PRC.

Responsibilities

The PIO administrative assistant is responsible for acknowledging receipt of the review and putting the packets together.

Procedure
1. Wednesday – After the PRC agenda has been distributed, the administrative assistant or designee will: 

· Print the email agenda for PRC (this will be used to assign the order of protocol review)

· Request the protocol file for each protocol scheduled for PRC from the protocol specialist and place the file in the portable file cabinet in the order which they are to be reviewed according to the PRC agenda.  There may be a need to reorganize the files once the final agenda has been established.

· Locate the current reviewer comments on the T: drive and print each one including RAB.  Keep the comments for each protocol together.

· The reviewer comments should be ordered according to the Assign Reviewers Screen in PATS.  The Lead Reviewer comments should always be first.

· If a reviewer is listed in PATS as BRB/CTMB/PMB replace the branch with the actual reviewer who provided comments. Save the changes. When protocols have been deferred, verify these changes are made in the most current PRC date.

· Generate the documents for the PRC Packet: 

· PATS Functions→ Packet Generation→ PRC Packet Generation  

· Select the correct Review Date from the drop down box 

· Highlight and move each protocol from the “Select” column to the “Selected” column in the order which they are to be reviewed according to the PRC agenda

· Highlight all protocols in the “Selected” column 

· Print the report  

· Two different documents will be generated: 

· One “Actual Agenda for Review” 

· “Document Quick Reference” for each protocol 

· Compile a complete packet for each protocol in the order which they are to be reviewed according to the PRC agenda.  The document order for each packet should be as follows:

1. Document Quick Reference
2. Corresponding reviewer comments 
· Number the bottom right corner of each page of the packet, ensuring that the first page of each “Document Quick Reference” is an odd number.  Incorporate blank pages if necessary.

· On the top right corner of the “Actual Agenda for Review”, write the page number of the “Document Quick Reference” for each protocol. 

· Generate the Awaiting Consensus Reviews for Protocols Report: 

· Reports/Batch Reports/Weekly/Awaiting Consensus Reviews for Documents  

· Select Protocol from the Document Type drop down box 

· Enter the PRC date for the As of Date 

· Generate the report by pressing the green light  

· Print the report
2. Copying of packets.  There should now be 3 documents for copying:
1. Actual Agenda for review with hand written page numbers of the Document Quick Reference  

2. Awaiting Consensus Reviews for Documents Report 

3. PRC packet with handwritten page numbers which includes:

·  Document Quick Reference 

· Reviewer Comments 
· Make 35 double sided and stapled copies of each packet.

· Print 2 copies of the final PRC agenda email.

Order of PRC packet (35 packets bound by binder clips)

· Actual Agenda for Review

· Awaiting Consensus Reviews for Protocols Report

· Protocol packet – Numbered “Document Quick Reference” and Reviewer Comments

Order of packet for Protocol Specialist going to PRC

· PRC Agenda email 

· Actual Agenda for Review

· Awaiting Consensus Reviews for Protocols Report

· Protocol packet – Numbered “Document Quick Reference” and Reviewer Comments

Order for PRC Chairperson’s packet 

· PRC Agenda email (Add the page number of each protocol on the email). 

· Awaiting Consensus Reviews for Protocols Report

· Copy of the Mass Solicitation Packet

· Copy of the IDB (LOI) Packet 

· Copy of LOI’s for Discussion only (if applicable)

· Actual Agenda for Review

· Protocol packet – Numbered “Document Quick Reference” and Reviewer Comments

· Hard Copies of Protocols for review (on top of the file cabinet in Deputy Manager’s office)


