HOSPITAL/SPONSOR AGREEMENT 

FOR PROVISION OF EQUIPMENT
ON THE RESEARCH PROTOCOL

No. "N_CONVENTION" / "year"

Between the undersigned:

The Hospital ... ... ... ... ... ... enrolled in FINESS (National Health Care Institution Registry) under No. ... ... ... ... ... .., registered under SIRET No ... ... ... ... ... ... ...., having its head office at : ……………………….. Cedex, represented by its (General) Manager ... ... ... ... ... ... ... ... .., duly authorized to the purpose of this agreement, and hereafter "the Hospital"

ON one hand,

and

The Company ... ... ... ... ... ... ... ....... ... ... (Contractor's legal form) 

Having its head office at, ……………………………………………………

represented by ... ... ... .... (Function of the Legal representative), Mr. ... ... ... ... (name of legal representative), duly authorized for the purpose of this agreement, and hereinafter designated as "the Sponsor"

Optional: The Company ... ... ... ... ... ... ... ... having its head office at ... ... ... represented by... ... ... ... .. (Function of the Legal representative), Mr. ... ... ... .... (Name of the Legal representative), and hereafter the "CRO", appointed by the Sponsor.

on the other hand,

ARTICLE 1 - PURPOSE

1.1. 
The Sponsor makes available to the Hospital the following Equipment:

· Designation:


· Manufacturer:


· Type:


· Serial number:


· Medical device:  Yes            No

· Book value: ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ... ....


hereinafter referred to as the "Equipment".

The above mentioned Equipment is CE marked and complies with standards and regulations.



Any costs incurred by the commissioning, maintenance and removal of Equipment and staff training or other costs due to the provision are the responsibility of the Sponsor.

1.2. This provision is made within the framework of the following study hereafter the "Trial":


Principal investigator:


Expected date of the start of the Trial:


Expected date of completion of the Trial:


1.3. The contact of the Sponsor for any information concerning the Equipment is:


, Tel:


1.4. The terms of this provision are set out in this agreement.

ARTICLE 2 - SERVICE CONCERNED

Equipment
 is provided in the Service / Department/ Health facility 


of the Hospital
....

ARTICLE 3 - DELIVERY AND INSTALLATION

3.1. The installation of the Equipment is scheduled after consultation with the Service/Department concerned and with the biomedical service and, if necessary the information technology service, of the Hospital for inclusion in the assets of the Hospital (physical and accounting management of equipment). It can only take place after the signing of this agreement.

3.2. The Equipment is delivered and installed in the Service/Department concerned by the Sponsor in accordance with the rules of procedure, internal procedures of delivery, receipt and commissioning of the Equipment of the Hospital, at the full fee of the Sponsor. Any damage caused during the delivery, installation and commissioning of the Equipment or during maintenance operations shall be repaired at the expense of the Sponsor.

3.3. During installation, the Sponsor agrees to provide the following documents: 

· evidence of compliance with the essential requirements of CE marking

· the technical documentation required for a use and correct operation of the Equipment supplied and its routine maintenance as well as operating instructions for each piece of equipment. (Any corrections will be provided free of charge)

These documents must be written in a language understood by the head of department concerned. If not, the Sponsor will make his case to translate these documents in French.

ARTICLE 4 - USE OF EQUIPMENT

4.1.
The use of the Equipment available is restricted to practitioners in the Hospital concerned by the Trial or paramedics, medical technology staff and others working under their authority in this context.

4.2. 
The Sponsor must perform when commissioning the service in the concerned department, training of operating personnel on the technical characteristics of Equipment, its operation, its setting options and maintenance.

4.3. 
For a medical device, the Hospital and the Sponsor undertake to comply in respect of Equipment provided, all statutory provisions, including those resulting from the texts on the equipment monitoring (Articles R112-12 and the following of the French Public Health Code).

4.4. 
Any modification of Equipment or protocol to use, any connection to other equipment not provided by the Sponsor and any use of a new type of consumable cannot be made without the prior written consent of the Sponsor.

ARTICLE 5 - SUPPLIES OF REAGENTS AND CONSUMABLES

Any consumables and reagents required for the use of the Equipment available are provided free of charge by the Sponsor for the duration of the agreement. Delivery of the supplies will be conducted in accordance with internal procedures of delivery and receipt of the Hospital.

