CARLE FOUNDATION TISSUE REPOSITORY

MATERIAL TRANSFER AGREEMENT

This Material Transfer Agreement (“Agreement”) is made by and among the Carle Foundation Hospital d/b/a Carle Tissue Repository, with its principal place of business at 611 W. Park Street, Urbana, IL, 61801 (“CTR”), and ____________________________________ with its principal place of business at ____________________________________ (“Recipient”). 

Recitals

WHEREAS, CTR collects, codes, stores and distributes donated human tissue and associated medical information (“clinical data”) for research purposes (“coded biological specimens”);  

WHEREAS, Recipient requires access to coded biological specimens for purposes of research;

WHEREAS, CTR desires to grant Recipient access to certain biological specimens for purposes of research in accordance with the term of this Agreement; and 

WHEREAS, Recipient desires to gain access to certain coded biological specimens for purposes of research in accordance with the terms of this Agreement.

NOW, THEREFORE, the parties agree as follows:

I.
Definitions

1. Agreement means this Material Transfer Agreement.

2. Effective Date means the later of the date on which this Agreement was executed by both the Recipient and the CTR.

3. Research Material means the coded biological specimens, including the associated  medical information, plus progeny (unmodified descendants) of these specimens, plus unmodified derivatives (created substances that constitute an unmodified functional sub-unit of these specimens) that are being transferred by CTR to Recipient for the Research Project as described in Exhibit 1 attached to this Agreement.

4. Research Project means the scientific research proposal attached as described in Exhibit 2, and any amendments or modification thereto, which have been approved by all applicable Scientific Review Committees or Institutional Review Boards.

5. Recipient Scientist means the ___________________________, the individual employee, agent or contractor of Recipient who is named in the Research Project as the person responsible for conducting and supervising the Research Project requiring use of the Research Material.

II.
Transfer and Use of Research Material

1. CTR agrees to provide to Recipient, the Research Material for the Research Project in accordance with the quantities and criteria set forth in Exhibit 1.

2. Recipient agrees that the Research Material shall be used solely to conduct the Research Project at Recipient’s institutional facilities, or other facilities affiliated with Recipient, and only under the direction of Recipient Scientist.

3. Recipient and Recipient Scientist agree that neither shall transfer or grant access to the Research Material to anyone who does not work under the Recipient Scientist’s direct supervision (collectively “Research Team”) at Recipient’s institutional facilities or other facilities affiliated with Recipient without the prior written consent of CTR, unless such transfer or grant of access is set forth in the Research Project.

4. Recipient and Recipient Scientist agree that both shall ensure that the Research Material, and any modifications to or derivatives created from the Research Material, SHALL NOT BE USED IN HUMANS for research or as treatment, and will not permit any cells or substances having been in contact with the Research Material to be infused into or otherwise administered to humans, unless such use is set forth in the Research Project and is expressly approved in writing by CTR and any applicable regulatory or governing body.

III.
Use/Disclosure of Health Information Related to Research Material

1. The parties agree that the medical information associated with the Research Material being provided to Recipient and Recipient Scientist, is comprised of protected health information (“PHI”) and shall constitute a limited data set (“LDS”), as those terms are defined in the Health Insurance Portability and Accountability Act of 1996 and implementing regulations (“HIPAA”), and that such information is the minimal amount of medical information needed to conduct the Research Project.

2. The parties agree that if the Research Project requires medical information that exceeds the information contained in the LDS, then the Recipient shall seek and receive the approval of a Waiver of Authorization from the Carle Foundation Institutional Review Board (“Carle IRB”).

3. Recipient and Recipient Scientist agree that both shall use and disclose the medical information associated with the Research Material in accordance with the terms of the Data Use Agreement entered into between CTR and the Recipient, or in accordance with the terms of the Waiver granted by the Carle IRB, attached to this Agreement as Exhibit 3.

4. Recipient shall promptly advise CTR of any improper use or disclosure of PHI, and to advise CTR of any Security Incident, as that term is defined in HIPAA.

