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A LIMITED PURPOSE
COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENT (LP-CRADA)

FOR EQUIPMENT OR PRIVATE 
MATERIAL TRANSFER 
(FROM NAVY PROVIDER TO NON-NAVY RECIPIENT)

PREAMBLE

Under authority of the U.S. Federal Technology Transfer Act of 1986 (Public Law 99-502, 20 October 1986, as amended), the Department of Navy Collaborator (PROVIDER) and Non-Navy Collaborator (RECIPIENT) described below agree and enter into this Limited Purpose Cooperative Research and Development Agreement (LP-CRADA) to transfer [MATERIAL] according to the clauses and conditions and for the term and duration set in this Agreement.

The PROVIDER is Naval Medical Research Center, 503 Robert Grant Avenue, Silver Spring, MD 20910, a Federal laboratory of the United States Department of Navy wholly owned by the U.S. Government whose substantial purpose is the performance of research, development or engineering.

The RECIPIENT is [Company Name] of [Adress], a corporation [substitute appropriate alternate language for a different entity, e.g., a University] duly organized, validly existing and in good standing under the laws of the [State or Commonwealth] of [indicate name]. The RECIPIENT [is/is not] a small business as defined in 15 USC 632 and implementing regulations (13 CFR 121.101 et seq.) of the Administrator of the Small Business Administration. Further, the RECIPIENT [is/is not] directly or indirectly controlled by a foreign company or government (Executive Order 12591, Section 4 (a)) as of the effective date of this Agreement.

Article 1.
[EQUIPMENT/MATERIAL] TO BE TRANSFERRED: 

PROVIDER owns, controls, or otherwise has all rights in Navy Case number [describe EQUIPMENT/MATERIAL], hereafter [EQUIPMENT/MATERIAL]. PROVIDER has the right to and will transfer [insert quantity] of [EQUIPMENT/MATERIAL] within 14 days (2 weeks) to RECIPIENT for the conduct of the research, tests, evaluation, development or engineering efforts and purposes stated below. 

Article 2. 
PURPOSE FOR TRANSFER (PURPOSE):

(a) RECIPIENT agrees that it will use the [EQUIPMENT/MATERIAL] solely for [give a brief summary of your research and the intended use of MATERIAL] (PURPOSE) under the direction and control of  RECIPIENT's Principal Investigator (PI), [insert name], and will follow the United States Federal statutes, rules and regulations controlling the handling and use of research equipment and/or materials of the type described as the [EQUIPMENT/MATERIAL], as applicable. RECIPIENT agrees that it will not use the [EQUIPMENT/MATERIAL] for any commercial or production purposes. This Agreement does not constitute or create a joint venture, partnership or formal business entity of any kind.
(b)
This Agreement is not a license in Government Intellectual Property including patents or patent applications except for the limited PURPOSE stated. This Agreement shall not be interpreted to alter any pre-existing rights to the [EQUIPMENT/MATERIAL]. PROVIDER reserves the right to provide the [EQUIPMENT/MATERIAL] to others. RECIPIENT agrees not to produce, modify or duplicate the [EQUIPMENT/MATERIAL] for any purpose unless that intention is stated as part of the research PURPOSE, subparagraph 2(a) supra. 

 (c)
If RECIPIENT desires to use the [EQUIPMENT/MATERIAL] for purposes other than the PURPOSE, RECIPIENT agrees, before beginning any such use, to negotiate a full CRADA and/or a license for any patent or other intellectual property, specific for that use, in good faith with PROVIDER as provided by Federal law.  It is understood by RECIPIENT that PROVIDER shall have no obligation to grant such a license or enter into a CRADA with RECIPIENT, and may grant exclusive or non-exclusive commercial licenses to others as provided by law.
Article 3.
PROPRIETARY INFORMATION:

RECIPIENT agrees to protect PROVIDER’s information protected by 35 USC 205 in the same manner in which it protects its own PROPRIETARY INFORMATION. The Parties shall confer and agree what information created by the Navy PROVIDER shall be designated RESTRICTED ACCESS INFORMATION. RECIPIENT will treat RESTRICTED ACCESS INFORMATION in a manner equivalent to the manner the Government treats PROPRIETARY INFORMATION.  It is RECIPIENT’s responsibility to properly identify all PROPRIETARY INFORMATION.

“PROPRIETARY INFORMATION” means information that embodies trade secrets developed at private expense or business, commercial, or financial information that is privileged or confidential provided that such information: (a) is not known or available from other sources without obligations concerning its confidentiality; (b) has not been made available by the owners to others without obligation concerning its confidentiality; (c) is not already available to the Government without obligation concerning its confidentiality; and (d) has not been developed independently by persons who have had no access to the information. 

