	[image: image1.png]University of | :m;-mc;umm
P lttsburg Ofrenof Reearcn rovacions



 

	

	Document Type: Standard Operating Procedure
	SOP Area: Investigator Compliance Activity

	Topic: Findings
	SOP #: I-A-12



DOCUMENTATION AND DISSEMINATION OF COMPLIANCE ACTIVITY FINDINGS
1. PURPOSE

To define the procedures utilized to prepare a compliance activity report and disseminate the report findings.

2. SCOPE

This procedure applies to compliance activities performed by the Education and Compliance Support for Human Subject Research (ECS-HSR) Division.
3. RESPONSIBILITIES
The ECS-HSR Coordinators are responsible for preparing reports for each compliance activity performed and disseminating the report findings.
4. PROCEDURES

4.1. The heading of the report should include the following information: 
4.1.1. Type of compliance review 
4.1.2. Name of the principal investigator
4.1.3. Name of the IND/IDE sponsor, as applicable
4.1.4. Study Title and IRB number
4.1.5. IND/IDE number, as applicable
4.1.6. Level of risk
4.1.7. Source of support
4.1.8. Research Staff
4.1.9. Date(s) of visit
4.1.10. Date of exit interview, as applicable
4.1.11. Compliance Staff
4.1.12. Date of Report
4.2. The introduction of the report should include, but not be limited to, the following:
4.2.1. Reason for the compliance review
4.2.2. Brief summary of the research study (RISE or Audit Report)
4.2.3. Summary of the pre-compliance review interview, as applicable
4.3. The body of the report should include, but not be limited to, a summary of the following:
4.3.1. Findings identified within the IRB electronic application/FDA protocol
4.3.2. Enrollment summary
4.3.3. Informed consent documents/process 
4.3.4. Subject charts reviewed for the adherence to eligibility criteria and study procedures
4.3.5. General comments related to subject chart review
4.3.6. Reportable new information  
4.3.7. Query summary
4.3.8. Occurrence and reporting of adverse events and Reportable New Information 
4.3.9. Investigational product accountability, as applicable
4.3.10. Regulatory records review, as applicable
4.3.11. FDA correspondence, as applicable
4.3.12. IRB correspondence, as described in SOP #I-A-5
4.3.13. Document retention
4.3.14. Action items identified as a result of the visit
Recommendations will be made for each of the summaries, as indicated, or if necessary, the investigator will be asked to provide written clarification(s) or outline a plan of corrective actions. 

4.4. Before the compliance activity report is sent to the Principal Investigator, it must be reviewed as outlined in SOP #I-A-14.
4.5. Each compliance activity report will be sent to the:
4.5.1. Principal investigator (PI) 
4.5.2. PI’s mentor, for student researchers
4.5.3. Study coordinator and/or other relevant study team personnel
4.5.4. Principal Investigator’s immediate supervisor if review was a for cause audit
4.5.5. Sponsor (As applicable)
4.6. Each compliance activity report will be copied to:
4.6.1. Director, Education and Compliance Support for Human Subject Research
4.6.2. Investigational Drug and Investigational Device Exemption Support (IIS) Coordinators if it involves an IND/IDE
4.6.3. Others, e.g., the Director of Research, the PI’s Department Chairman, the Dean of the School or IRB Committee Chair may be copied on the report as deemed necessary.  
4.7. The Principal Investigator will be given approximately two weeks to provide a written response.  If there are extenuating circumstances, the Principal Investigator may request an extension of the response due date. 
4.8. Compliance activity reports requiring review by the IRB Executive Committee will be performed as outlined in CARS Policy.  For all other compliance activity reports, the ECS-HSR will assess the adequacy of the response and take appropriate steps to ensure the resolution of the identified issues.  
4.9. Compliance activity reports requiring review by the IRB Executive Committee will be performed as outlined in CARS Policy.  For all other compliance activity reports, the ECS-HSR will assess the adequacy of the response and take appropriate steps to ensure the resolution of the identified issues.  
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