 STANDARD OPERATING PROCEDURES FOR
PHASE I, II, III OR IV OR DEVICE MULTI-SITE CLINICAL TRIAL

COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS

Purpose:
This document establishes procedures to be followed by VA Medical Centers (VAMCs) and VA Nonprofit Corporations (NPCs) when negotiating and executing multi-site clinical trial Cooperative Research and Development Agreements (CRADAs).  

NOTE: Where there is no NPC, VAMC is responsible for tasks assigned to NPCs in these Standard Operating Procedures (SOPs).
Scope:
Multi-site CRADAs will be used for multi-site studies, which are defined as studies that will be undertaken at  two or more VA Medical Centers  using  the identical protocol.  The appropriate Model CT CRADA, Phase I and II, III and IV, or Device Clinical Trial shall be used when a VAMC is interested in participating in a study for which a commercial company 1) owns the investigational new drug (IND) or device; 2) designs the protocol; and 3) funds the project.
For model CRADAs suitable for other circumstances, such as basic research or the transfer of material only, please contact Technology Transfer Program staff. 
Responsibility:  Technology Transfer Program (TTP) Staff

Information:

The local VAMC, through either the Associate Chief of Staff for Research (ACOS), the Research Service’s Administrative Officer (AO), or the NPC shall contact the TTP office as soon as it is notified of an impending clinical trial involving more than one VAMC.  The TTP office in conjunction with the Office of General Counsel (OGC) will designate one NPC office or VAMC, and its Regional Counsel-designated attorney, to be the lead negotiators. 

The designated leads shall follow the “Procedures for negotiating and entering into a CT CRADA” as outlined in the standard SOPs for Phase I, and II, III and IV, or Device Clinical Trials as provided on the TTP website. The views of the other sites involved in the study should be sought during the initial phase of the review, when appropriate, on any issues that may affect the conduct of the study at their site.  

Once an agreement has been negotiated, reviewed and approved by the Regional Counsel, and TTP and OGC offices if necessary, the agreement will be implemented without change by any VAMC choosing to participate in that Multi-site clinical trial under that protocol.  Questions or comments regarding an agreement should be directed to the VA parties assigned as leads in the negotiation, review and approval process.  VA parties are encouraged to use the SharePoint website of the lead negotiating team’s Regional Counsel as a means of internal communication for the Multi-site CRADA.  

Any other facilities choosing to participate in the Multi-site clinical trial may modify only the cover page, budget, SOW, and the signature page to reflect local circumstances.  The local NPCs, VAMCs and RCs are encouraged to review the agreement to ensure that it is consistent with their own local policies and procedures; however, no major changes may be made to the agreement without prior approval from TTP and OGC.  
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