“RESTRICTED ACCESS INFORMATION” means Subject Data generated by Navy Collaborator that would be Proprietary Information if the information had been obtained from a non-Federal Collaborator participating in a CRADA (15 USC 3710a). Under 15 USC, Section 3710a(c)(7)(B) the Collaborators mutually may agree to provide appropriate protection to Subject Data generated by the Navy Collaborator (Restricted Access Information) against public dissemination or release under the Freedom of Information Act (FOIA) for a period of up to five (5) years after development of the Information. PROVIDER and RECIPIENT will designate all RESTRICTED ACCESS INFORMATION.

“Subject Data” means that Data first recorded in the performance of the Cooperative Work.

“DATA” means all recorded information of any kind regardless of the form or method of the recording, including computer software.

“Government” means the Government of the United States of America. 

Article 4.   Protected Health Information 
[Insert if the information or material includes human subject samples or contemplates clinical applications]

Research Materials were collected according to 45 CFR Part 46, "Protection of Human Subjects." [If human subject, provide protocol Number: __________]

[RECIPIENT] shall comply with all laws and regulations, including without limitation the regulations of the Health Insurance Portability and Accountability Act (HIPAA), governing the privacy and security of health information.  To the extent required by applicable law, [RECIPIENT] will also require its PI to comply with applicable law.

[RECIPIENT] shall treat all Protected Health Information as protected from disclosure to the extent required by applicable law. [RECIPIENT] will implement and maintain such privacy and security safeguards as are necessary to ensure that Protected Health Information is adequately protected from unauthorized access.

[RECIPIENT]’s PI shall ensure that all consents and authorizations required by applicable law are obtained from Study Patient, such that [RECIPIENT] and each of [RECIPIENT]’s contractors are permitted to access the Protected Health Information of any Study Patient for the purpose of fulfilling any obligation under this Agreement or for the purpose of complying with any requirement under applicable law or any other legal or regulatory requirement to which [RECIPIENT] is subject.

In the event that this Agreement or any practices which could be or are employed in exercising rights under the Agreement are inconsistent with or do not satisfy the requirements of applicable law relating to the privacy of Protected Health Information, the Collaborators shall take any action necessary to bring performance under this Agreement into compliance with such applicable law, including amending or modifying this Agreement.
Article 5.
PUBLICATIONS:
RECIPIENT agrees to provide appropriate acknowledgement of the source of the [EQUIPMENT/MATERIAL] in all publications.  PROVIDER and RECIPIENT agree to confer and consult to provide a reasonable review period of 30 days to assure that no Proprietary or otherwise protected information is released and that patent rights are protected.  Publication and/or presentation will be delayed for a reasonable time to afford needed protection.  The RECIPIENT shall provide a report of the research results to the PROVIDER within [insert number of days] days from the testing of the [EQUIPMENT/MATERIAL].

Article 6.
WARRANTY:

RECIPIENT agrees that PROVIDER makes no representations and extends no warranty of any kind, either expressed or implied regarding the [EQUIPMENT/MATERIAL].  There are no expressed or implied warranties of merchantability or fitness for a particular purpose, or that the use of [EQUIPMENT/MATERIAL] will not infringe any patent, copyright, trademark, or other rights.

Article 7.
LIABILITY:

RECIPIENT agrees to assume all risks, direct or consequential, from their use, storage and/or disposal of the [EQUIPMENT/MATERIAL]. RECIPIENT agrees to defend, indemnify, and hold harmless PROVIDER from any loss, claim, damage, or liability, of any kind, which may arise from their use, storage or disposal of the [EQUIPMENT/MATERIAL]. PROVIDER's entire liability is as stated in the Federal Tort Claims Act, Section 2671 et seq.

Article 8.
RETURN OF [EQUIPMENT/MATERIAL]:

RECIPIENT agrees that any and all [EQUIPMENT/MATERIAL] and information regarding this [EQUIPMENT/MATERIAL] received from PROVIDER, including copies of information, shall remain the property of PROVIDER. These items will be promptly returned or destroyed at the termination of this Agreement in accordance with the directions of the PROVIDER. All requests and responses must be in writing. The [EQUIPMENT/MATERIAL] and information will be returned at no expense to the PROVIDER.

Article 9.
PRE-EXISTING INTELLECTUAL PROPERTY RIGHTS:

Except as expressly provided in this Agreement, no rights are provided to RECIPIENT under any pre-existing patents,  patent applications, protected information or other intellectual property of PROVIDER.

