
HOSPITAL/SPONSOR AGREEMENT INTEGRATING INVESTIGATION SERVICES

RELATED TO the Research

Protocol No. "CONVENTION No _"/"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"

And  NAME_ _ _ _ _ _ _ _ _ _ __ STATUS_ _ _ in the Department (specify the structure of internal organization of attachment) _ _ _ _ _ _ _, of the Hospital _ _ _ _ _ _ _, registered under number_ _ _ _ _ _ _, in the Roll of the College of Physicians of_ _ _ _ _ _ _, acting as an investigator (hereinafter designated as "the Investigator") 

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 the 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,

IN VIEW OF:

The provisions of the French Public Health Code , and in particular Articles L.1121-1 et seq and R.1121-1 et seq and Article L 4113-6,

The law of January 6, 1978 as amended,

Decree No. 2011-82 of January 20, 2011 amending the Decree No. 2007-658 of May 2, 2007 on the combination of activities of civil servants, contract servants under public law, with respect to the authorisation requirement of exercise of subsidiary activities,

The rules of Good Clinical Practices established by decision of the French National Agency of safety of drugs and health products (ANSM)The Code of Medical Ethics,
Approvals, permits and certificates necessary for the purpose of carrying out the Trial.
PREAMBLE
The Sponsor has taken the initiative to perform medical research governed by the Protocol titled and referenced as follows: _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _, hereinafter referred to as the "Trial". The Protocol and its amendments are part of this agreement.

The Trial:

· will be implemented in the Hospital _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _:

in the Department of _ _ _ _ _ _ _of Prof. / Dr_. _ _ _ _ _ _of the Hospital _ _ _ _ _ _ _

hereinafter referred to as the "Center",

· was registered under number (Eudract number)  _ _ _ _ _ _ __ _ _ _ _ _ _and authorization dated_ _ _ _ _ _ __ _ _ _ _ _ _ by the ANSM,
· was submitted to the Research Ethics Committee (“Committee for the Protection of Persons”) of (Specify the region)_ _ _ _ _ _ _ _ _ _ _ _, having received a favourable notice dated_ _ _ _ _ _ _ _ _ _ _ _ _ _, 

· is deemed to last approximately_ _ _ _ _ _ _months, from _ _ _ _ _ _ __ _ _ _ _(date of start of the Trial reported to the ANSM,

· is covered by an insurance contract entered into with _ _ _ _ _ _ _ _ _, insurance policy No_ _ _ _ _ _  ,

· applies to an estimated recruitment of _ _ _ _ _ _ _patients for this Center.

It is expressly agreed that the Hospital and the Investigator possess the knowledge, experience, availability and the material possibility to control the carrying out of biomedical research for the Trial referenced above, and can access the required number of patients meeting criteria for inclusion / exclusion of the protocol in the allotted time and is willing to perform the Trial on its premises.
It is expressly agreed that the practitioner has not been, to the knowledge of the Hospital the subject of loss of license to practice medicine, is appointed to act as Investigator of the Trial and undertakes to direct and supervise carrying it out.
IT IS AGREED AS FOLLOWS:

ARTICLE 1: PURPOSE

This agreement is intended to determine the services provided by the Hospital for the benefit of the Sponsor, as part of the Trial, the conditions under which they are carried out, the additional costs incurred hereinafter referred to as 'Additional costs', the services performed by the Investigator, and the financial conditions agreed upon by the Sponsor. The Sponsor will not enter into any separate agreement with the Investigator to carry out the services covered by this agreement.

These services cover:

· the provision by the Hospital of manpower, materials and technical equipment;

· the performance of service delivery for the conduct of the Trial and in particular that of the clinical investigation carried out by the Investigator, provided that the Investigator performs these services as part of the employment relationship that binds him to the Hospital and there is no relationship of subordination between the Sponsor and the Investigator. No additional payment will be due to the Investigator by the Sponsor in respect of the performance of the services covered by this agreement.

