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Stratton VA Medical Center

IRB Standard Operating Procedure

011-Mandatory Training 
1
POLICY

It is Stratton VA Medical Center’s policy to comply with all applicable federal, state, and local regulations, and ICH guidelines in the conduct of human subject research studies. Written procedures are required for assuring that all investigators are knowledgeable about the ethical principles and regulatory requirements associated with research involving human subjects at Stratton VA Medical Center.

2
DEFINITIONS – Refer to Appendix A
3
FORMS

Human Research Protection Program Training Policy
4
REFERENCE DOCUMENTS

VHA Handbook 1200.5 Requirements for the Protection of Human Subjects in Research

5
PROCEDURE

5.1
Principal Investigators and their research staff must complete the initial mandatory training requirements, and comply with continuing educational requirements every fiscal year, as outlined in the Human Research Protection Program Training Policy.

5.2
Investigators will not be allowed to initiate their research until all educational requirements and credentialing verifications are complete with appropriate documentation provided to the Research Office, and Final IRB and R&D approval have been received.

5.3
Initial training

5.3.1
The participant must submit a certificate to the Research Office indicating the successful completion of CITI Course in the Protection of Human Research Subjects. Educational credit will be issued to VA employees* upon successful completion of the test.
5.4
Continuing Education

5.4.1
It is required that Principal Investigator(s) and their research staff directly involved with a human studies protocol submit a certificate to the Research Office indicating the successful completion of the annual CITI Course in the Protection of Human Research Subjects.

Educational credit will be issued to VA employees* upon successful completion of the test.
5.4.1.1
Continuation approval will not be granted unless the continuing educational requirement is met.

5.5
Educational training records are maintained in the Research Office in the database.

5.6
Changes to the Mandatory Training Program may be implemented at the discretion of the ACOS R&D.  Investigators may bring forward to the ACOS/R, AO or HRPP Coordinator concerns or suggestions regarding the HRPP, including the IRB review process.

5.10 The Human Research Protection Program Training Policy outlines the educational training requirements for non-VA investigators, IRB members, Research Department staff, and VISN research.

5.11 The IRB may require additional training for anyone involved in human subject research, as needed for remediation, for specific reasons, or for changes in VHA or other agency requirements. Noncompliance with educational requirements will result in placement on the ineligible list, and suspension of ability to perform human subject research.

5.12 * VA employees include Without Compensation (WOC) status.
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