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CHOC NATIONAL HUMAN NEURAL STEM CELL RESOURCE

AGREEMENT FOR TRANSFER OF HUMAN TISSUE
The Children's Hospital of Orange County (CHOC) agrees to provide research substance, human tissue, hereinafter "TISSUE" from the CHOC National Human Neural Stem Cell Resource, for the purpose of scientific/medical research under the following conditions:

1. The parties to this Agreement are: Children's Hospital of Orange County (CHOC) and [Recipient]. Children's Hospital of Orange County (CHOC) is represented by Maria E. Minon, M.D., Vice President of Medical Affairs/Chief Medical Officer, hereinafter, "CHOC Institutional Official" and Philip H. Schwartz, Ph.D., Director of the CHOC National Human Neural Stem Cell Resource (NHNSCR), hereinafter "CHOC NHNSCR Director". [Recipient] is represented by (Recipient, Institutional Official) and [PI], hereinafter “Tissue Recipient”.

2. A written request for TISSUE and a current NIH-style CV must be submitted by Tissue Recipient to the CHOC NHNSCR Director, including the name, goals and procedures of the project for which the TISSUE is being requested, the type of TISSUE required, special processing (if any), the amount of TISSUE, donor age, and any other special requirements.  This request and CV are attached hereto as Appendix A.

3. This Agreement does not restrict CHOC’s right to distribute TISSUE from the CHOC NHNSCR to other medical and scientific researchers.

4. TISSUE is obtained for research purposes only by the CHOC NHNSCR.  TISSUE Recipient agrees to acknowledge Children's Hospital of Orange County (CHOC), the CHOC National Human Neural Stem Cell Resource and all such other entities or persons as may be indicated on the TISSUE packing list(s)/invoice in any and all publications based on data derived from research involving TISSUE.

5. Tissue Recipient will use TISSUE only for the scientific and/or medical research related to the studies more specifically described in the written request forwarded to the CHOC NHNSCR Director as indicated in paragraph 2.  If Tissue Recipient wishes to carry out research beyond that described in initial request, such research will be carried out only pursuant to a further agreement signed by both parties. 

6. Should research with or related to TISSUE lead to an invention or discovery, such invention or discovery shall be disclosed to Children's Hospital of Orange County (CHOC) and subject to the rights of Children's Hospital of Orange County (CHOC) and/or the U.S. Government in accordance with the patent rights clause (52.227-11) and with U.S. patent law.   Such disclosure shall be as part of a Research Report submitted to the CHOC NHNSCR Director with a copy to the CHOC Institutional Official, every six months. Nothing in this Agreement grants any rights under any patents nor any rights to use any products or processes derived from or with TISSUE for profit making commercial purposes. 

7. Any inventions or discoveries arising from the use of the TISSUE shall be governed by the provisions of Public Law 96-517, as amended, or any future federal laws or regulations concerning the Federal Government's interest. Children's Hospital of Orange County (CHOC) and the U.S. Government shall be given a research license to use such invention or discovery, or under any patent issuing thereon, on a royalty-free basis for research and education, but not for commercial purposes, and subject to confidentiality requirements.

8. Tissue Recipient agrees to inform CHOC, in confidence, of research results related to the TISSUE, by providing the CHOC NHNSCR Director and CHOC Institutional Official with a Research Report to include a written summary of findings at a period of every 6 months following receipt of TISSUE and 5 copies of any scientific publication relating to TISSUE research.

9. The TISSUE is supplied solely for scientific research purposes, for use on animals or in vitro. THE TISSUE SHALL NOT BE USED IN HUMANS.

10. Tissue Recipient shall not distribute or release TISSUE to any person other than laboratory personnel under [PI’s] direct supervision and will ensure that no one will be allowed to take or send this TISSUE to any other location, unless the secondary recipient executes a new and separate "Agreement for Transfer of Human Tissue" with CHOC.

