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RESEARCH COMPLIANCE ASSESSMENT FORM

Area 1: Written policies and procedures

1.1 Do you have a written policy(s) and procedure(s) O O

that describe compliance expectations for

research?

Copyright © 2024 by Society of Corporate Compliance and Ethics (SCCE) & Health Care Compliance Association (HCCA). No claim to original US
Government works. All rights reserved. Usage is governed under this website’s Terms of Use.

-1-


https://compliancecosmos.org/complete-healthcare-compliance-manual-2024
https://compliancecosmos.org/resource-sample-research-compliance-assessment-form
https://compliancecosmos.org/#footnotes
https://www.hcca-info.org/terms-use
https://www.hcca-info.org/terms-use

1.2 Have you implemented the operation of research O O

compliance program?

1.3 Do you have a written policy and procedure that O O
provides guidance to employees on dealing with

potential research compliance issues?

1.4 Do you have a written policy and procedure that O O
provides guidance on how to communicate
research compliance issues to appropriate

compliance personnel?

1.5 Do you have a written policy and procedure that O O
provides guidance on how potential research
compliance problems are investigated and

resolved?

Area 2: Designate an employee vested with responsibility

2.1  Hasadesignated employee been vested with O O
responsibility for the day-to-day operation of

the research compliance program?

2.2 Arethe designated employee’s duties clearly O O
defined?
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2.3  If the designated employee’s research O O
compliance duties are combined with other
duties, are the research compliance

responsibilities satisfactorily carried out?

2.4  Isthere a “subject matter expert” outside of the O O
designated employee with oversight of research

compliance?

2.5  Does the “subject matter expert” have O O

qualifications satisfactory to be an “expert”?

2.6  Does the designated employee periodically O O
report directly to the governing body on the

activities of the research compliance program?
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