	Department:  Post Approval Monitoring and Education

	AG # 1-5

Revision #5: 
	TITLE:  Review of Research Participant Records and Source                     Documentation For Research Approved by Full IRB-HSR Committee or other IRB of Record
	Page: 1 of 1

	Approved By:
Associate VP for Research 
	David J. Hudson
	Date

4/17/20
	Date First Effective:
6/15/06

	Approved By:
Research Compliance Monitor
	Jane Lehmbeck
	Date

4/17/20
	

	Approved By Research Compliance Monitor
	Elaine Dube
	Date

4/17/20
	Revision Date: 
11/1/06    4/6/20
11/16/07

3/1/09

6/30/15

3/27/17


	Category:                    Standard Operating Procedures
	Page 2 of 1

	Title:                            Development and Implementation of SOPs
	SOP #: 1-1



OBJECTIVE

To define the procedures utilized to review research records maintained by the investigator for research study participants.

RESPONSIBILITY 
The Research Compliance Monitors are responsible for conducting reviews of research participants’ research records.

PROCEDURES

1. Review the source documentation and the data collected for each study participant included in the post-approval monitoring review.
2. Determine whether there is adequate documentation to assure that all subjects reviewed were consented prior to any study-specific procedures being performed.

3. Determine whether there is adequate documentation to assure that all subjects reviewed were eligible for enrollment.

4. Verify study procedures were carried out as written in the IRB-approval protocol.

5. Review adverse event documentation and assure reporting is as required per Data Safety Monitoring Plan and IRB approval.
6. Determine whether there are records of exposure of the subject to the test article, if applicable.

REFERENCES:
FDA/ORA Compliance Program Guidance 7348.811 Clinical investigators
1-5A FORM Review of Individual Subject Records 
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