ONE-WAY CONFIDENTIAL DISCLOSURE AGREEMENT

(VA is the receiving party)

     This Confidential Disclosure Agreement (“Agreement”) is in furtherance of the Federal Technology Transfer Act of 1986, as amended (15 U.S.C. § 3710a ), and 38 U.S.C. §7303.  This Agreement is effective as of the last PARTY signature date  (“Effective Date”) and is by and between the United States (U.S.) Department of Veterans Affairs as represented by [LIST VAMC NAME] (“VA”) located at [LIST VAMC ADDRESS], and [LIST study sponsor entity name or Contract Research Organization (CRO) entity name if CRO entering into CDA on study sponsor’s behalf] located at [LIST entity’s address] (“PROVIDING PARTY”), each a “PARTY” and together collectively referred to as the “PARTIES.” [IF A CRO IS SIGNING CDA ON STUDY SPONSOR’s BEHALF, ADD:  [LIST CRO ENTITY NAME] is acting as a Contract Research Organization hired by study sponsor [LIST STUDY SPONSOR’s NAME] (“SPONSOR”).
PROVIDING PARTY possesses certain technical and nonpublic information regarding [LIST STUDY TITLE and/or PROTOCOL #], including [insert a description of the information, such as patent applications/issued patents/information, protocol, patient information excluding identifiable information, or research data, and CONTACT VA Technology Transfer Program, first, if VA is disclosing any form of intellectual property], which it considers confidential information (hereinafter collectively referred to as “Confidential Information”) and which VA wishes to obtain.

Confidential Information is provided to VA to evaluate and make determinations as to whether it will engage in [insert the purpose of disclosure, such as  a future business relationship, research collaboration, clinical trial, CRADA, basic research, or other] with PROVIDING PARTY, referred to hereinafter as the “Purpose.”  Therefore, in consideration of the promises and agreements recited herein, the PARTIES agree to the following:   

1. PROVIDING PARTY will disclose the Confidential Information to VA for use by VA’s employees who have a need to review it and who are legally obligated to comply with the confidential provisions of this Agreement.  

2. VA shall keep Confidential Information confidential and shall not disclose further except as noted below. VA shall use Confidential Information only for the purpose described within this Agreement.  VA shall treat Confidential Information as it would its own confidential information and take all reasonable precautions to prevent the unauthorized use, disclosure, dissemination, or publication of Confidential Information.  If VA notifies PROVIDING PARTY that it will proceed with the proposed research, VA may provide the Confidential Information to persons who have a need to know the Confidential Information to initiate the research.
3. VA’s obligation of nondisclosure and nonuse with respect to Confidential Information shall not include:

a) Any information that, at the time of disclosure is published, known publicly, or is otherwise in the public domain; or

b) Any information that, after disclosure to VA is published or becomes known publicly or otherwise becomes part of the public domain, through no fault of the VA; or

c) Any information that, prior to the time of disclosure to VA, is known by it as evidenced by its written records; or

d) Any information that has been or is disclosed to VA in good faith by a third party who was not, or is not, under any obligation of nondisclosure or secrecy at the time said third party discloses to VA; or
e) Any information which is disclosed in response to a valid order by a federal court of competent jurisdiction, to a U.S. Congressional oversight  committee of jurisdiction where requested by the committee acting in its oversight capacity, to the Government Accountability Office, or as otherwise required by law; or

f) Any information that is independently developed by or on behalf of VA, without reliance on the Confidential Information received hereunder.

4. PROVIDING PARTY represents that any Confidential Information that it discloses is not information known to be the proprietary information of any third party.

5. No right or license, either express or implied, to use any Confidential Information disclosed is granted by PROVIDING PARTY other than use for the specified Purpose described in this Agreement.  PROVIDING PARTY does not grant, and VA shall not acquire, any intellectual property rights under this Agreement.

6. This Agreement shall expire [LIST number of year(s) (note: not to exceed more than 5 years)] from the Effective Date unless otherwise terminated earlier in writing (with or without cause) by one PARTY to the other PARTY. The obligation of nondisclosure and nonuse set forth herein shall remain in effect for a period of [LIST number of year(s) (note: not to exceed more than 5 years)] after the expiration or termination date, whichever is earlier. If the PARTIES subsequently enter into an agreement such as a Cooperative Research and Development Agreement based on the provision of information under this document, the terms of this Agreement shall be subsumed under the terms of the subsequent agreement, and the new agreement terms shall prevail.

