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Appendix B:  Research Compliance Reporting
Examples of Noncompliance

Examples of apparent serious noncompliance include, but are not limited to:
· Any finding of noncompliance with human research requirements by any VA office (other than ORO) or any other Federal or state entity (e.g., FDA). Subsequent reports to ORO based on findings made by entities external to the facility must include a copy of the official findings. 

· Initiation of VA human subject research, regardless of level of risk or number of subjects, without written notification from the ACOS for Research that the project may begin.

· Initiation of VA human subject research, regardless of level of risk or number of subjects, without approval by the IRB.

· Initiation of research interactions or interventions with one or more subjects prior to obtaining required informed consent.

· Lack of a required, signed informed consent document or lack of a required, signed Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule authorization for one or more subjects.

· Use of an informed consent document, for one or more subjects, whose content was not approved by the IRB.

· Failure to report one or more unanticipated SAEs or unanticipated serious problems involving risks to subjects or others as required by this Handbook.

· Participation by one or more members of the research team in the conduct of an active protocol without the required credentialing, privileging, or scope of practice, or engaging in activities outside the approved scope of practice.

· Continuation of interactions or interventions with human subjects beyond the specified IRB approval period.

· Implementation of substantive protocol changes without IRB approval, except where necessary to prevent immediate hazard to a subject. 

· Involvement of prisoners or children in VA research, or conduct of international VA research, without the required approval by the VHA Chief Research and Development Officer (CRADO).

· Any noncompliance involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others.

· Any noncompliance that substantively compromises the effectiveness of the facility’s human research protection or human research oversight programs.

Examples of apparent continuing noncompliance include, but are not limited to:

· Failure to implement IRB-required changes to an on-going protocol within the time period specified by the IRB.

· Deficiencies in informed consent or HIPAA authorization procedures or documentation for ten or more subjects (e.g., outdated informed consent or HIPAA content; lack of required informed consent elements; lack of information required by VA; lack of signature of individual obtaining consent).

· Failure to maintain documentation required by the IRB or by the IRB-approved protocol for ten or more subjects (e.g., inadequate medical record documentation where required; inadequate case report forms where required).

· Failure to implement remedial actions within the periods specified in the absence of the justification described at subparagraph.

Examples of serious programmatic noncompliance include, but are not limited to:

· Conduct of IRB business by an improperly constituted committee or with less than a quorum of voting members present.

· Improper designation of research as exempt under 38 CFR 16.101(b).

· IRB approval of a waiver of informed consent, a waiver of documentation of informed consent, or a waiver of HIPAA Privacy Rule Authorization when the respective approval criteria at 38 CFR 16.116(c) or 16.116(d), 38 CFR 16.117(c), or 45 CFR 164.512(i)(1)(i) are not met or are not documented.

· Programmatic failure to provide for and document Privacy Officer (PO) and Information Security Officer (ISO) review of proposed human subject research.

· Any programmatic noncompliance involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others.

· Any programmatic noncompliance that substantively compromises the effectiveness of the facility’s human research protection or human research oversight programs.
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