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Purpose:

This procedure describes how an application for a waiver to CRC policy 4.9 Safety Monitoring Requirements is to be submitted and processed. 

Scope:

This procedure applies to protocols when the Data and Safety Monitoring Plan (DSMP) does not align with the requirements of CRC policy 4.9 Safety Monitoring Requirements.

Definitions: 
CRC


Clinical Research Center

DSMP


Data & Safety Monitoring Plan

PCIR


Participant and Clinical Interactions Resources

PI


Principal Investigator

RSA


Research Subject Advocate

Study Investigator
A member of the research protocol team: examples include PI, Co-PI, co-investigator, sub-investigator, investigator, or coordinator.

Responsibilities:

· PI submits application for waiver to CRC Administrator

· CRC Administrator forwards waiver applications to RSA staff and communicates DSMP waiver application outcome to PI

· RSA staff reviews DSMP waiver applications and submits findings to CRC Program Director and CRC Advisory Committee Chair

· CRC Program Director and CRC Advisory Committee Chair issue DSMP waiver application decision.

Process:

1. The PI or his designee completes the DSMP Waiver Application, providing all requested documentation and a justification for proposing a waiver of procedure 4.9.  This is submitted to the CRC Administrative Office.

2. Waiver applications 
received by the Administrative Office will be tracked through processing outcome.

3. CRC Administrative Office forwards the waiver application to the RSA Office for review by appropriate CRC staff.

4. CRC staff’s recommendations regarding the waiver application will be forwarded to the Administrative Office for compilation.

5. CRC Administrative Office will compile all recommendations for the final review by both the Program Director and CRC Advisory Committee Chair person.

6. The outcome of the waiver request will be communicated to the PI by the CRC Administrative  office  

Precedents: none
Applicable Date: 
This policy went into effect 9/18/08.
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