Appendix D:  Research Compliance Reporting

Examples of Reportable Safety Incidents Under Applicable Federal Standards.
· Any finding of noncompliance with research safety requirements by any VA office (other than ORO) or any other Federal or state entity. 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 research requiring safety review without written notification from the ACOS for Research that the project may begin. 

· Conduct of research requiring safety review without required approval by the SRS or other relevant research review committees.

· Continuation of research beyond the expiration date established by the SRS without appropriate renewal of the protocol, even if the research is a continuation of work that was previously approved by all relevant research review committees. 

· Failure to implement changes required by the SRS as a condition of approval. 

· Unauthorized deviation from an SRS-approved protocol. NOTE: The SRS must be consulted in advance of implementing changes to determine if a protocol modification requires prior SRS approval. 
· Failure to comply with continuing review requirements of the SRS or other relevant research review committees. 

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

· Failure to correct identified programmatic or facility deficiencies within the periods specified at subparagraphs 4d(1) or 4d(2) in the absence of the justification described at subparagraph 4d(3). 

· Conduct of research by unauthorized personnel or personnel who lack appropriate training. 

· Any noncompliance or other deficiency that substantively compromises the effectiveness of a facility’s research safety programs.
