UNIVERSITY OF MICHIGAN

AGREEMENT FOR TRANSFER OF HUMAN SPECIMENS AND/OR 

CODED PRIVATE INFORMATION TO AN OUTSIDE RESEARCHER

Definitions
Coded Private Information:  Data derived from individually identifiable private information that has been coded so that any identifying information (such as name, street address or social security number) that would enable the Recipient to readily ascertain the identity of any individual to whom the private information pertains has been replaced with a number, letter, symbol, or combination thereof (collectively the “code”).  Coded Private Information includes data collected from humans (e.g., survey information) or derived from human specimens (e.g., genotyping) and stored or transmitted in a manner that does not permit identification of the source.  To the extent the Coded Private Information includes “protected health information,” as defined in 45 C.F.R. § 164.501 (“HIPPA”), Coded Private Information includes deidentified information or information in a limited data set, as defined in HIPAA.

Key:  A deciphering mechanism; a data element or other tool that enables linkage of identifying information to private information.

Materials:  Any combination of human specimens and/or Coded Private Information provided to Recipient Institution or Recipient Scientist pursuant to the terms and conditions of this Agreement and any derivatives thereof.

Provider:  [Insert provider name], the individual who maintains the human specimens and/or Coded Private Information that is the subject of this Agreement on behalf of the University of Michigan.

Recipient Institution:  The academic institution, non-profit foundation, or other non-commercial organization with which Recipient Scientist is affiliated.

Recipient Scientist:  [Insert recipient name], the individual who has requested and will receive certain human specimens and/or Coded Private Information subject to the terms and conditions of the Agreement.

Terms and Conditions
In response to the Recipient Scientist’s request for Materials defined as: [insert material being transferred], and to be used for the purpose of [insert use], the Provider has agreed to provide the Materials.  In return, the Recipient Institution and Recipient Scientist agree to the following terms and conditions.

1. The Materials are the property of the University of Michigan and are made available to Recipient Scientist as a service to the research community.

2. The Materials will be used by Recipient and any individual listed on Exhibit 1 for teaching or not-for-profit research purposes only.

3. The Materials will not be used for any purpose other than as specifically described above, nor further distributed to others (except the individual colleagues and staff listed on Exhibit 1), without Provider’s prior written consent.  The Recipient Institution or Recipient Scientist shall promptly refer to Provider any request to use the Materials for any purposes other than what is described above and/or to any third party. In the event Provider agrees to permit the Recipient Scientist to redisclose the Materials, Recipient Institution and Recipient Scientist shall cause any third parties with whom the Materials or any derivatives are shared to agree to the same restrictions and conditions that apply to Recipient Institution and Recipient Scientist under this Agreement.

4. Under no circumstances shall Recipient Institution or any person to whom Recipient Institution or Recipient Scientist directly or indirectly discloses the Materials make any attempt to link the Materials to any individual, whether living or deceased, associated with the Materials.  In the event Recipient Institution or Recipient Scientist inadvertently identifies an individual whose information is part of the Materials, Recipient Institution or Recipient Scientist shall promptly notify Provider of such identification.

5. Provider shall not disclose any Key to the code to Recipient Institution or Recipient Scientist under any circumstances.

6. The Recipient Scientist and Recipient Institution shall use the Materials solely for internal scientific research.  The Material is provided to Recipient only for use in animals or in vitro.  The Material will not be used in humans, including for purposes of diagnostic testing.
7. The transfer of the Material to the Recipient grant to the Recipient no rights in the Material other than those specifically set forth in this Agreement.  The Recipient shall, at the request of Michigan, return or destroy all unused Material, at the expense of Recipient.

8. The Recipient Scientist agrees to acknowledge the Provider in any publications reporting use of the Materials.

9. The Recipient will use the Material in compliance with all laws, governmental regulations and guidelines, including without limitation current NIH guidelines and any regulations or guidelines pertaining to research with recombinant DNA, that may be applicable to the Material and Export Administration Regulations and Export Control Regulations of the United States of America, relating to the export or re-export of technical data and products produced as a result of the use of such data, insofar as they relate to the Material provided under this Agreement.

