Clinical Supply Agreement

between_________________ and the

Division of Cancer Treatment and Diagnosis, NCI

for

___________________________________________
AGREEMENT
The following agreement serves as the basis for the distribution of ___________by NCI for ​​​​__________________________________________________ referred to hereunder as “the Study”.
Article 1.  Definitions
"Affiliates" means any corporation or other business entity controlled by, controlling, or under common control with Collaborator (see "Collaborator").  For this purpose, a business entity shall be deemed to “control” another business entity if it (a) owns, directly or indirectly, fifty percent (50%) or more of the outstanding voting securities or other ownership interest of such other business entity (or, with respect to a limited partnership or other similar entity, its general partner or controlling entity), or (b) otherwise possesses, directly or indirectly, the power to direct the management or policies of such other business entity, whether through the ownership of voting securities or by contract relating to voting rights or corporate governance.

"Agent" means ___________, proprietary to___________________.
“Annual Report” means a brief report of the progress of an IND-associated investigation which the IND sponsor is required to submit to the FDA within 60 days of the anniversary date that the IND went into effect (pursuant to 21 CFR 312.33).

“Clinical Data and Results” means all information, data, and results developed or obtained in connection with clinical trials conducted within the scope of this Agreement.

"Collaborator" means _______________doing business as_______________, a corporation organized and existing under the laws of the State of ______________ having a principal place of business at _______________________________, and its Affiliates.

 “Cooperative Group” means the ___________________________________ and other such groups in similar structure organized to conduct studies by a collective group of investigators located at various institutions.

"CTEP" means the Cancer Therapy Evaluation Program, DCTD, NCI.

"DCTD" means the Division of Cancer Treatment and Diagnosis, NCI.

“DHHS” means the Department of Health and Human Services.

"FDA" means the Food and Drug Administration, DHHS.

"Government" means the U.S. Government and any of its agencies.

"Human Subjects" means individuals whose physiologic or behavioral characteristics and responses are the objects of study in a research project.  Under the Federal regulations for the protection of human subjects, human subjects are defined as living individuals about whom an investigator conducting research obtains: (1) data through intervention or interaction with the individual; or (2) identifiable private information (45 CFR 46.102(f)).

"NCI" means the National Cancer Institute, NIH, DHHS.

“NIH” means the National Institutes of Health, PHS, DHHS.

“PHS” means the Public Health Service, DHHS.

“PMB” means Pharmaceutical Management Branch, CTEP, DCTD, NCI.

"Proprietary / Confidential Data" means confidential scientific, business or financial data, provided that such data:

i. are not publicly known or available from other sources who are not under a confidentiality obligation to the source of the information;

ii. have not been made available by its owners to others without a confidentiality obligation;

iii. are not already known by or available to the receiving Party without a confidentiality obligation; and

iv. do not relate to potential hazards or warnings associated with the production, handling or use of the subject matter of this Agreement.

If any one or more of the above provisions of this definition are not met, the relevant information shall no longer be considered proprietary.

"Raw Data" means the primary quantitative and empirical data first collected by the intramural and extramural investigators from experiments and clinical trials conducted under the scope of this Agreement.

"Regulatory Affairs Branch" means the Regulatory Affairs Branch, CTEP, DCTD, NCI.

"Summary Data" means a summary of the Raw Data which will be made available to DCTD, which summary is used by DCTD to prepare an Annual Report to the FDA.

Article 2.  Adverse Events 
Cooperative Group shall report all serious or unexpected Grade 4 and Grade 5 adverse events t    hat emerge during this Study using AdEERS as described in the protocol.  In the event that Collaborator informs the FDA of any serious or unexpected adverse events, Collaborator must notify the NCI at the same time.  

Article 3.  Drug Information and Supply TC \l3 "
Collaborator agrees to provide to DCTD, without charge, appropriately labeled Agent for distribution by CTEP for the protocol in sufficient quantity to complete the Protocol.  The Study Drug shall have a minimum shelf life of one year. The contact person for DCTD will be Mr. Skip Hall, Chief, Pharmaceutical Management Branch (Telephone Number 301-496-5725) and the Collaborator contact will be ______________________________________________________________________
The DCTD, NCI shall provide, without charge, the Agent to the Participating Investigators of the Study to be used solely for the treatment of patients registered to the Study, pursuant to the Protocol.  The NCI requires the Study Participating Investigators to store the Agent properly in a secure location with limited access to prevent theft or misuse. DCTD require sites to maintain NCI Investigational Agent Accountability Records as described in the NCI Investigator Handbook.  Once the Study is completed or closed to accrual and treatment, Participating Investigators will be required to return to the NCI Clinical Repository any undispensed packages of Agent.  Previously dispensed packages, whether partial or full packages, will not be returned to the NCI Clinical Repository and must be destroyed locally in accordance with the Participating Investigator’s institutional disposal policy.  The NCI will destroy all expired or unused Agent remaining at the end of NCI’s collaboration with Collaborator in accordance with Federal or State Regulations and DCTD policy, unless requested by Collaborator to return the Agent to Collaborator.
The Pharmaceutical Management Branch (PMB), CTEP, DCTD, NCI professional staff will provide pharmaceutical management and coordination for the acquisition, inventory control, and distribution authorization for the Agent distributed for the Study.  Collaborator will bear the costs for the storage, distribution, and inventory management through an independent NCI Contractor, Fisher BioServices, 627 Lofstrand Lane, Rockville, MD 20850 (“Fisher”). 

