ANATOMY GIFTS REGISTRY
7522 Connelley Drive, Suite P
Hanover, MD  21076

Phone:
(410) 553-0525
Fax:
(410) 553-0502

APPLICATION AND AGREEMENT FOR HUMAN TISSUE FOR RESEARCH/EDUCATION

This application for human tissue will be reviewed by an Application Review Panel for feasibility of procurement, as well as scientific merit.  If application is approved, AGR will develop an individualized protocol for the procurement, preparation, and delivery of tissue samples based on the information provided herein and from any additional information received in writing from Applicant.  If this is a new application, please complete all sections.  If there is already an agreement between the parties, complete Sections I through IV where changes are appropriate.

I. APPLICANT DATA

Mailing Information




Delivery Information

Name:_______________________________

Ship to:_____________________________

Title:________________________________

____________________________________

Address:_____________________________

____________________________________

____________________________________

____________________________________

____________________________________

____________________________________

____________________________________

____________________________________

Phone (Day):_________________________


Phone (Nights/Weekends)______________

Additional Contacts/phone #’s_____________________________________________________________

Fax:________________________________

Shipping:
The applicant is responsible for the cost of shipping specimens.  Applicant shipping courier and Account Number must be provided.   AGR is not responsible for loss of tissue once it is picked up by the courier.  

Applicant preferred couriers

Name/phone:_________________________


Account #___________________________

Name/phone:_________________________


Account #___________________________

Name/phone:_________________________


Account #___________________________

Applicant Billing Address (if different from above)_____________________________________________

______________________________________________________________________________________

Purchase Order #:____________________________

II.
HUMAN TISSUE

Description of Tissue Requested:

______________________________________________________________________________________

______________________________________________________________________________________

Requested Quantity:___________________

Post Mortem Time Limit:_______________hours

Preparation (check all that apply)

____
Removed under sterile conditions

____
“clean” unsterile conditions acceptable

____
Passively Frozen 

____
Snap Frozen in LN2

____
Fixed in 10% Formalin (or specify fixative ___________________________)

Specific Preparation Instructions ___________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

Contagious Disease Screening:
All AGR donors are routinely serologically tested for HIV, HBV, HCV, STS/RPR.  Additional tests may be added.  Please indicate additional tested requested if any:

______________________________________________________________________________________

III.
DONOR INFORMATON

Consent Verification.  Consent for tissue donation is obtained by the donor next-of-kin in accordance with all Federal and State Regulations.   Proof of consent is not always possible because it requires the photocopying of privileged information.  AGR assigns a donor number which refers to all pertinent information in the donor chart.

Donor Criteria (i.e. age, race, sex, weight etc.):________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

Specific Donor Information Requested:
Please indicate any disease conditions, past medical or social history or other information that may be a contraindication for tissue acceptability (i.e. Cancer, obesity, past surgeries, etc.)__________________________________________________________________________

______________________________________________________________________________________

IV.
RESEARCH DATA

Title of Research or Educational Project:_____________________________________________________

______________________________________________________________________________________

Use of Tissue (An attached synopsis would be helpful; please include specific aims, long-term goals, etc.)

______________________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

Funding Source( If NIH supported, indicate identification number)________________________________

Institutional Review Board approval or letter of expedited review of Applicant’s above described research is required.  (Please attach letter from IRB or Applicant’s institution.  In the absence of an IRB, Application must be co-signed by an authorized signatory).

Applicant Signature:_____________________________________________________________________

Print Name:____________________________________________________________________________

Please feel free to call us at (410) 553-0525 for information or assistance in completing this form.  

Please return to:

AGR

7522 Connelley Drive, Ste P
Hanover, MD  21076

V.
AGREEMENT

THIS AGREEMENT made this _______day of ___________________, 20____, by and between (institution)________________________________________(hereinafter, referred to as “APPLICANT”), and Anatomic Gift Foundation, Inc., a Maryland nonprofit corporation.dba Anatomy Gifts Registry (hereinafter referred to as “AGR”).  

WHEREAS, AGR procures human tissues for the advancement of medical or dental research or education, and


WHEREAS, APPLICANT desires AGR’s services in obtaining such tissues for the advancement of medical or dental research or education, and 


WHEREAS, the parties desire to cooperate for the purposes of providing APPLICANT with such tissues

NOW, THEREFORE, INTENDING TO BE LEGALLY BOUND BY THE TERMS HEREOF, THE PARTIES HERETO AGREE AS FOLLOWS:

1. During the term of this Agreement and pursuant to the terms and conditions hereinafter set forth, AGR agrees to supply APPLICANT with human tissue.  AGR will, using its best efforts, provide tissues suitable to its sole judgement, for APPLICANT’s requirements and in the amounts requested based upon ongoing discussions between the parties hereto

a. This Agreement and any transfer of the tissues made pursuant hereto constitute a license to APPLICANT for use of the tissues or its progeny (constituents such as cells, proteins, extracts or other tissue derivatives or isolates) thereof for the purposes of medical or dental education, research or for the advancement of medical or dental science only.  Use of human tissue as a therapy is strictly prohibited.  In addition, the APPLICANT’s use of tissues shall not be subject to any licensing, contractual or consulting obligation to another party without AGR’s prior written consent.