[As part of the Trial the Sponsor has delegated to the abovementioned CRO, the execution of part of the services necessary for the completion of the Trial (Optional / To add as needed)].

Any changes to this agreement shall be by amendment signed by the Parties with the exception of amendments to Article 2 that can be done by any means considered appropriate by the Parties.

ARTICLE 2: CONTACTS/ CORRESPONDENCE

The points of contact within the Hospital for any questions regarding the Trial are:

Scientific contact, with specific responsibility for any scientific matter concerning the conduct of the Trial:

Name: (Mr. / Madam /Prof. / Dr)_ _ _ _ _ _ _ Investigator of the Center.

Address: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Email: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Phone number: _ _ _ _ __ _ _ _ _ _ __ _ _ _

Fax number: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __

Administrative contact with specific responsibility for all matters concerning the execution of this agreement: 
Name: _ _ _ _ _ _ __ _ _ _ _ _ __ _

Address: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Email: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Phone number: _ _ _ _ __ _ _ _ _ _ __ _ _ _

Fax number: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __

The contact of the Sponsor for any questions about the Trial are:

Scientific contact, with specific responsibility for any scientific matter concerning the conduct of the Trial

Name: _ _ _ _ _ _ __ _ _ _ _ _ __ _

Address: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Email: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Phone number: _ _ _ _ __ _ _ _ _ _ __ _ _ _

Fax number: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __

Administrative contact with specific responsibility for all matters concerning the execution of this agreement:
Name:  _ _ _ _ _ _ __ _ _ _ _ _ __ _

Address: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Email: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __ _ _ _ _

Phone number: _ _ _ _ __ _ _ _ _ _ __ _ _ _

Fax number: _ _ _ _ __ _ _ _ _ _ __ _ _ _ __ __

All letters, packages or any notifications concerning the application of this agreement shall be addressed to the attention of the aforementioned administrative and scientific contacts of each Party, to the address above.

ARTICLE 3: OBLIGATIONS OF THE HOSPITAL AND THE INVESTIGATOR

The Hospital and the Investigator undertake to comply with all applicable laws and regulations in force in France.

In particular, if the Investigator has acknowledged and declared to have obtained permission from his hierarchy to participate in the Trial.

The Hospital undertakes, through the Investigator, to ensure proper organization and performance of the services which are the matter of this agreement, including the proper conduct of the Trial conducted under the responsibility of the Investigator.

The Hospital guarantees the Sponsor against the risk of any nature incurred within the premises (including the risk of fire or water damage) made available for the purpose of conducting the Trial, because of its activities or equipment or because of its staff.  

The Hospital agrees to comply with its obligations set out in Article 5 of this agreement in billing additional costs and services.

A reminder:  the Investigator, in accordance with current legislation, as set out in particular in the visa of this agreement, shall guarantee the proper execution of the Trial and its own obligations. It shall in particular ensure:

· the performance of the Trial independently and attentively, according to the protocol of the Trial, a copy of which has been given to him before the start of the Trial;

· that all the conditions required to perform the Trial are met (adequate clinical trials experience, risk assessment for patients who are ready to be tested);

· that patients participating in the Trial may participate under the provisions of art. L1121-16 of the French Public Health Code and the periods of no treatment, if any, specified in the Protocol of the Trial are satisfied;

· to inform patients in a clear manner on the aims, methods, anticipated benefits and potential risks of the Trial, and the inconveniences that it could cause, and verify that they participate in the Trial only after signing the consent form annexed to the Protocol;

· to inform patients that they are able to abstain from participating in the Trial and are free to withdraw from it at any time, without disadvantages in terms of medical care they will be provided;

· If during the Trial, the patient is significantly altered, notify the Sponsor as soon as possible with a maximum of information;

· to comply with the pharmacovigilance procedures contained in the Trial Protocol and / or in the appendix of this agreement by notifying systematically the qualified person for pharmacovigilance identified by the Sponsor in case of serious adverse events;

·  to ensure the accuracy and completeness of the data it is responsible to collect and report them immediately in case report forms according to the Protocol. All data provided in the Protocol will remain available to the Sponsor to enable it to collect and enter them continuously in its own database. After processing the last patient, all new data will be transmitted immediately to the Sponsor;

· to keep copies of all case report forms for a period of fifteen years after the end of the Trial / or a longer period depending on the nature of the product of the Trial / or the deadline provided by agreement between the Sponsor and the Investigator (please specify);

· to make available to the Sponsor or any competent authority, all test data and that, at the latest within seven working days after the request, whether it is made during the conduct of the Trial or after its completion;

· the proper use of equipment and products used in the Trial;

· the return to the Sponsor of the documents provided and materials and unused products at the end of the Trial referred to in Article 4;

· If delegation to a third party of its obligations under this agreement (joint-investigation), the Investigator must ensure that it has read and accepted the provisions of this agreement, the regulations which are applicable and the Protocol. Where appropriate, documents attesting to the above mentioned acceptance may be attached to this agreement.

ARTICLE 4: OBLIGATIONS OF THE SPONSOR
The Sponsor agrees to comply with all laws and regulations.

The Sponsor agrees the following obligations:

· The Sponsor is committed to providing the Investigator case report forms, the products for the Trial and the copy of the notice of the Committee for Protection of Persons.

· It also committed to providing the Investigator all the information on the study drug in the current state of technical and scientific knowledge and new information available during the Trial as required by the applicable texts.

· The Sponsor declares to have purchased the insurance referred to in Article L.1121-10 of the French Public Health Code on biomedical research. (The certificate is provided as part of the opening of the Center).

· The Sponsor makes his case for the provision of the following equipment and products needed to the completion of the Trial: 

· drugs or products tested (drugs or products studied, comparators, medication or product specifically required by the Protocol);

· materials, special equipment required by the Protocol (such provision of equipment for the duration of the Trial is subject to special agreements).

· In accordance with the Data Protection Act of January 6, 1978, the computer files used by the Sponsor to monitor the implementation and conduct of the Trial are reported by him to the CNIL. The Investigator has vis-à-vis information processed concerning the right of access, rectification and opposition to the services of the Sponsor.

· All Additional Costs incurred by the Hospital in accordance with Article R.1121-4 of the French Public Health Code and all services performed by the Investigator as part of the implementation of the Trial must be evaluated and are subject to financial compensation by the Sponsor on the bases set out in Appendices 1 and 1-bis and the procedures laid down in Article 5 of this agreement.

· The Sponsor agrees to provide the management of the Hospital documentation and information as listed in Appendix 2
· The Sponsor undertakes to inform the Hospital in case of change in the duration of the Trial compared to the approximate duration originally planned as defined in the Preamble to this agreement.

ARTICLE 5: BILLING AND PAYMENT CONDITIONS

Fixed costs, as defined in Appendix 1, of an amount of _ _ _ _ _ _ euros corresponding to the services of setting up and starting the Trial, shall be borne by the Sponsor, upon the signing of this agreement.

It is stated that these costs are due, including if the Protocol does not give rise to any inclusion of patients.

The amounts set out in Appendix 1 and 1-bis will be paid by the Sponsor upon presentation of a revenue order of the Hospital established at least on an annual basis (preferably on March 31 of the following year for the last calendar year, and the balance at the end of the Trial) and after final inspection by the Sponsor of case report forms as defined in the Protocol.

The Sponsor undertakes, at the date of receipt of the revenue order issued by the Hospital to its attention, to pay it within a maximum of 60 days.

This payment will be made payable to:

…..


…..

…..

…..

The Sponsor undertakes to inform the management of the Hospital about the end of the Trial and to communicate to it the necessary information for billing amounts detailed in Appendices 1 and 1-bis attached to this agreement (number of selected patients; number of patients included; visits and acts actually made). A final calculation of the amount due shall be made on this basis by the management of the Hospital for billing within a maximum period of 12 months from receipt of necessary information. If not, the Parties expressly agree that the claim of the Hospital will end after a period of 2 years from the date on which the billing should have been, by assimilation to the duration applied to hospital services billed to both individuals (Article L137-2 of the French Consumer Code) as to social security organizations (Article L332-1 of the French Social Security Code). For the purposes of this section, the end of the Trial means the last visit of the last patient included in the Center.
Article  6  -  OWNERSHIP OF THE  Results, Confidentiality, Publications

6.1 Confidentiality

The Hospital and the Investigator will process all information and documents received from the Sponsor in connection with this agreement and in accordance with Article R. 5121-13 of the French Public Health Code, the results of the Trial, as strictly confidential. 

The term "confidential information and documents" means all information and communication support provided by the Sponsor or on behalf of the Sponsor including without limitation, information and data about the product which:

- were not already owned by the Hospital and/or the Investigator prior to disclosure by the Sponsor,

- were not accessible to the public, excluding information that will become publicly accessible in the absence of fault of the Hospital or the Investigator or all of the people who would have to work as part of the Trial,

- is not disclosed to the Hospital or Investigator by a third party having the right to reveal it.

Information and confidential documents also include the provisions of this agreement, the Protocol and all information and Trial data, including without limitation, case report forms and all information they contain.

Confidential information may be disclosed, however, if agreed to in writing by the Sponsor and under regulations, especially Article R. 5121-13
 of French  Public Health Code, and/or upon request of the competent authorities, or as part of publications as defined below.

For its part, the Sponsor will process all information relating to the Hospital and/or Investigation to which he could access through the completion of the Trial, the subject of this agreement as strictly confidential.

The confidentiality agreement of the Parties is for the duration of this agreement and as long as the confidential data will not come into the public domain.

6.2 Ownership of the results

The results arising out from the Trial, as defined by the Protocol, will be the exclusive property of the Sponsor. He exploits them freely.

6.3 Publication

The Hospital and Investigator expressly agree that the Trial results are published exclusively under coordination by the Sponsor to include in the publication, the results of all participating centers.

In accordance with the French Public Health Code, the Trial will not be the subject of any publication, and no communication on the Trial will be performed by the Hospital or Investigator without the prior written consent of the Sponsor.

Requests for publication or communication shall be made with (administrative and scientific) points of contact of the Sponsor by registered letter with acknowledgement of receipt. The Sponsor agrees to respond promptly.

If the Investigator wishes to make a publication or communication on the Trial, the Sponsor may, in the event that a serious and valid reason would seem to require, request that certain changes are made, or that the publication is deferred for a maximum period of eighteen (18) months.

The Investigator will consider all comments made by the Sponsor as having a legitimate and non- arbitrary character.

Changes can in no way prejudice the scientific value of the publication/presentation.

6.4 Use of name and / or logo

The logo and/or the name of the Parties shall not be used outside the formalities required for the conduct of the Trial after written agreement of the other Party.

6.5 Audit

Subject to having been informed at least fifteen days prior to intervention on the site of the identity of the auditor, dates of its progress and its content, the Hospital agrees to provide its assistance to the Sponsor or agent of the Sponsor for the proper conduct of any audit or inspection, on the clinical Trial the subject of this agreement, in accordance with all laws governing Good Clinical Practices.

The Sponsor agrees that the conduct of the audit does not disturb the proper functioning of the hospital service.

A request for postponement of the audit may be made by the Hospital with (administrative and scientific) points of contact of the Sponsor in the event of a legitimate reason related to the continuity of public service, with the proposal, in this case of a new date.

ARTICLE 7  - EFFECTIVE DATE - DURATION - WITHDRAWAL AND TERMINATION OF THE AGREEMENT

This agreement, whose appendices form an integral part, shall take effect from the date of signature by the Parties. It is binding on the Parties until the approximate expected end of the Trial as provided in the Preamble of this agreement.

