CENTER MEMORANDUM NO. 151-4

VA WESTERN NEW YORK HEALTHCARE SYSTEM

PRIVATE 

March 29, 2008   
                          

CENTER MEMORANDUM NO. 151-4
REQUIRED RESEARCH REPORTING

1. PURPOSE: This policy describes the types of events (unanticipated problems involving risks to participants or others, serious or continuing non-compliance, or suspension or termination of Institutional Review Board (IRB) approved research) that must be reported to appropriate regulatory agencies, and how such reports are to be prepared and sent.  
2. SCOPE: This policy applies to all research activities under the jurisdiction of the IRB.

3. POLICY: It is the policy of the VA to comply with all applicable local, state, and federal regulations in the conduct of research studies and to communicate certain actions to entities that may have an interest in the status of the research being conducted.

4. DEFINITIONS:
Please see Appendix C of the IRB SOP
5. RESPONSIBILITIES:
      For studies involving human subjects, the Clinical Coordinator for Research in consultation with the IRB Chair is responsible for drafting a report to be signed by the Institutional Official (Medical Center Director) to be sent to appropriate individuals and agencies. An initial preliminary report needs to be submitted within 10 business days, with an indication that a follow-up report will be submitted within a specified number of days or at monthly intervals until the event has been resolved, or after an investigation has been completed, or a corrective plan has been implemented. The Clinical Coordinator for Research will prepare a draft report, in consultation with the IRB Chair once the IRB makes any of the following determinations:

· Determines that an event/problem represents an unanticipated problem involving risks to participants or others,

· Determines that non-compliance was serious or continuing, or

· Suspends or terminates approval of a research study.

The Institutional official (IO) and Associate Chief of Staff for R&D (ACOS) are responsible for reviewing and approving the draft.

The Clinical Coordinator for Research is responsible for distributing the letter to the appropriate individuals, committees, and agencies.  
6. PROCEDURES:


1.   The Clinical Coordinator for Research in consultation with the IRB Chair prepares a letter that contains the following information:
         a.   The name and any relevant Assurance number of the reporting facility

     b.
The nature of the event:
· Unanticipated problem involving risks to participant or others, or

· Serious or continuing non-compliance, or

· Suspension or termination of approval of research
               c.     Title of the research project and/or grant proposal in which the problem occurred

     d.     Name of the principal investigator on the project
     e..    The name of any external, sponsor(s) of the project
     f.     Number of the research project assigned by the IRB and the number of any applicable  

             federal award(s) (i.e., grant, contract, or cooperative agreement) 
               g.     A detailed description of the problem including the findings of the IRB and the reasons for 
                       the IRB decision

               h.     Actions the institution is taking or plans to take to address the problem (e.g., suspend 
                      subject enrollment, terminate the research, revise the protocol and/or informed consent, 
                      inform enrolled subjects, increase monitoring, etc.)

               i.    Plans, if any, to send a follow-up or final report by the earlier of:

· A specific date.

· When an investigation has been completed or a corrective action plan has been implemented.

     j.   The IRB Chair, the ACOS and the IO promptly review the letter and modify it as needed. The final letter is approved and signed by the IO and returned to the Clinical Coordinator for Research for distribution and follow up.

     k.    The Clinical Coordinator for Research, or designee, sends copies of the letter to the following, as appropriate:

· The Institutional Official

· The ACOS/R&D

· The Chair of the R&D Committee

· The IRB, by including the letter in the next agenda packet as an information item

· The VISN Director

· The Regional VA Office of Research Oversight (ORO)

· The Office of Research and Development (ORD)

· VA Central Office, if the report involves an adverse event

· FDA (Food and Drug Administration), if the study is subject to FDA regulations

· OHRP (Office of Human Research Protection)

· Any “Common Rule” Federal Agency that is supporting research

· Principal Investigator

· Principal Investigator’s Supervisor

· Sponsor, if the study is sponsored

· Contract research organization (CRO), if the study is overseen by a CRO

· The VA Privacy Officer if the event involved unauthorized use, loss, or disclosure of individually-identifiable patient information

· The VA Information Security Officer if the event involved violations of information   security requirements

· Office of Risk Management

· Regional Counsel


     2.  The Clinical Coordinator for Research will submit copies of the report within 10 business days of IRB action, with an indication that a follow-up report will be submitted within a specified number of days or at monthly intervals until the event has been resolved, or after an investigation has been completed or a corrective plan has been implemented.. The letter and reports will be sent to the appropriate officials, committees, and agencies listed above.
    7.   REFERENCES:  VHA Handbook 1200.5; What to Report to ORO: Action Memorandum dated  September 8, 2005; Guidance on Reporting Incidents to OHRP dated May 27, 2005;VHA Handbook 1058.01
     8.   RECISSIONS:  None.

     9.  AUTOMATIC REVIEW DATE:  March 29, 2011
10. FOLLOW-UP RESPONSIBILITY:  The Office of the Associate Chief of Staff for Research and Development (137).
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Director, VA Western New York Healthcare System

Distribution:  1 copy each:  00, 00QM, 151
2

