VA MEDICAL AND REGIONAL OFFICE CENTER

WHITE RIVER JUNCTION, VERMONT

RESEARCH AND DEVELOPMENT SERVICE

POLICY NO. 151-7







February 4, 2002











(151)

COMPLAINTS and REPORTS of NONCOMPLIANCE


1. VA MEDICAL CENTER (INR5A)

a. Research subjects (and others) may voice complaints to the principal investigator, the VAMC research office, the CPHS, or the VA patient representative, all of whom are identified on the VA consent form.  

b. The VA patient representative (Quality Management office) investigates all complaints for the medical center that cannot be resolved at the level of the complaint.  All contacts with the patient representative, whether question, concern or complaint, receive a response.  This process is detailed in Center Memorandum #00-02-37, “Patient and Family Representative Program (Patient Advocate)” and Center Memorandum #11-01-24, “Patient Rights and Responsibilities”.
c. Identified areas of non-compliance are reviewed by the R&D Committee for action.  

2. COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS

a. The CPHS maintains written procedures for management of complaints and reports of non-compliance. The process ensures prompt reporting to the IRB, institutional officials, any applicable regulatory body, and OHRP, of any unanticipated problems involving risks to human subjects or others; any serious or continuing noncompliance with federal, institutional or IRB requirements; and for-cause suspension or termination of IRB approval. 

b. For VA studies, all reports of non-compliance to CPHS shall be copied to the VA research office. 

3. FEEDBACK FROM RESEARCH PARTICIPANTS  (INR5B)

a. The VAMC seeks feedback from current and former research subjects. This is done primarily through human rights site visits by the VA Cooperative Studies Program (CSP).  For VA Cooperative Studies, such human rights site visits are conducted for at least 2 separate participating sites each year to assess human subjects protections.  The visits include interviews with former and current research subjects.  The visitors also observe a potential research subject during the informed consent process. Any issues identified during these site visits are addresses by the Research & Development Committee for corrective action, as appropriate.      

b. Good Clinical Practices site visits are conducted at each participating site at least once, for every VA Cooperative Studies project.  

c. For studies other than VA Cooperative Studies, follow-up phone calls may be made to a random selection of participants when the Principal Investigator files are reviewed.  These results may then be used for QI activities.
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