Agent should be shipped directly to:

Fisher (Fisher BioServices, 627 Lofstrand Lane, Rockville, MD 20850

Attn: Jeff Eggers (301-762-1772)

Collaborator agrees to pay Fisher a total of ___________ to cover the costs, based on the outline below, of shipment of Agent to US investigators by priority mail and Canadian investigators by FedEx.  The cost is based on providing support for a planned accrual of _______ patients over a period of ____ years and Agent distribution for ____ years. Additional drug distribution costs in support of increased patient accrual shall be invoiced by Fisher directly to Collaborator at a fee structure substantially similar to that described below in this paragraph.

Collaborator agrees to pay the amount upon receipt of an invoice from Fisher (Fisher BioServices, 627 Lofstrand Lane, Rockville, MD 20850 Tax ID# 54-1348241).  Payment will be due within thirty (30) days of receipt of the invoice.  Invoices will be sent to Collaborator on the following schedule:

Year 1

$______


Year 2

$______
Year 3

$______






Year 4

$______
Year 5

$______





Total

$_______
Collaborator will bear the costs for order receipt and processing through an independent NCI Contractor, EDJ Associates, 2100 Reston Parkway, Suite 350, Reston VA 20191 (“EDJ”).  Collaborator agrees to pay the total sum ____________ to cover the cost of order receipt and processing (which includes ensuring that all registration documents are in place before shipment) upon receipt of an invoice from EDJ (Tax ID# 54-1934561).  Payment will be due within thirty (30) days of receipt of the invoice.  Additional order receipt and processing in support of increased patient accrual or increased treatment duration shall be invoiced by EDJ directly to C ollaborator.  

 Invoices will be sent to Collaborator on the following schedule:

Year 1:
$______
Year 2:
$______
Year 3:
$______
Year 4: $______
Year 5: $______
Any questions regarding the invoices should be directed to Ms. Pat Schettino, Associate Chief, PMB at 301-496-5725. Invoices by Fisher and EDJ Associates should be sent to: 
____________________________________

.
Article 4.  Proprietary/ Confidential Data
Any preclinical or formulation data considered proprietary by Collaborator will be treated as such by DCTD.  DCTD shall treat in confidence any of Collaborator's written infor​mation about the Study that is stamped "CONFIDENTIAL" for a period of three (3) years from the date of disclosure, unless Collaborator informs DCTD that the Confidential Information is still secret and confiden​tial, and DCTD concurs, in which case the obli​gations hereof shall extend for a further period of two (2) years.  Any proprietary information which is orally disclosed must be reduced to writing and marked "CONFIDENTIAL" within thirty (30) days of such disclosure.  Such Proprietary Data shall not include information or data exempted from the definition of “Proprietary Data” under Article 1.  Primary​ data will, upon request by Collaborator, be returned to Collabora​tor by DCTD.  However, summa​ries of all such studies will be retained in the DCTD files.  Notwithstanding the foregoing with respect to Multiparty data and subject to the terms of Article 4, it is the intention of the NCI that except as may be required by the Freedom of Information Act or other applicable law or court order that all data derived from clini​cal trials at a DCTD-sponsored institution will be made fully, and exclusively  available for use by Collabo​rator in obtaining regulatory approval for legitimate business purposes.  The data will be made available to DCTD in summa​ry form (Summary Data).
Article 5.  Publications and Commercialization

The DCTD investigators maintain the full right to present and publish the data at such time and place as they see fit.  Manuscripts from all clinical trials involving Agent or those to which Collaborator has specifically committed resources should have advisory review and comment by Collaborator prior to submission for publication.  The amount of time required for the review shall not exceed thirty (30) days.  The publication or other disclosure shall be delayed for up to an additional thirty (30) days upon written request by either Party to this Agreement as necessary to preserve U.S. or foreign patent or other intellectual property rights.  

Abstracts presented by NCI investigators will be sent to Collaborator for courtesy notification after submission but prior to presentation or publication.