It may be terminated by either Party before its due date, by registered letter with acknowledgement of receipt, if technical, methodological or scientific impracticability, involving the continuation of the Trial involved. It terminates automatically in the event that the competent authority shall suspend or prohibit the conduct of the Trial.

If the investigator is no longer able to carry out the Trial, the Hospital is authorized to propose to the Sponsor one or more investigators, by registered letter with acknowledgement of receipt with two weeks notice, and stating the reasons. The Sponsor is free to accept or reject the proposal.

In the event of early termination, the variable costs incurred by the Hospital will be settled by the Sponsor in proportion to the work included and inclusions, made the day of the breaking of the agreement, the fixed costs mentioned in article 5.1 of this agreement is due in any case.

Any modification of this agreement shall be by amendment signed by the Parties.

In case of serious or deliberately repeated failure by the Investigator on the occasion of the completion of the Trial, quality control or audit, the Sponsor may automatically terminate this agreement without notice or compensation.

This agreement may be terminated by either Party for breach by the other of one or more obligations under its various clauses. Such termination becomes effective three months after sending by the Complainant a registered letter with acknowledgement of receipt stating the grounds for the complaint and had no effect, unless within that period the defaulting Party has not complied its obligations or has not demonstrated an incapacity resulting from an event of force majeure. The exercise of this right of cancellation does not relieve the defaulting Party to fulfil the obligations contracted up to the effective date of termination.

Optional - ARTICLE  8 – DATA PROTECTION PROVISIONS
Optional - ARTICLE 9 - OBLIGATIONS PURSUANT TO THE FCPA (Foreign Corrupt Practices Act)

Optional - ARTICLE 10 - JOINT-INVESTIGATION

· Obligations of the Coordinator Center

· Mission (s) and obligations of joint-investigators

· Breakdown of visits

Optional - ARTICLE 11 - BIOLOGICAL SAMPLING

Optional - ARTICLE 12 - TERMS OF DECLARATION OF THE AGREEMENT TO CNOM

ARTICLE 13  - LITIGATIONS - DISPUTES

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"

P/THE INVESTIGATOR,

"I have read my responsibility obligations under this agreement. "

Appendix 1-bis - Fees for investigation services related to the conduct of the trial

Fixed Sum for the Trial

	Coordination package (if applicable)
	


BUDGET per patient

	Nature of services
	Amounts per visit

	Screening visit 
	

	Randomization visit
	

	Treatment phase
	

	V month
	

	V month
	

	...
	

	Visit of the end of treatment
	

	Follow-up visit
	

	...
	

	TOTAL by observation

	


Payment of services at the end of the Trial or at each inclusion made:

· Any observation expressed "complete" and can be used by the Sponsor under the rules of Good Clinical Practices of November 24, 2006 shall be subject to payment of a consideration of  ....  Euros per patient. In case of incomplete observation, the settlement of the consideration will be in proportion to the visits actually made.

- In the event of a Trial exit, the remuneration of the observation will be fixed in proportion to the visits actually made and defined above.

- In case of breach of protocol or of  non-exploitable CRF, no compensation will be payable by the Sponsor.


Optional - APPENDIX 3 - Agreement for provision of equipment 

�	Article R.5121-13 of the French Public Health Code is as follows: "Subject to the provisions of Articles L. 1123-6 to L. 1123-8 and L. 1123-1113 and those taken to implement them, experimenters, investigators and persons required to work for testing shall be bound by professional secrecy with regard to the particular nature of the products studied, testing, people who are ready to test and results. 


	They can only, with the consent of the sponsor, provide information on the tests to the Minister for Health, public health physicians, public health pharmacists, the General Manager and the inspectors of the French National Agency of Safety of drugs and Health Products. 


	Trials cannot be subject to written or oral comments, without the joint agreement of the experimenters or the investigator and the promoter."





�	 Observation for a patient means all visits according to the protocol of the Trial





CeNGEPS Financial Hospital/Sponsor agreement integrating investigation services – January 2012