5. Each party agrees that all information related to the Research Material which is otherwise protected from disclosure or subject to limitations on permissible use under any state, federal or local law shall be protected in accordance with such laws.

6. If CTR determines that Recipient, Recipient Scientist, or any student, contractor, agent, or other person under the control of Recipient or Recipient Scientist has violated a material term of these provisions, CTR may terminate the Agreement without liability.  Recipient and Recipient Scientist shall cooperate with CTR in investigating and remediating or mitigating any improper use or disclosure of Data. The foregoing provisions shall survive the expiration or sooner termination of this Agreement.

IV.
Compliance Representations and Certifications

1. CTR shall ensure that it has obtained all legally required consents, authorizations, waivers, or other permissions to collect, code, store, and distribute the Research Material for research purposes from any tissue donors/human subjects, authorized representatives, or regulatory oversight authorities.

2. Recipient acknowledges that the Research Material may have unknown characteristics and may contain hazardous properties, including infectious agents. 

3. Recipient shall ensure and certify that the Research Team are adequately trained and shall comply with all applicable federal, state, local and international laws, regulations, policies, and guidelines, including, but not limited to, Food and Drug Administration (FDA) and Office of Human Research Protection (“OHRP”) human subject protection authorities, good clinical practices (“GCP”), good laboratory practices (“GLP”), and HIPAA, governing the handling, use, storage, transportation, and disposal of the Research Material and similar human tissue, cells, proteins, and genetic material that may be classified as biological waste or a biological hazard.

4. Each party will promptly inform the other parties of any unusual toxicity or health risks associated with the Research Material of which it becomes aware.

5. Recipient and Recipient Scientist shall ensure and certify that the Recipient and no member of the Research Team shall attempt to contact or otherwise identify the donor/human subject of any of the Research Material.

6. Recipient shall ensure and certify that neither the Recipient or any member of the Research Team shall be debarred, suspended or otherwise excluded from engaging with the federal or any state government or administrative authority, including but not limited to the FDA, OHRP, ORI, and NIH.

V.
Term

1. This Agreement shall commence on the Effective Date and shall terminate on the last date that the CTR receives the Transfer Fee from the Recipient (“Expiration Date”), unless otherwise terminated by CTR on an earlier date for one or more of the following reasons:

a. Recipient violates one of the terms of this Agreement and fails to cure such violation within fifteen (15) days of the Recipient first becoming aware of the existence of the violation. 

b. Recipient is no longer eligible or qualified to conduct the Research Project.

c. Recipient Scientist is no longer eligible or qualified to serve as the Recipient Scientist.

d. Research Project is suspended by any institutional review board with jurisdiction, a governmental agency.

2. In the event this Agreement is terminated prior to the Expiration Date, the Recipients covenants and obligations under Section II, III, and IV of this Agreement shall survive the termination. 

3. Recipient shall be responsible for notifying CTR of the date on which the Research Project is suspended or terminated.

VI.
Warranty, Liability and Indemnification

1. THE PARTIES ACKNOWLEDGE AND AGREE THAT ANY RESEARCH MATERIAL TRANSFERRED TO RECIPIENT PURSUANT TO THIS AGREEMENT IS EXPERIMENTAL IN NATURE AND IS PROVIDED IN A “AS IS” CONDITION WITHOUT REPRESENTATIONS OR ANY WARRANTIES, EXPRESS OR IMPLIED.  IN FURTHERANCE AND NOT IN LIMITATION OF THE FOREGOING, THERE ARE NO EXPRESS OR IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, OR NON-INFRINGEMENT OF ANY PATENT, COPYRIGHT, TRADEMARK OR OTHER PROPERTY RIGHTS OF THIRD PARTIES.

2. To the extent permitted by law, Recipient shall be liable for any claims, costs, damages or expenses resulting from any damage or injury (including death) caused by Recipient’s negligence or misconduct in (a) receipt, handling, storage and use of Research Material and (b) the conduct of the Research Project.