10. NEITHER THE PROVIDER NOR THE UNIVERSITY OF MICHIGAN MAKES ANY REPRESENTATIONS AND NEITHER EXTENDS ANY WARRANTIES OF ANY KIND, EITHER EXPRESSED OR IMPLIED.  THERE ARE NO EXPRESS OR IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, OR THAT THE USE OF THE MATERIALS WILL NOT INFRINGE ANY PATENT, COPYRIGHT, TRADEMARK, OR OTHER PROPRIETARY RIGHTS.  Unless prohibited by law, Recipient Institution and Recipient Scientist assume all liability for claims for damages against them by third parties that may arise from the use or disclosure of the Materials except that, to the extent permitted by law, the Provider shall be liable when the damage is caused by the gross negligence or willful misconduct of the Provider.

11. The Recipient Institution and Recipient Scientist shall establish appropriate safeguards to ensure that the Materials are used or disclosed only in compliance with the terms and conditions of this Agreement and with all applicable statutes and regulations.

12. The Materials are provided for the above described purposes at no cost.

13. Recipient Institution or Recipient Scientist will promptly report to Provider any identified use or disclosure of the Materials that is inconsistent with the terms and conditions of this Agreement.

14. In the event Recipient Institution or Recipient Scientist breaches any provision of this Agreement, they shall be jointly and severally responsible to promptly cure the breach and mitigate any damages.  In addition, the University of Michigan may (i) terminate this Agreement upon notice and require return of the Materials and any derivatives thereof; (ii) discontinue the further disclosure of Materials in the future; and/or (iii) report the inappropriate use or disclosure to the Secretary of the Department of Health and Human Services.  Further sanctions may apply in accordance with applicable law.

15. This Agreement will be governed by the laws of the State of Michigan.

16. This Agreement shall terminate on _________________.  Upon termination, Recipient will return all unused Material to Michigan or provide written notice that the Material has been destroyed, at the expense of the Recipient.

The Provider, Recipient Institution and Recipient Scientist must sign both copies of this letter.

PROVIDER INFORMATION and AUTHORIZED SIGNATURE

	Provider Scientist:
	

	Provider Organization:
	The Regents of the University of Michigan

	Address:
	Office of Technology Transfer

3003 South State Street, Suite 2071

Ann Arbor, MI 48109

	Name of Authorized Official:
	Ruth L. Rasor















Signature of Provider Organization’s Authorized Official


Date
RECIPIENT INFORMATION and AUTHORIZED SIGNATURE

	Recipient Scientist:
	

	Recipient Organization:
	

	Address:
	

	Name of Authorized Official:
	















Signature of Recipient Organization’s Authorized Official


Date
Certification of Recipient Scientist:  I have read and understood the conditions outlined in this Agreement and I agree to abide by them in the receipt and use of the Materials.














Signature of Recipient Scientist





Date
Please send signed copies of this Agreement to:

Teri Grieb, PhD

Office of Technology Transfer

University of Michigan

3003 S. State Street, Room 2071

Ann Arbor, MI  48109-1280

EXHIBIT 1
The following individual colleagues and staff of Recipient Scientist (the “Authorized Collaborators”) are authorized to use the Materials consistent with all of the terms and conditions of this Agreement.  Noncompliance by an Authorized Collaborator shall be deemed noncompliance by Recipient Institution and Recipient Scientist for purposes of paragraph 10 above.

Name of Authorized Collaborator:

Title:

Affiliation:

Address:














Signature of Authorized Collaborator




Date
Name of Authorized Collaborator:

Title:

Affiliation:

Address:














Signature of Authorized Collaborator




Date
Name of Authorized Collaborator:

Title:

Affiliation:

Address:














Signature of Authorized Collaborator




Date
Use additional sheets if necessary.  Each sheet must be executed by the authorized officials of Recipient Institution and the University of Michigan.
Approved By:  _____________________________________________ (University of Michigan)



Print, Sign and Date

Approved By:  _____________________________________________ (Recipient Institution)



Print, Sign and Date
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