CENTER MEMORANDUM NO. 151-3

VA WESTERN NEW YORK HEALTHCARE SYSTEM

PRIVATE 

October 30, 2007    
                          


CENTER MEMORANDUM NO. 151-3
SPONSORED RESEARCH

1.  PURPOSE:  To clarify policy and procedures for conducting clinical research which is sponsored by a commercial company which owns an investigational new drug or device, designs the protocol, and/or funds the project.

2.  SCOPE:  Applies to all clinical research involving investigational drugs or devices sponsored by a commercial company conducted at the VA Western New York Healthcare System.

3.  POLICY:  Research conducted in collaboration with a commercial company will be governed by Veterans Health Administration (VHA) Handbook 1200.5, the model for Clinical Trials Cooperative Research and Development Agreements (CT-CRADAs), and HRPP policies and procedures at the VA Western New York Healthcare System.

4.  RESPONSIBILITIES: 

A.
Medical Center Director: The Medical Center Director is the responsible Institutional Official who maintains ultimate responsibility for oversight of all research at the VA Western New York Healthcare System, including sponsored research agreements and activities.

B.
Administrative Officer for Research and Development (AO/R&D):  The AO/R&D will maintain responsibility for procedures, policies, and execution of the sponsored research program.

C.
Clinical Coordinator for Research (CCR):  The CCR will closely monitor all sponsored research, will conduct quality assurance audits, and will follow the VA Western New York Healthcare System policies and procedures for reporting noncompliance issues or circumstances that appear to pose a risk to human participants.  

D.
Executive Director, the Buffalo Institute for Medical Research (BIMR):  The BIMR is the non-profit corporation established under sections 7361-7368 of CFR 38 to administer funds for research conducted at the VAWNYHS from non-VA sources including commercial companies.  The Executive Director is responsible for negotiating all contracts with commercials companies using the Clinical Trial - Cooperative Research and Development Agreement (CT-CRADA) whenever possible. 

5.  PROCEDURES:

A.
The Human Research Protection Program (HRPP) and all research policies at the VA Western New York Healthcare System will apply to sponsored research.  

B.
Written agreements will be maintained with sponsors that require adherence to VHA Handbook 1200.5 for human participants and all other applicable policies, regulations, and laws.  In agreements with sponsors, the VHA guidelines for Clinical Trials CRADAs will be followed, including the explicit language regarding the protection of human participants.  Any substantive changes to the CT-CRADA require the approval of VA Office of Regional Counsel before the CT-CRADA can be executed.  If a commercial company refuses to use the VA CT-CRADA, the company’s Clinical Trial Agreement (CTA) may be used provided that the CTA includes VA-required clauses related to the rights and safety of participants, intellectual property, publication of results, and indemnification and liability.  To ensure compliance with these VA-required clauses, the Checklist for Required Language when Using Clinical Trial Agreements will be completed by the Executive Director of BIMR  for each CTA executed.
Any CTA will require approval from the VA Office of Technology Transfer before the CTA can be executed and the research project begun. 
C.
Agreements with sponsors will address the issue of medical care for research participants who may sustain a research-related injury.  

D.
Agreements with sponsors will specify that there will be prompt reporting to the VA Western New York Healthcare System of any findings that could affect the safety of participants or their willingness to continue participation, influence the conduct of the study, or alter the status of the protocol at the IRB.  

E.
Before initiating research, the VA Western New York Healthcare System will require agreement from the sponsor regarding the dissemination of findings from research and the roles that investigators and sponsors will play in publication or disclosure of results.  

F.
When participant safety or medical care could be directly affected by study results, the VA Western New York Healthcare System will address in written agreement with the sponsor how results will be communicated to study participants.  

6.  REFERENCES:

A.
VHA Handbook 1200.5, Requirement for the Protection of Human Subjects in Research, Department of Veterans Affairs, Veterans Health Administration, Washington, DC

B.
Center Memoranda Nos. 151-1, 151-2, 00-116, Standard Operating Procedures for Human Studies Research, Standard Operating Procedures for Research & Development Committee.

C.
Cooperative Trials Agreement 

http://www.research.va.gov/programs/tech_transfer/crada/default.cfm 

D.
Clinical Trials Cooperative Research and Development Agreement 

http://www.research.va.gov/programs/tech_transfer/crada/default.cfm 

7.  RECISSIONS:  None.
8.  AUTOMATIC REVIEW DATE:  May 1, 2010
9.  FOLLOW-UP RESPONSIBILITY:  Associate Chief of Staff for Research and Development

MICHAEL S. FINEGAN  

Director, VA Western New York Healthcare System

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