3. Recipient shall indemnify and hold-harmless CTR from and against all Claims and all resulting Losses imposed or asserted against CTR to the extent the same results or arises from (i) any failure of Recipient, including the Research Team, to conduct the Research Project in compliance with the research protocol, (ii) any violation of any law or regulation or breach of this Agreement by Recipient, including the Research Team, (iii) any negligent or willful acts or omissions of Recipient, including the Research Team, or (iv) any misuse of the Research Material by Recipient, including the Research Team.
VII.
Intellectual Property and Publications

1. Recipient shall retain ownership or commercial rights (including allocations of royalties and other fees) of any intellectual property developed or discovered by the Research Team using the Research Material in conducting the Research Project, to the extent permitted by law or subject to the terms and conditions of any relevant contractual agreement, which is attached to this Agreement as Exhibit 3.

2. Recipient and Recipient Scientist will acknowledge CTR as the source of the Research Material in all publications and Recipient Scientist will send CTR a copy of any such proposed publication at the time of publication’s submission.  The following language should be used, “Coded biological specimens from the Carle Foundation Tissue Repository (CTR) were used in this study.  We thank contributors, patients and their families, whose help and participation made this work possible.”

VIII.
Transfer Fee

1. CTR is transferring the Research Material to the Recipient without compensation, but will require the payment of a transfer fee to reimburse CTR for the collection, coding, preparation, storage, maintenance, and distribution expenses associated with Research Materials (“Transfer Fee”).  The amount and manner of payment of the Transfer Fee is set forth on Exhibit 2. 

IX.
General Terms

1. Notices. Any notice given under this Agreement will be in writing and will be sent to the addresses specified in the first paragraph of this Agreement or at such other address as a party may later specify accordance with this paragraph.

2. Amendment. No amendment or modification to this Agreement will be effective unless made in writing, signed and dated by all parties.

3. Severability. If any provision of this Agreement is found by a court of competent jurisdiction to be illegal, invalid or unenforceable, the remaining provisions of the Agreement shall remain in full force and effect.

4. No Third-Party Beneficiaries. The parties do not intend for this Agreement to benefit any person or entity other than the parties.

5. Assignment. No party may assign or delegate, in whole or part, whether voluntarily by operation of law or otherwise, the rights or obligations created by this Agreement without the prior written consent of the other parties.

6. No Waiver. No waiver by any party or any breach of any one or more of the conditions or covenants of this Agreement shall be deemed to constitute a waiver of a breach of the same condition or covenant in the future, or a waiver of a breach or any other condition or covenant of this Agreement.

7. Independent Contractor. The relationship between the parties shall at all times be that of independent contractors. No provision of this Agreement is intended to, or shall be construed to render one party an agent, employee, partner or servant of the other party. No party shall represent to any third person or entity that it is authorized to enter into any contract for or on behalf of another party. No party shall execute any contract for or on behalf of another party nor attempt to bind another party to any obligation.

8. Use of Name. No party shall use another party’s name, trademark, or other service mark without the prior written consent of that party, except as otherwise expressly provided in this Agreement.

9. State Laws.  This Agreement shall be governed by the laws of the State of Illinois and any disputes shall be subject to the jurisdiction and venue shall rest in the courts of Illinois. 

IN WITNESS THEREOF, the parties have caused their authorized representatives to sign this Agreement.

CTR:

CARLE FOUNDATION HOSPITAL d/b/a CARLE FOUNDATION TISSUE REPOSITORY
By: __________________________

       Anna Keck, PhD
       Executive Director, Research Institute
Date: _________________________

Certification of Recipient:  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 Research Material and accompanying clinical data.

RECIPIENT:

______________________________
By: ___________________________

Its:






Date: _________________________

ACKNOWLEDGMENT OF RECIPIENT SCIENTIST:

_____________________________

(signature)

_____________________________

(printed name)

Date:________________________
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