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RECORD RETENTION FOR COMPLIANCE ACTIVITY REVIEWS
1. PURPOSE

To define the procedures utilized for retention of records for compliance activity reviews.     
2. SCOPE

This procedure applies to compliance activity reviews performed by the Education and Compliance Support for Human Subject Research (ECS-HSR) Division.  
3. RESPONSIBILITIES
The ECS-HSR Coordinators are responsible for retaining records of compliance activity reviews.  
4. PROCEDURES

Retain electronic files of the PittPRO application, protocol, consent form, and other relevant documents for the period of time described for each compliance activity review.
4.1. “For cause” audits
4.1.1. Maintain hard copies of the original documents for 7 years after completion of the audit.  Hard copy records may be sent to the long-term storage vendor designated by the University.
4.1.2. Maintain electronic records for 7 years after completion of the audit.
4.2. Subpoenaed records
4.2.1. Maintain hard copies of the original documents until otherwise notified that they may be destroyed.  Hard copy records may be sent to the long-term storage vendor designated by the University.  
4.2.2. Maintain electronic records until otherwise notified that they may be destroyed. 
4.3. RISE interviews
4.3.1. Maintain electronic report for 7 years after completion of the review.
4.4. QAR interviews
4.4.1. Maintain electronic report for 7 years after completion of the review.
4.5. Monitoring visits
4.5.1. Maintain subject specific handwritten notes until a subject is no longer actively participating (i.e., in survival follow-up, withdrawn from study intervention, lost to follow-up, etc.).
4.5.2. Non-subject specific handwritten notes should be transcribed into the visit report as outlined in ECS-HSR SOP I-A-12 and then destroyed.
4.5.3. Maintain electronic records for 7 years after completion of the closeout visit.
4.6. Database query
4.6.1. Query database(s) on an annual basis to identify which records are to be deleted/destroyed. 
5. REFERENCES/DOCUMENTATION
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