2. APPLICANT agrees to pay fees to AGR for its tissue procurement services as set forth on Schedule A and Schedule B attached hereto and made part hereof and which may be amended by AGR from time to time.  In addition, APPLICANT agrees to pay the cost of transporting human tissues.

a. International shipments must be prepaid.

b. Domestic shipments must be prepaid or credit preapproved.

c. Credit Payment terms are net 30 days from receipt of invoice.  Payments received after 30 days are subject to an interest penalty of 1.5% compounded monthly.

3. AGR understands and agrees that it will make no payments to any third person, including but not limited to the tissue donor or the donor’s next-of-kin, for the conduct of, or the product of surgery, autopsy, or other procedure that may yield tissue for research or education but such understanding will not preclude AGR’s paying for the use of medical facilities in the procurement of such tissue.

4. AGR hereby makes the following representations and warranties to APPLICANT;

a. All tissues provided hereunder by AGR to APPLICANT shall be obtained with the consent of donor or donor’s next-of-kin for medical or dental education, research, or the advancement of medical or dental science, and in compliance with all applicable local, state, and federal laws and regulations governing the retrieval and supply of human tissue.  

b. The parties shall confer with respect to any significant legal or ethical developments relating to tissue acquisition.

c. AGR shall maintain accurate records of donor medical history, tissue procurement, and any infectious disease screening of donor blood of human tissue.  Such records will be made available to APPLICANT.

5. APPLICANT hereby makes the following representations and warranties to AGR: 

a. APPLICANT will not sell or provide any tissue, or tissue progeny received from AGR to any third party unless otherwise permitted in writing by AGR.  The parties hereto agree that tissue progeny, when derived from human tissue provided by AGR, shall be deemed tissue supplied under this Agreement.

b. APPLICANT or anyone on its behalf may not contract or agree to acquire human tissue from AGR’s contracted sources from which APPLICANT receives human tissue during the term of this Agreement or any extension thereof, and for a period of three (3) years thereafter.  This restriction does not apply to those AGR contracted sources under agreement with APPLICANT prior to the Agreement.  The provisions of this paragraph do not preclude APPLICANT or its agents from obtaining specimens from subjects participating in clinical trials sponsored by APPLICANT.  Furthermore, this restriction shall not apply if during such period AGR ceases to exist or ceases to engage in the supply of human tissues.  APPLICANT shall not be deemed in breach of this provision should its employee(s) or anyone acting on its behalf acquire human tissue from said AGR contracted sources in contravention of this paragraph without knowledge of the provisions of this paragraph.

c. APPLICANT shall dispose of human tissue in compliance with local, State, and Federal regulations.

d. The parties shall have the right to access each other’s records, with at least twenty-four (24) hours’ notice, during normal business hours in order to evaluate compliance under this Agreement.

6. All shipments of tissue shall be made on the following terms:

a. The parties hereto, understanding that availability of tissue is not always constant, nevertheless, AGR promises to use its best efforts to provide tissue on a frequent basis resulting from acceptable donors meeting the provided specified criteria.

b. Shipments will be made in the best possible manner so as to preserve the quality of the tissue.  The parties hereto, understanding that the fragility of human tissue is such that damage may occur during shipment, nevertheless, AGR promises to use its best effort to comply with the handling and shipping protocols provided by APPLICANT.

7. APPLICANT and AGR intend to engage in discussions concerning the business relationship between APPLICANT and AGR.  In the course of such discussions, it is anticipated that the parties hereto may disclose or deliver to each other certain trade secrets or confidential or proprietary information.  APPLICANT and AGR mutually agree to assure the confidentiality of such trade secrets and confidential or proprietary information in accordance with the terms of this Paragraph.

a. As used in this Paragraph, the term ”Proprietary Information” shall mean all trade secrets or confidential or proprietary information designated as such in writing by the parties hereto, whether by letter or by the use of an appropriate proprietary stamp or legend, prior to the time any such trade secret or confidential or proprietary information is disclosed by the parties to each other.  Notwithstanding the foregoing, information which is orally disclosed to each other shall constitute Proprietary Information if the parties hereto, within thirty (30) days after such disclosure, deliver to each other a written document or documents describing such Proprietary Information and referencing the place and date of such oral disclosure and the names of the employees or officers respectively to whom such disclosure was made.

b. The parties hereto shall hold in confidence, and shall not disclose to any person outside the organization, all Proprietary Information, and shall use such Proprietary Information only for the purpose for which it was disclosed.  The parties hereto shall disclose Proprietary Information received by each organization under this Agreement only to persons within its respective organization who have a need to know such Proprietary Information in the course of the performance of their duties and who are legally bound to protect the confidentiality of such Proprietary Information.

