MEMO TO NON-PROFIT RESEARCH CORPORATION PANEL

April 12, 2005

What follows is additional guidance regarding clinical research agreements executed between the VA non-profit research corporations and pharmaceutical sponsors.  (The initial April 1, 2005 e-mail on this subject is attached.)    

1.   Any agreement that has already been executed will remain in place.

2.   OGC and VHA are working expeditiously toward crafting future research agreements as Cooperative Research and Development Agreements (CRADAs).  Under CRADAs, VA, rather than the NPC, is a party to the agreement and can legally pre-commit the IP rights it owns and can make other binding commitments to a sponsor.  Note, however, that to the extent an inventor is considered to be a Dual Appointment Personnel (DAP), disclosure will be made to VA and usually to the DAP’s university affiliate as well.  If both take ownership of the invention, joint ownership arises, and the Cooperative Technology Administration Agreement (CTAA) comes into play.  If an inventor is a DAP and no CTAA exists with the affiliated university, each entity (VA and the university) would be allowed to deal with its own interests; VA must not purport to enter into any agreements beyond the scope of what may be its own undivided interest in jointly owned property.  

3.    While local VA Medical Centers currently have the ability to enter into local, project-specific CRADAs, each of which must take into account any controlling CTAA, this new effort will result in the development of national or sponsor-specific template CRADAs.  Clearly, the transition from clinical research agreements to CRADAs will entail additional training for OGC, VHA, and the non-profit research corporations.  It will also involve discussions between VHA and affiliated universities regarding existing CTAAs.

4.   In the interim, until the transition to CRADAs is accomplished, non-profit research corporations may continue to enter into clinical research agreements, and Panel attorneys may continue to review them.  However, OGC attorneys should ensure that the R&D Committee and the IRB have approved the research project underlying the agreement.  In addition, the legal advice provided by OGC attorneys must take into account and be consistent with applicable Federal laws, Department policies, and CTAAs or other joint ownership interests. Panel attorneys should strive to provide consistent advice across all agreements that they review.  

5.   In particular, we recommend that OGC attorneys who are asked to review draft clinical research agreements to be entered into by VA non-profit research corporations closely examine the following:

· Any provision that names VA or the Principal Investigator as a party to the agreement

· Any provision that purports to make commitments or assignment of any of VA’s intellectual property rights

· Any provision that purports to limit VA’s rights to own or use its data or records

· Any provision that purports to subject VA or VA operations to any law other than Federal law, including any provision that creates rights inconsistent with Federal information and privacy laws

· Any provision that is at odds with the VA-approved research protocol, including provisions granting the sponsor the right to unilaterally amend the protocol or informed consent guidelines

· Any provision that requires VA or the non-profit to indemnify the sponsor for the sponsor’s negligent conduct

· Any provision granting the sponsor remedies beyond return of the donated funds

6.   Furthermore, OGC attorneys reviewing an intellectual property clause should ensure that the clause does not contravene any applicable CTAA.  This may involve negotiation with the affiliated university to gain a waiver or exception to the CTAA.  Existing CTAA’s and any amendments will be provided to Regional Counsel attorneys shortly.  If a CTAA is needed immediately, each VAMC ACOS for Research has previously been provided with a copy, and he/she may be able to accommodate your request.

7.  Non-profit research corporations that have doubts about the language in their proposed agreements will be encouraged to seek legal advice from Regional Counsel or Panel attorneys.

                                                                       JOHN H. THOMPSON

                                                                       Deputy General Counsel
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