Article 6.  Use of Name

Collaborator may use, refer to, and disseminate reprints of scientific, medical, and other published articles which disclose the name of DCTD or NCI consistent with U.S. copyright laws, provided such use does not constitute an endorsement of any commercial product or service by DCTD or NCI.  Collaborator shall take every step possible to ensure that references to the articles are accurate, and shall explicitly state that any such reference does not claim, infer, or imply an endorsement or recommendation of the product by the Investigator or the NCI, NIH, PHS, or DHHS.  Collaborator shall not use the name of DCTD or NCI or any of the foregoing in any advertising, packaging, or promotional material in connection with Agent except with the written permission of DCTD or NCI, or as may be required by law.  Collaborator-issued press releases that reference or rely upon the work of NCI under this Agreement shall be made available to CTEP at least seven days prior to publication for review and comment, except when the press release is issued in response to a governmental order or directive that does not allow time for such prior review.  In that case, the press release will be sent prior to issuance.

Article 7.  Liability

No indemnification for any loss, claim, damage, or liability is intended or provided by either Party under this Agreement.  Each Party shall be liable for any loss, claim, damage, or liability that said Party incurs as a result of said Party's activities under this Agreement, except that DCTD, as an agency of the United States, assumes liability only to the extent as provided under the Federal Tort Claims Act (28 U.S.C. Chapter 171 Sections 2671-2680).

Article 8.  Governing Law

This Agreement shall be governed by and construed in accordance with Federal law as construed by the Federal Courts of the District of Columbia.

Article 9.  Severability
The terms of this Agreement are severable.  If any item or provision of this Agreement shall to any extent be invalid or unenforceable, the remainder of this Agreement shall not be affected, and each remaining item and provision of this Agreement shall be valid and shall be enforceable to the fullest extent permitted by law.

Article 10.  Survivability
The provisions of this Agreement as they relate to confidentiality and drug supply shall survive the expiration or earlier termination of this Agreement.

Article 11.  Compliance with DHHS Regulations
DCTD and Collaborator agree to comply with all Department of Health and Human Services regulations relating to Human Subject use, and all Public Health Service policies relating to the use and care of laboratory animals.

Article 12.  Travel and Other Interactions
As part of the conduct of the Study, the participation of DCTD staff may be required at selected scientific or development meetings, as mutually agreed by DCTD and Collaborator.  As part of this Agreement, it is agreed that Collaborator will provide for the transportation and associated costs for attendance of DCTD staff in such activities.  Selection of participating DCTD staff must be based on choices mutually acceptable to both Collaborator and DCTD.  Both Collaborator and DCTD must agree that the activities would be appropriate under this Agreement, and acceptance of Collaborator's support of DCTD's participation in the activities will be contingent upon appropriate DCTD approval.  Other interactions which materially assist the development of potentially important new therapies will also be possible.  Again, mutual agreement and appropriate DCTD approval will be necessary, according to the terms of this Agreement.  However, notwithstanding anything to the contrary, this Agreement does not represent a Cooperative Research and Development Agreement (CRADA, under the Federal Technology Transfer Act, 15 U.S.C. 3701 et seq.)  Travel costs are limited by the Federal Travel Rules and Regulations for all government staff whether paid for by government funds or private Collaborators.

Article 13.  Termination
A.
This Agreement expires on the earlier to occur of the completion of the research or five (5) years from the date of execution of this Agreement.  Said expiration date may be changed by mutual agreement and written amendment of this Agreement.

B.
This Agreement may be terminated at any time by the mutual written consent of the Parties.

C.
Either Party may unilaterally terminate the Agreement at any time by giving written notice to the other Party at least sixty (60) days prior to the desired termination date.

D.
On expiration or earlier termination of this Agreement, Collaborator will supply enough Agent to complete the clinical study ongoing or approved, pursuant to the provisions of Article 3.

Article 13.  Clinical Supply Agreement Amendments
Upon mutual agreement of both parties, this Agreement may be amended as necessary to ensure the Agreement accurately reflects the terms and scope of the collaborative research project.  The Amendment shall be in writing signed by both the authorized representative of Collaborator and the Director of the DCTD.

SIGNATURES
This Agreement, and any Amendments hereto, provides the basis for mutually satisfactory co-development of Agent as an anti-cancer agent.

By executing this Agreement, each of the undersigned represents and confirms that he or she is fully authorized to bind the identified entity to its terms.  Each of the undersigned expressly certifies or affirms that the contents of any statement made or reflected in this document are truthful and accurate.

Agreed to and Accepted by:

For the National Cancer Institute:
James Doroshow, M.D.





Date

Director, Division of Cancer Treatment and Diagnosis


Address correspondence related to this Agreement to:
Sherry S. Ansher, Ph.D.

Coordinator, Research & Development Agreements



Regulatory Affairs Branch



Cancer Therapy Evaluation Program, DCTD



National Cancer Institute, NIH



6130 Executive Boulevard, Suite 7111



Rockville, MD  20852



Telephone:
301-496-7912



Fax:

301-402-1584


For the Collaborator:
  (Signature) 






Date

  (Printed Name and Title)

Address:
