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clinical trials agreements and financial agreements

Key Points

Since the research is conducted in Quebec, and in accordance with these key points below, we invite you to insert the clauses attached by using the specific language proposed.

1. CHUS is officially the contracting Institution and its name must appear on top of the agreements, with its complete address (3001, 12e Avenue Nord, Sherbrooke (Québec)  J1H 5N4, Canada).

MADE BY AND BETWEEN :



Name of the Sponsor, a legal person established for private interest, duly incorporated pursuant to the Quebec Companies Act or the Canada Business Corporations Act, having its head office or registered office located at  
address, represented by Name of the authorized person, Title, duly authorized to act herein in accordance with the terms of a resolution of the directors or the sole director;

Hereinafter referred to as the “Sponsor”

AND :
CENTRE DE RECHERCHE CLINIQUE - CENTRE HOSPITALIER UNIVERSITAIRE DE SHERBROOKE, a health center duly created pursuant to the Act Respecting Health Services and Social Services, having its head office located at 3001, 12e avenue Nord, in the city of Sherbrooke, province of Quebec, Canada, J1H 5N4, represented by Dr Serge Marchand, Scientific Director and by Ms Patricia Gauthier, Chief executive officer, duly authorized

Hereinafter referred to as the “Institution “

AND :

PRINCIPAL PRINCIPAL INVESTIGATOR'S NAME, physician-researcher, practicing his/her profession at the Institution, domiciled and residing at address.


2. The clinical trials agreements must contain an indemnity clause for legal responsibility. If CHUS contracts with an intermediate company like a CRO, a letter to that effect on the sponsor’s letterhead, must accompany the agreement. See attached clause.

3. The financial agreement must include a schedule which details tests or procedures needed at each patient visit as well as corresponding refundable amounts from the companies. As well, an appendix explaining the payment mode is required.

4.  Method of Payment. All payments shall be made by check to CRC - Centre Hospitalier Universitaire de Sherbrooke, to the attention of the Investigator.

5. Notices to the Institution must be addressed to Dr. Serge Marchand, Scientific Director of the CRC-CHUS.


Notices

All notices required to be given under this Agreement and all correspondence with regard to any such notice hereunder shall be in writing and delivered in person, sent by certified mail or telefax transmission to the individuals named and at the addresses listed below:

Sponsor :
Name of the person in charge, title

Sponsor Name


Full address

Phone: phone #

Fax: Fax #
Institution :
Dr Serge Marchand, scientific director


Centre hospitalier universitaire de Sherbrooke


3001, 12th Avenue North

Sherbrooke (Quebec) J1H 5N4


Phone: phone #

Fax: Fax #

Principal Principal Investigator :
Dr Name



Centre hospitalier universitaire de Sherbrooke




3001, 12e avenue Nord

Sherbrooke (Québec) J1H 5N4




Phone: phone #
Fax : Fax #
6. Agreements governing laws must be those of Quebec and Canada since the Code civil du Québec is quite different from the Common Law, which is the other legal regime used in Canada.  See attached clause.

7. Contracts are presently signed for the institution by Dr. Serge Marchand, Scientific Director of the CRC-CHUS and Mrs. Patricia Gauthier, Chief Executive Officer of CHUS. 

IN WITNESS WHEREOF, the parties have caused this Agreement to be duly executed as of the day and year first above written.

SPONSOR 
By :      






Date

Name of the Company
PRINCIPAL INVESTIGATOR

By : Dr
 name
     





Date
Centre hospitalier Universitaire de Sherbrooke
INSTITUTION

By : Patricia Gauthier





Date
Chief Executive Officer

Centre hospitalier Universitaire de Sherbrooke









By : Dr Serge Marchand




                Date
Scientific Director

Centre de recherche clinique Étienne-Le Bel - Centre hospitalier Universitaire de Sherbrooke

Mai 2007

INITIAL COSTS

In all cases, the Institutional Review Board (IRB) fees in the amount of $2 500.00 and the Pharmacy set-up fees in the amount of $950.00 will be billed to Sponsor directly by Centre hospitalier universitaire de Sherbrooke.  These fees are over and above any amount payable in counterpart of services to be rendered.

Fees in the amount of $150.00 will be also billed to Sponsor for any evaluation of minor amendments or renewal of approval and $500 for major amendments presented after the study of the proposed Agreement .

Multicentric project:  IRB cost $ 850; pharmacy cost $ 950.

All amounts mentioned are subject to change without prior notice.

GOVERNING LAW

This agreement will be governed by and construed in accordance with the laws applicable and in force in the Province of Quebec including laws of Canada applicable therein.

PRIVACY

Principal Investigator and Centre hospitalier universitaire de Sherbrooke agree and covenant to abide by the provisions of the Act respecting Access to documents held by public bodies and the Protection of personal information (R.S.Q. chap. A-2.1) and regulations adopted thereunder concerning use and disclosure of protected health information during the course of the performance of the services under this Agreement.

In the event of any conflict between the provisions of an Act respecting Access to documents held by public bodies and the Protection of personal information (R.S.Q. chap. A-2.1) and those of any law otherwise applicable, the provisions of an Act respecting Access to documents held by public bodies and the Protection of personal information shall prevail.

INDEMNIFICATION BY SPONSOR

(a)
Sponsor shall indemnify, defend and hold harmless Principal Investigator and Institution and its trustees, officers, medical and professional staff, employees, and agents and its respective successors, heirs and assigns (the “Indemnitees”), against any liability, damage, loss or expense (including reasonable legal fees and expenses of litigation) incurred by or imposed upon the Indemnitees or any one of them in connection with any claims, suits, actions, demands or judgments arising out of any side effect, adverse reaction, illness, or injury occurring to any person as a result of his or her involvement in the Protocol. 

(b) 
Sponsor’s indemnification under (a) above shall not apply to any liability, damage, loss or expense to the extent that it is directly attributable to: (i) the negligent activities, reckless misconduct or intentional misconduct of the Indemnitees; or (ii) failure of the Indemnitees to adhere to the terms of the Protocol.

(c) 
Sponsor agrees to assume, at its own expense, the legal fees, regardless of the Institution’s choice of lawyers,  incurred  for the purpose of defending any actions instituted and/or filed against any person and/or party  who would otherwise be indemnified hereunder, regardless  of  the outcome and  by whichever means of resolution thereof.
INDEMNIFICATION BY PRINCIPAL INVESTIGATOR OR INSTITUTION

Principal Investigator and Centre hospitalier universitaire de Sherbrooke covenant and agree to hold Sponsor, its associated and affiliated corporations, their assigns, officers, directors, agents and employees harmless from and against any loss, damage and expense, including reasonable attorneys’ fees on a client-attorney basis, that they may suffer as a result of any and all claims, demands, costs or judgments (hereinafter ¨Claims¨ or ¨Claim¨) which may be made or instituted against them by reason of:

· a failure of the Principal Investigator or Centre hospitalier universitaire de Sherbrooke to adhere to the terms of the protocol or Sponsor’s written instructions relative to the use of the Study drug or the performance of any procedure required under the Protocol; or

· a failure of the Principal Investigator or Centre hospitalier universitaire de Sherbrooke to comply with any applicable Food and Drug Administration (FDA), or Canadian or Quebec governmental organisms requirements; or

· a fault of the Principal Investigator or Centre hospitalier universitaire de Sherbrooke showing gross negligence, gross recklessness or gross carelessness or an intentional fault of any of them, their trustees, directors, officers, agents or employees.
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