A New Approach for VA Research Collaborations:
Cooperative Research and Development Agreements

In partnership, the Department of Veterans Affairs (VA) Office of General Counsel (OGC), the Veterans Health Administration (VHA) and the National Association of Veterans’ Research and Education Foundations (NAVREF) are investing considerable expertise and time in developing a series of model agreements for research collaborations benefiting our nation's veterans. These new documents are Cooperative Research and Development Agreements (CRADAs), a mechanism well known to other federal agencies and private sector organizations that participate in federal/private research partnerships. VA's newest model CRADA – the VA Model CT CRADA – provides a framework for industry-sponsored clinical trial collaborations and was published for use as of March 15, 2006. 

Advantages of CRADAs:

· Protect background inventions, trade secrets and confidential information

· Offer access to VA research resources including personnel, services and property

· Establish intellectual property ownership and licensing options in advance of an invention

· Leverage federal expertise to develop products with commercialization potential

· Contain legally enforceable terms

· Supported by the full weight of the Federal Technology Transfer Act (FTTA)

· Comprise a government-wide, readily understood and accepted mechanisms for establishing collaborative relationships

· Review by VA and collaborator attorneys ensures concurrence and consistency with federal statutes, regulations and policies

· Standardized terms expedite execution and prompt initiation of research partnerships, but flexible enough to address variable research relationships
· Respect VA/university relationships, principal investigator needs and sponsors’ interests

· Allow coordination of a single CRADA for multi-center studies and execution of “master” CRADAs with major sponsors, eliminating the need for individually negotiated contracts
CRADAs allow the signatories to work together toward their mutual objectives of improving the health of veterans and the nation.  Signatories to VA CRADAs include:
· VA Medical Center Directors

· Private sector sponsors
· Principal investigators

· VA-affiliated nonprofit research and education corporations
To expedite research partnerships, VA will develop a number of CRADAs, each tailored for a specific set of research circumstances.  These will include:

· Standard Research CRADA (generic model)

· Clinical Trial (CT) CRADA (for industry-initiated and sponsored studies)

· Materials Transfer (MT) CRADA

· Principal Investigator Initiated Clinical and Basic Studies CRADAs

VA appreciates the cooperation of its research partners during the transition to CRADAs.
· VHA encourages collaborators to become familiar with VA Model CRADAs, ask questions and request multi-center and “master” agreements when appropriate

· VA principal investigators should offer potential collaborators the appropriate model CRADA when initiating discussions; enlist NPC support to complete the CRADA and coordinate reviews
· OGC attorneys will share expertise and coordinate reviews within required timeframes

· VA asks universities to cooperate promptly with VAMCs in accordance with their VA Cooperative Technology Administration Agreements (CTAAs) or to amend such as needed to accommodate CRADAs

· NPCs will facilitate execution of CRADAs, supporting both PIs and collaborators throughout the process
VA CRADA resources are available on the VA CRADA web site at http://www.research.va.gov/programs/tech_transfer/  Questions should be directed to the VHA Technology Transfer Program staff.  TTP personnel are also available to conduct training for VA personnel and private sector organizations in person or by teleconference.
