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VANJHCS

Research & Development

Standard Operating Procedures

RESEARCH RELATED COMPLAINTS AND ALLEGATIONS OF NON-COMPLIANCE

1. This standard operating procedure will describe the processes for receiving and responding to research related complaints and allegations of non-compliance with medical center policies and procedures, regulatory requirements, ethical treatment of subjects or determinations of the IRB. (AAHRPP  V.1.B)
2. Definitions:

a. Allegation: An assertion made by a party that must be proved or supported with evidence.

b. Non-Compliance: Failure to follow medical center policies and procedures, regulatory requirements, ethical treatment of subjects, the requirements of VHA Handbook 1200.5, or the requirements or determinations of the IRB.

i. Non-compliance includes Misconduct.  Procedures regarding allegations of scientific misconduct are not described in this Standard Operating Procedure (SOP).  The are described in a separate document: Research and Development Committee Policy RI-12-0704 (015), Attachment C Misconduct in Scientific Research.
ii. This SOP does apply to research impropriety.  Research Impropriety is a term used for all forms of non-compliance other than misconduct.

3.  All investigators and research staff are required to report allegations of research related non-compliance and complaints to the Research Compliance Officer (or the ACOS R&D in the absence of the Research Compliance Officer); (AAHRPP III.1.G)
4.  The Research Compliance Officer will gather information required to determine whether an allegation of non-compliance is true in consultation with the Director OPMI and ACOS R&D.  The process will vary depending the on the circumstances.  Misconduct concerns will be referred to the ACOS R&D as the institution’s Research Integrity Officer.  

a. Some issues may require Administrative Boards of Inquiry conducted through the Office of Performance Measurement and Improvement.  The results of inquiries outside of research are provided to the RCO.  When the report comes to the RCO through the Risk Manager, Safety Officer or Compliance Officer, sufficient information may have already been gathered.  When additional information is needed, the RCO will conduct interviews, examine documents and physical evidence as appropriate to ascertain and substantiate what took place.  The RCO will identify the requirement that is alleged to have been violated.
5. The RCO makes a determination as to whether the allegation of non-compliance has a basis in fact. (AAHRPP I.3.I)
a. If the allegation of non-compliance has a basis in fact, the matter will be handled under the IRB Role and Function SOP section I. on Non-Compliance.

b. If the allegation of non-compliance has no basis in fact, no further action is needed.

6. The Research Compliance Officer prepares a quarterly report for the IRB and R&D Committee describing research related complaints and their resolution.

7. The Research Compliance Officer assures that all identifiable complainants receive a personal response and that all involved Service Chiefs have been apprized of the incidents.  (AAHRPP III.1.G)
References:

Identification and Reporting Of Adverse Events/Patient Safety Improvement Program, Policy PI-07-1103 (003)

Patient Representative Program, Policy RI-06-0405 (137)

Patient/Resident Rights & Responsibilities, Policy RI-08-0503 (137)

Appendix

Contact Information for research related complaints and allegations of non-compliance.
	ACOS Research
	Richard Wedeen, M.D.

East Orange, Building 2, Room 2-139, Research Service (15), 
(973) 676-1000, extension 7877

	Research Compliance Officer
	Orval Gautier, CIP

East Orange, Building 2, Room 2-149, OPMI (003), 
(973) 676-1000, extension 2024
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