c. The obligations of both parties specified in Subparagraph (b) above shall not apply, and the parties hereto shall have no further obligations, with respect to any Proprietary Information which:

i. Is disclosed in a printed publication available to the public, is described in a patent anywhere in the world, is otherwise in public domain at the time of disclosure, or becomes publicly known through no wrongful act on the part of the parties; 

ii. Becomes known to the parties hereto through disclosures by sources other than the parties hereto having the right to disclose such Proprietary Information;

iii. Is disclosed pursuant to the requirement of a governmental agency or any law requiring disclosure thereof, provided that the parties hereto respectively are provided with prior written notice of any such disclosure;

iv. Is generally disclosed to third parties hereto without similar restriction on such third parties; or

v. Is approved for release by written authorization of the parties hereto.

d. The parties hereto shall, upon request of each other, return to each party respectively all drawings, documents, and other tangible manifestations of Proprietary Information received by each pursuant to this Agreement (and all copies and reproductions thereof), except that each party respectively may retain one copy thereof solely for the purpose of determining the extent of its obligations hereunder.

e. The parties hereto consider the restrictions contained herein to be reasonable as to protection of business, time and geographic area.  If, however, such restrictions are found by any court having jurisdiction to be unreasonable because they are (or any one of is, as the case may be) too broad, then such restrictions will nevertheless remain effective, but shall be considered amended as to protection of business, time or geographic area (or any one of them, as the case may be) in whatever manner is considered reasonable by that court, and as so amended shall be enforced.  The parties hereto agree that if there is a breach by either of the parties hereto of any of the convenants contained herein, the damage to both parties will be substantial, although difficult to quantify, and money damages will not afford neither party an adequate remedy.  Therefore, if any such breach occurs, in addition to such other remedies as may be provided for by law, the parties hereto shall have the right to specific performance of the covenants contained herein by way of temporary or permanent injunctive relief.

8. Any controversy or claim arising out of or relating to this Agreement or the breach thereof, shall be settled by arbitration in accordance with the then applicable commercial arbitration rules of the American Arbitration Association, such arbitration to take place in Maryland.  The parties agree that the arbitrator(s) shall have the broadest power to decide arbitrability and to allow reasonable limited discovery, and that no judicial review shall be made of the arbitrators’ decision on any grounds, including public policy, except as review of binding arbitration is permitted by law.  The parties agree that arbitration will be their exclusive remedy and judgment upon the award rendered by the arbitrator(s) may be entered in any court having jurisdiction thereof.  The prevailing party in any arbitration regarding this Agreement shall be paid its costs and reasonable attorneys’ fees as determined by the arbitrator(s).

9. APPLICANT will acknowledge AGR as a provider of human tissue, as is appropriate scientifically, based on any direct contribution AGR has made to APPLICANT’s research.  APPLICANT agrees to provide AGR with a copy of any publication that makes reference to AGR or any of its human tissue sources.

10. APPLICANT will indemnify and save harmless AGR, its officers, directors, agents, and/or employees, consultants, or AGR’s human tissue sources from any loss or damage to APPLICANT, its officers, directors, agents, and/or employees or consultants including incidental and consequential damage resulting from the use of human tissue specimens provided by AGR or AGR’s human tissue sources, except for loss or damage resulting from any breach of warranties or representations made by AGR in this Agreement or as a result of AGR’s negligence or malfeasance.

11. AGR will indemnify and save harmless APPLICANT, its officers, directors, agents, and/or employees or consultants including incidental and consequential damage arising from AGR’s performance of this Agreement except for loss or damage resulting from any breach of warranties or representations made by APPLICANT in this Agreement or as a result of APPLICANT’s negligence or malfeasance.

12. The term of this Agreement shall be one (1) year beginning on the date of execution.  This Agreement will renew automatically in annual terms unless terminated by either party providing that party provide written notice, within thirty (30) days before the end of an annual term, its intention to terminate this Agreement, whereupon same shall terminate at the end of the annual term, thirty (30) days after the receipt of said notice.  Termination shall not relieve the parties hereto of any of their obligations by the nature thereof extending past such termination.

a. This Agreement may not be amended without the written consent of both parties hereto.

b. This Agreement, along with schedules A, B, and C, and the Application for which is attached hereto constitutes the entire Agreement between the parties hereto relating to the subject matter hereof, and supercedes any prior agreements, written or oral, regarding the subject matter hereof.

c. This Agreement shall be construed and interpreted in accordance with the laws of Maryland.

I HAVE READ THIS AGREEMENT AND EXAMINED THE ATTACHED SCHEDULES, AND HAVE HAD THE OPPORTUNITY TO ASK QUESTIONS.

IN WITNESS WHEREOF, the parties have executed this Agreement as of the date first above written.

APPLICANT:

(Institution):_____________________________________________________________________________

(Address):______________________________________________________________________________

By:_______________________________


__________________________________


(Authorized Signatory)




(Print Name and Title)

Anatomy Gifts Registry, Inc.

By:_______________________________


__________________________________


(Authorized Signatory)

Please return to:

Anatomy Gifts Registry, Inc.

7522 Connelley Drive, Ste. P

Hanover, MD  21076
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