7. VA shall have a duty to protect all confidential information that is disclosed to it.  PROVIDING PARTY shall label or otherwise clearly mark in writing all Confidential Information that it considers confidential before providing it to VA.    Within thirty (30) days of an oral disclosure, PROVIDING PARTY shall reduce any oral disclosure(s) to writing and provide a copy of such writing to VA.    
8. The validity, construction and performance of this Agreement shall be governed by and construed in accordance with U.S. federal law as construed by the U.S. Federal Courts in the District of Columbia.  U.S. federal law and regulations will preempt any conflicting or inconsistent provisions in this Agreement.
9. VA is subject to various confidentiality laws, including but not limited to the Privacy Act (5 U.S.C. § 552a), 38 U.S.C. §§ 5701, 5705, and 7332.  Additionally, VA employees are bound by  18 U.S.C. § 1905, which prohibits them from disclosing certain confidential and proprietary information disclosed to them in the conduct of their official duties.  VA may only use or disclose Confidential Information consistent with applicable authorities.   Requests for disclosure of Confidential Information will be handled in accordance with the Freedom of Information Act (5 U.S.C. § 552), E.O. 12600, and 38 C.F.R. § 1.554.   
10. This Agreement’s provisions are consistent with and do not supersede, conflict with, or otherwise alter federal employee obligations, rights, or liabilities created by existing statute or Executive order relating to (1) classified information, (2) communications to Congress, (3) the reporting to an Inspector General of a violation of any law, rule, or regulation, or mismanagement, a gross waste of funds, an abuse of authority, or a substantial and specific danger to public health or safety, or (4) any other whistleblower protection. The definitions, requirements, obligations, rights, sanctions, and liabilities created by controlling Executive orders and statutory provisions are incorporated into this Agreement and are controlling.

11. Miscellaneous
a.  Entire Agreement. This Agreement constitutes the entire agreement of the PARTIES with regard to its subject matter, and supersedes all previous written or oral representations, agreements, and understandings between PROVIDING PARTY and VA.




b. No Modification. This Agreement may only be modified by written instrument signed by all PARTIES.

c.  Severability. In the event that any one or more of the provisions contained in this Agreement shall for any reason be held to be invalid, illegal, or unenforceable in any respect, such invalidity, illegality, or unenforceability shall not affect any other provisions of this Agreement, and all other provisions shall remain in full force and effect.  If any provision of this Agreement is held to be excessively broad, it shall be reformed and construed by limiting and reducing it to be enforceable to the maximum extent permitted by law.



d.  Notices.   All notices required or permitted in this Agreement shall be in writing and shall be deemed given as of: (a) the date of delivery if delivered by hand to the signatory identified below; or (b) the date of receipt if sent by certified mail, postage prepaid, return receipt requested or by other commercial, trackable delivery service, and addressed to the PARTY to receive such notice at the address set forth below, or such other address as is subsequently specified pursuant to this notice provision.


e.  No Assignment.  VA shall neither assign nor otherwise transfer this Agreement or any rights under this Agreement without the written consent of PROVIDING PARTY, and any attempted assignment or transfer, in whole or in part, without such consent shall be null and void.



 f.  Execution.  Each representative signing below hereby represents that each is authorized to enter into this Agreement.


g.  Address and contact information for VA for sending CDA notices.



   [LIST VAMC entity name/mailing address + mail routing symbol/point of contact name/title]


h.  Address and contact information for the PROVIDING PARTY for sending CDA notices:

[LIST STUDY SPONSOR’s (or CRO’s as applicable) entity name/address/point of
             contact name/title] 
(Remainder of the page intentionally left blank.

Signature page follows.)
SIGNATURE PAGE

For U.S. Department of Veterans Affairs
[LIST VAMC NAME] 

____________________________

(Signature)
____________________________

(Print Name)

____________________________

(Title)

_____________________________

(Date)

Read and Acknowledge

For VA investigator:

While not a PARTY to this Agreement, I have read and acknowledge this Agreement made and entered into by the PROVIDING PARTY and VA, and I agree to abide by the terms therein.
____________________________

(Signature) 

____________________________

(Print Name)

____________________________

(Title)

_____________________________

(Date)

For PROVIDING PARTY:

____________________________

(Signature)

____________________________

(Print Name)

____________________________

(Title)

_____________________________

(Date)
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