11. Tissue Recipient will make use of TISSUE only in compliance with all laws and regulations, including current NIH Guidelines for recombinant DNA/RNA and stem cells.  Tissue Recipient warrants that it has and will comply with all local, state, and federal laws in the obtaining, receiving, and use of TISSUE received hereunder.

12. Tissue Recipient understands that TISSUE delivered hereby is experimental in nature, and CHOC MAKES NO REPRESENTATIONS AND EXTENDS NO WARRANTIES OF ANY KIND, EITHER EXPRESSED OR IMPLIED. THERE ARE NO EXPRESSED OR IMPLIED WARRANTIES OF OWNERSHIP, MERCHANTABILITY, OR FITNESS FOR A PARTICULAR PURPOSE, OR THAT THE USE OF THE TISSUE WILL NOT INFRINGE ANY PATENT, COPYRIGHT, TRADEMARK OR OTHER RIGHTS.

13. Tissue Recipient recognizes the potential hazard of utilizing human tissues and understands that the appropriate precautions to minimize any health risk become fully their responsibility.  In no event shall CHOC or any of CHOC's respective trustee's, officers, agents, employees, students, heirs, representatives or assignees be liable for, and (Recipient) shall hold them harmless from, any use, loss, claim, damage or liability of whatsoever kind or nature which may arise from or in connection with this Agreement or the use, shipping, receipt, handling or storage of TISSUE by anyone at [Recipient].
14. Tissue Recipient understands that the CHOC NHNSCR will take all reasonable precautions to ensure proper packaging of TISSUE for shipping purposes.  CHOC, however, is not liable for any damages to or incurred by the shipping of TISSUE either while en route or once received by Tissue Recipient.  A fee of $500 per TISSUE sample will be charged for processing and is payable to CHOC by (Recipient).  (Recipient) also is responsible for all shipping costs.  If special additional processing is necessary, an agreed upon special processing fee will be charged. 

15. Tissue Recipient understands that CHOC cannot assure that requested TISSUE will be obtained within a particular time period if not currently stored by the CHOC NHNSCR.

16. The signature below of an authorized individual from the Institutional Review Board, or Research Director, of [Recipient] documents that [PI] has approval to utilize human tissue for research and will comply with all applicable laws related thereto.  

17. This Agreement is not assignable, whether by operation of law or otherwise, without the prior written consent of CHOC.
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18. CHOC intends to disclose certain information to [Recipient] pursuant to the terms set forth in this Agreement, some of which may constitute Protected Health Information (“PHI”). [Recipient] intends to protect the privacy and provide for the security of PHI disclosed to [Recipient] pursuant to this Agreement in compliance with the Health Insurance Portability and Accountability Act (as amended from time to time, "HIPAA"), and the regulations promulgated thereunder by the U.S. Department of Health and Human Services including the Standards for Privacy of Individually Identifiable Health Information at 45 CFR part 160 and part 164, subparts A and E and other applicable laws including but not limited to Title 45, Section 164.504(e) of the Code of Federal Regulations (“CFR), as the same may be amended from time to time (“Privacy Rule”).  In addition, [Recipient] certifies that the research conducted using the TISSUE provided by CHOC has the appropriate IRB approval/waiver and is conducted in accordance with IRB requirements.

Recipient:

(NAME OF RECIPIENT INSTITUTION)

______________________________          ________

(Printed Name of Institutional Official)





Date

(Title of Institutional Official)

______________________________          _________

(Printed name of Principal Investigator)




Date

______________________________          __________

(Printed name)




















Date

Institutional Review Board (IRB) Official or Research Director
Children's Hospital of Orange County (CHOC):

___________________________          __________

Maria E. Minon, MD

















Date

Vice President, Medical Affairs and

Chief Medical Officer

______________________________          __________

Philip H. Schwartz, Ph.D.













Date

Director, CHOC National Human 

Neural Stem Cell Resource 
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