In the event of disruption or expiration of reagents and consumables required to use the Equipment, the Hospital agrees to immediately notify the Sponsor to enable it to make a new delivery within a reasonable time.

ARTICLE 6 - MAINTENANCE OF EQUIPMENT

· For the duration of the provision, the services of preventive and corrective maintenance are the sole responsibility of the Sponsor. These services are provided to ensure the proper functioning of Equipment. The Sponsor ensures the traceability of the performance of the services of preventive and corrective maintenance. The documents are provided to the Health facilities.

· Users shall notify by telephone the need for a repair service confirmed by mail or fax (with recall of hours and date of call). The Sponsor agrees to provide the services within ... ... ... ... ... hours/days on receipt of the call from users.

·      The biomedical department of the Hospital will not interfere with the Equipment. However, the Sponsor agrees to notify the biomedical department of the Hospital for any maintenance or technical modifications. The Sponsor agrees to provide or to ensure on its behalf, the maintenance of Equipment designated and to:

-  replace any mechanical or electronic component found to be defective by the technician and at no cost. Parts replaced become the property of the Sponsor.


- carry out technical modifications deemed necessary during a maintenance operation. In accordance with the requirements of CE marking or equivalent, the services of maintenance will be carried out according to the manufacturer's recommendations. The Sponsor will provide all risks maintenance of Equipment available.

ARTICLE 7 - INSURANCE AND GUARANTEES

7.1.     As part of the Trial, the Sponsor has taken out insurance with;

Insurance Company of Sponsor:


Address:


Telephone:


7.2. The Sponsor supports the financial burden resulting from the loss or theft of Equipment.

7.3. The Sponsor expressly and necessarily disclaims the sole responsibility of the Hospital in case of accidents or claims suffered or caused by Equipment, unless it is linked to an inappropriate use of Equipment or non-compliance with the terms set out explicitly in the instructions. The insurance covers in particular the liability of users especially in the case of a medical device in contact with the patient.

7.4.    The Hospital guarantees the Sponsor against the risk of any nature incurred on the premises (including the risk of fire or water damage) made available for conducting the Trial, because of its activities or because of its staff and claims to have taken out insurance covering the damage to the Equipment provided by the Sponsor because of the risks mentioned above.

ARTICLE 8 - FINANCIAL COMPENSATION

The provision is granted without obligation to purchase the Equipment.

It is requested no financial compensation to the Hospital for the provision of Equipment.

ARTICLE 9 - RIGHT TO PROPERTY

The Equipment is and will remain the property of the Sponsor. It will be responsible, at its expense, for the recovery of Equipment at the end of the provision. Modalities of return are set by agreement between the Parties. In the event that the Sponsor does not retrieve the Equipment as agreed at the end of the supply and after formal notice, the Hospital will carry out the removal and will charge the costs to the Sponsor. 

ARTICLE 10 - DURATION OF THE PROVISION 

10.1. Date of commissioning scheduled of Equipment:


10.2. The provision begins at the date of commissioning of the Equipment in the department. It extends to the end of the Trial.

ARTICLE 11 - DENUNCIATION AND TERMINATION

In case of persistent failure by one party to the obligations of this agreement, the other party shall notify such default by registered mail with return receipt. In case of persistent breach within one month of notification, the dissatisfied party may enforce the termination of right and without compensation of the agreement, without prejudice to any damages which it may claim.

This agreement shall terminate automatically in the event that the Competent Authority suspends or prohibits the conduct of the Trial to which it relates.

Upon termination, no compensation will be paid by the Hospital under the provision.

ARTICLE 12 - DISPUTES, LITIGATIONS
This agreement expresses the entire agreement between the Parties agreed on the provision of Equipment and supersedes any prior written or oral agreements concerning the same Equipment, which, for this is now obsolete.

This agreement is subject to French law.

In case of disagreement relating to the interpretation or enforcement of this agreement, the Parties shall endeavour to resolve the dispute amicably.

In the event of continuing disagreement and in accordance with Article 42 of the French Code of Civil Procedure, the matter shall be referred to the court that has territorial jurisdiction where the defendant resides.

Done in "...", on "..."





Done in "...", on "..."

In three originals

P / THE HOSPITAL
P / THE SPONSOR


"HOSPITAL/SPONSOR AGREEMENT"


THE (GENERAL) MANAGER
THE GENERAL MANAGER


"... ... ... ..."
"REPRESENTATIVE"
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