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COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS 

VHA GUIDELINES FOR CLINICAL TRIAL CRADAS
I.  THE MODEL CRADA

a. The VA’s model CT CRADA is accessible at www.vard.org/tts.

Proposed changes or modifications must be submitted to the Director, Technology Transfer (12TT) for review and approval.  The proposed changes or modifications must be submitted in writing along with a justification and the proposed CT CRADA.   To expedite the review process by TTP all proposed changes or modifications should be indicated for easy identification; this process may be easily completed by utilizing the track changes editing feature. Approved modifications will be included in Appendix C.
b. Attached to the model CRADA is Appendix A, Statement of Work (SOW).  The SOW shall contain a detailed explanation of the collaborative research work to be performed under the agreement along with a start and end date of the CT CRADA, as well as time estimates for the various identifiable phases or milestones leading to the completion of the research project. 

c. Appendix B shall be utilized to identify all contributions of the parties, including, background data, staffing, materials, equipment, funding, etc.

II.  PROCEDURES FOR NEGOTIATING AND ENTERING INTO A CRADA

a. Investigator(s) informs Associate Chief of Staff (ACOS) for Research or Coordinator of Research & Development (R&D) of his/her interest or intent to develop a CRADA.   For project where the funds are to be administered by VBRI, investigator informs VBRI of this interest and copies ACOS R&D
b. Investigator(s) identifies potential collaborator(s).  Where a Cooperative Technology Administration Agreement (CTAA) between VA and its university affiliate(s) exists, VA will take the lead on any invention made under the terms of the CT CRADA.  No CT CRADA may be entered into unless the university affiliate agrees to this modification or amendment. UMDNJ does not have a CTAA with VA New Jersey.
c. Investigator(s) informs potential collaborator(s) of statutory requirements for CRADAs by presenting a copy of the model CRADA when discussion of collaborative agreement first begins. "Collaborator" may be the study sponsor.
d. VA Investigator(s) completes a Conflict of Interest survey.  

CONFLICT OF INTEREST CONSIDERATIONS:   The basic VA requirements regarding employee conduct standards in general and the avoidance of conflict of interest in particular are contained in 5 C.F.R. Parts 2635 and 2640; 18 U.S.C. 201-219; and 38 CFR Part 0.  In order to comply with the FTTA, any potential conflict identified in the conflict of interest survey or arising during the negotiation and conduct of a CRADA or in the commercialization of inventions resulting from a CRADA should be immediately discussed with the Regional Counsel.  Additionally, compliance with VHA Handbook 1200.13 is required
.

e. Investigator(s) completes a Fair Access survey. 

FAIR ACCESS CONSIDERATIONS:  In compliance with the intent of the FTTA, it is required that laboratories widely disseminate information on opportunities to participate with the laboratory in technology transfer, including CRADAs.  VA shall ensure that outside organizations have fair access to collaborative opportunities including scientific expertise as well as licensing opportunities related to Federal technologies.  Use of the VA internet is one means available.  Fair access to CRADAs is not considered as synonymous with the term “full and open competition” as defined for procurement contracts.  Use of the Federal system to publicize Federal opportunities may be coordinated through VA contracting officers
 via the web-based systems accessible at http://www.fedbizopps.gov/ or http://www1.va.gov/oamm/busopp/index.htm.  Another opportunity to disseminate information regarding potential collaborations is through presentations at professional meetings and publications.  

Evidence of fair access or discussion of unique resource requirements utilized in the selection of the commercial CRADA partner should be maintained as part of the official CRADA file.  The Fair Access Survey must be completed and accompany the CRADA submission as well as be maintained in the CRADA file.   
f. ACOS for Research or Coordinator of R&D informs the Medical Center Director that a CRADA is being developed.

g. Investigator and Collaborator begin to develop the Statement of Work (SOW) which encompasses the research plan and will be attached as Appendix A to the CRADA.  Assistance of the ACOS for Research, Coordinator/R&D, VBRI staff, or the Regional Counsel is available. The VA ORD, TTP (12TT) is also available for assistance during the development of the CRADA.  For sponsored studies, the SOW will be provided by the sponsor.
h. ACOS for Research or Coordinator of R&D assures that the research to be performed under the CRADA has been or will be approved by the R&D Committee and appropriate subcommittee. 

i. A copy of the CT CRADA is forwarded to the local Regional Counsel via the Medical Center Director for review and approval.  If funds are kept at VBRI, VBRI will do the correspondence with Regional Counsel, otherwise the office of ACOS R&D will.
j. The local Regional Counsel must respond to the VAMC Director within 30 calendar days of receipt of a proposed CRADA indicating approval, approval with required changes, or noncurrence [15 U.S.C. 3710a(c)(5)].

k. If the CRADA is approved or the CRADA has been changed consistent with Regional Counsel comments, the collaborator/CRADA partner should provide a copy of the CRADA, signed by an authorized representative of the Collaborator, to the VAMC Director for his/her signature.  Once the VAMC Director signs and dates the agreement, retention and distribution of the CRADA shall be as follows: 

k. The original is retained in the VAMC Director's office; 

k. A copy is provided to each collaborator; 

k. A copy is sent to Director TTP (12TT),VACO; 

k. Copies are provided to VA’s principal investigator and other VA employees performing research under the CRADA, and

k. A copy is sent to the Regional Counsel.
k.  ACOS for Research or Coordinator of R&D shall submit to the Director, TTP (12TT), VACO, copies of all required reports specified in the CRADA
III.  LEGAL AUTHORITY FOR AND APPROVAL OF CRADAs

a. Statutory Authority. The statutory basis for Federal agencies entering into CRADAs, including the general and enumerated authorities, pertinent definitions, and contract considerations, can be found at  15 U.S.C. §3710a.  

b. CRADA Procedure and Approval Authority.  VAMC Directors have authority to enter into CRADAS as set forth in VHA Handbook 1200.18.  Prior to execution, however, submittal of a draft agreement will expedite the review and approval process and will largely diminish the need to modify or reject proposed final agreements. 
 Applicable procedures at VA New Jersey
1. Intent for Crada is communicated to ACOS/R&D and as applicable also VBRI.

2. VBRI or ACOS/R&D (as applicable who will administer the funds) will coordinate and review and edit the CRADA with the investigator and when a final draft is available will forward to regional council for review.  If VBRI is reviewing the CRADA, VBRI will copy the ACOS's Office with all communication with Regional Counsel.

3. A draft must be sent to the R&D for review as part of the approval for the project.

4. Any communications between Regional Counsel, PI, by VBRI will be copied to ACOS's Office.

5. A final signed copy of the CRADA will be retained by the R&D Office, VBRI as applicable, and the PI.
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