From: 
Thompson, Jack H., OGC   

Sent:
Friday, April 01, 2005 9:41 AM:


To:
OGC RC's & Asst. RC's; OGC Research Corporation Panel 

Cc:
Johnson, Lorrie; Hall, Walter A., OGC; Hutter, Paul; Lemons, Janet (OGC); Fihn, Stephan; Potts, Bob; Schuster, Brian G. 

Subject:
Intellectual Property and Non-Profit Research Corps.  

To Office of General Counsel Addressees: 

A number of issues relating to Intellectual Property (IP) have been brought to our attention recently.  As the VHA Technology Transfer program and our experience with its legal issues have grown, our understanding of the complex and interrelated laws regarding patents, contracts, and technology transfer has evolved.  The purpose of this message is to further clarify VA's legal authorities so that advice we provide our clients is current and consistent. 

I. Intellectual Property Rights  

"Federal technology transfer" is shorthand for the system of ownership of government inventions and subsequent licensing of these rights for further development and commercialization.  Disclosure of any invention is required of all VA employees, and ownership is an after-the-fact determination based upon specific legal criteria (E.O. 10096; 37 C.F.R. §501.6; 38 C.F.R. §§1.650 et seq.).  Licensing and ultimate commercialization achieve the goal of bringing new technologies funded by taxpayers and private entities to the point of practical application for the benefit of veterans and the public at large.   Two contractual authorities exist to effectuate this scheme:    

· Cooperative Research and Development Agreements (CRADAs) whereby the government and another entity collaborate on research.  IP arising from a CRADA may be promised and subsequently licensed to the collaborator without the necessity for competition (15 U.S.C. §3710a).  

· Government licensing of IP through a competitive application process, with licenses requiring defense against infringement claims, reporting and audit of commercialization efforts, and payments (37 C.F.R. Part 404).   

Despite earlier indications to the contrary, we now recognize that VA has no authority to grant "rights of first refusal" or the "opportunity to first negotiate a license."   Consistent with current law and decisions made by the Department of Commerce in appeals of VA Determinations of Rights, we believe the correct, current statement of the law is that no property rights in advance of disclosure may be conferred in any VA agreement outside of a CRADA.   

II. VA Nonprofit Research Corporations (VANPs)   

As a reminder, VANPs have no authority to execute research agreements that bind VA; this includes agreements or promises of VA departmental or employee performance including, but not limited to, study protocols, informed consent, data rights, publication rights, VA disclosures to third parties, privacy or confidentiality, and intellectual property rights and responsibilities.  Additionally, VANPs have no authority to execute research agreements that contradict Cooperative Technology Administration Agreements (CTAAs).  

Please note that mutual arrangements between outside entities and VA can still be accomplished through CRADAs (15 U.S.C. §3710a).  For assistance in negotiating a CRADA, contact VHA's Technology Transfer Program (Bob Potts, Director, or Dr. Jeff Moore at 202-254-0256).  For more information on CRADAs, see http://www.vard.org/tts/crada/crada.htm.   

Additionally, VA has executed CTAAs with most of the major research affiliates.  CTAAs govern the ownership and administration of inventions made by Dual-Appointment or Without-Compensation Personnel. CTAAs promise that VA and VANPs will not pre-commit IP rights to other entities.  Moreover, the universities have been given the lead under the CTAAs to administer and license VA IP rights.  Over 60 CTAAs are currently in place with VA's affiliates.  VA's use of a CRADA, however, would typically breach a CTAA.  VHA is aware of these issues and is seeking to address amendments to CTAAs in order to carve out exceptions for research projects such as CRADAs.    

CRADAs need not involve VANPs.   In fact, OGC has opined that VA cannot enter into CRADAs with VANPs.  A VANP may be involved at the local medical center level to administer CRADA funds; this is consistent with VANP authority.  In addition, we do not intend to suggest that VANPs may not continue to provide funding for VA research through conditional gift arrangements, consistent with statutory authority and VHA Handbook 1200.17.  

OGC attorneys reviewing, advising, or negotiating agreements in this arena shall conform all legal advice accordingly.   

Footnotes to message:

1.
VHA Handbook 1200.17, 6b - Corporations may accept donations, in cash or in kind, from for-profit, non-profit, public or private entities.  6c - Corporations are not authorized to give assurances or other commitments concerning VA decision-making, including assurances that VA will fulfill any particular purpose for which a gift is to be used . . .  .  6d - Corporations do not have authority to bind VA to any course of action, or agree to any provision for liquidated damages or other compensation for failure to implement the purpose for which the gift is given.

2.
VHA Handbook 1200.18

3.
See OGC Advisory Opinion 27-90 with white paper "NonProfit Research Corporations and the Federal Technology Transfer Act" (VANPs cannot enter CRADAs on behalf of VA, but VANPs can administer CRADA funds); 9/30/96 OGC letter to NAVREF (VANPs cannot enter into CRADAs on behalf of VA).
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