Article 10.
INVENTION LICENSE:

The RECIPIENT shall retain title to any Invention of its employees made in the performance of the PURPOSE. RECIPIENT shall notify PROVIDER of the receipt of any Invention disclosure regarding use or modification of the [EQUIPMENT/MATERIAL]. RECIPIENT grants the Government a nonexclusive, irrevocable, paid-up license to practice the Invention, or have the Invention practiced throughout the world by or on behalf of the Government. Upon request, RECIPIENT shall give the Government a written instrument, prepared in a form satisfactory to the Government confirming such rights as appropriate. “Invention” means any invention or discovery which is or may be patentable under Title 35 of the United States Code.  

“Patent Application” means U.S. or foreign patent application, continuation, continuation-in-part, divisional, reissue and/or reexamination on any Invention.

Article 11.
DELIVERY:


It is agreed that the PROVIDER will deliver the [EQUIPMENT/MATERIAL] upon execution of this Agreement to the RECIPIENT within (7) days from the effective date of this Agreement.

Article 12.
DURATION:

This Agreement will terminate on the earliest of the following dates:

(1)
upon completion of RECIPIENT's proposed research studies with the [EQUIPMENT/MATERIAL], or 


(2) 
upon thirty (30) days written notice by either Collaborator to the other, or 


(3) 
[insert time period not to exceed 3 years] from the effective date of this Agreement.

Article 13.
AMENDMENT:

This Agreement can be amended only by a written amendment mutually agreed to and signed by the Agreement signatories or their successors.

Article 14.
ENTIRE AGREEMENT:

This Agreement is the entire Agreement between the Collaborators concerning the PURPOSE and supersedes any prior understanding or written or oral agreement relative to the PURPOSE.

Article 15.
GOVERNING LAW:

United States Federal Law shall govern this Agreement for all purposes.

Article 16.
FUNDS:

It is agreed and understood that the [EQUIPMENT/MATERIAL] is furnished and the Agreement is entered into at no cost to the PROVIDER. 

No funds are transferred under this Agreement from the Navy PROVIDER to the Non-Navy RECIPIENT. 
Article 17.
TITLE:

Each Collaborator shall retain title to all tangible property to which it had title prior to the effective date of this Agreement.

Article 18.
USE OF NAME OR ENDORSEMENTS:

RECIPIENT shall not use the name of the PROVIDER or any other Government entity on any product or service that is directly or indirectly related to this Agreement without the prior approval of PROVIDER.

Article 19.
PUBLIC RELEASE OF THIS AGREEMENT:

This Agreement document is releasable to the public.

Article 20.
EFFECTIVE DATE:

The effective date of this Agreement is the date of execution by the last to sign for the DURATION set in Article 11.  

Article 21.
NOTICES: 

All notices will be sent to the Agreement administrators or their successors at the addresses shown in the PREAMBLE.

Article 22.
SURVIVING PROVISIONS:

All the Articles of this Agreement shall survive its termination.

Article 23.
SIGNATURES:

Accepted for RECIPIENT:

I, the undersigned, am duly authorized to bind [RECIPIENT ENTITY] to this Agreement and do so by affixing my signature hereto.

Entered into this ________day of __________20__.


(month)

By: _______________________________________

Name:

Title:

Accepted for PROVIDER:, the undersigned, am duly authorized to bind NMRC to this Agreement and do so by affixing my signature hereto.

Entered into this ________day of __________20__.


(month)

By: ______________________________________

Name:

Title:

Naval Organization:

Appendix A
REQUEST FOR 

RETURN/DESTRUCTION OF

EQUIPMENT/MATERIAL

Pursuant to Article 11 “Duration” of LP CRADA-XXX, this is notification that the agreement expired on [INSERT DATE].  Per Article 8 of the referenced agreement, the NMRC requests written confirmation that [RECIPIENT] destroyed or returned any surplus [List Equipment/Material] at the termination of this Agreement in accordance with the directions of the PROVIDER.

Please check the appropriate box relevant to your return or disposal of surplus equipment or material.

formcheckbox 
  I returned surplus Equipment/Material(s) listed in good shipping condition to 

[Provider’s POC] on [Insert Date].
formcheckbox 
  I destroyed subject MATERIAL. 

formcheckbox 
  There was no surplus MATERIAL upon completion of our study.

SIGNATURE:  ____________________________  

DATE:  ________ 




[Recipient PI name]

Please return completed form to [POC] via fax or pdf.

Fax:  301-319-XXXX;   E-mail:  XXX@med.navy.mil

RECIPENT





[POC] [PROGRAM]       


Address 1


Address 2


Phone/Fax/Email








PROVIDER





[POC] [PROGRAM]


503 Robert Grant Ave.


Silver Spring, MD 20910


Phone/Fax/Email
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