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RESEARCH CONTRACT

Zaragoza, on ----- of ---------------- 20-------
BETWEEN:
On the one hand,

---------------------------- with National Identity Card number ---------------------, acting in the name and on behalf of ----------------------------------, according to the power of attorney granted before the Notary Public of -------- Mr --------------- under the number ------- of his protocol, which is valid –as he states–, and with business address at ----------------------------------------- and Tax Identification Code number ---------------------.

On the other hand, 

Mr Óscar López Lorente with National Identity Card number 25.448.429-X, Executive Director of Instituto Investigación Sanitaria Aragón  with Tax ID number G99426132, and registered address on Centro de Investigación Biomédica de Aragón (CIBA) Avda. San Juan Bosco, 13 50009 Zaragoza.
Given that both of them mutually acknowledge their necessary legal capacity to enter into this contract 

THEY STATE:

1.
That --------- is interested in promoting the research project known as -----------------------------------------------, protocol code -------------------- (authorized by the Comite ….).
2. That the researcher associated to the IIS Aragon Foundation, --------------------------, is interested in developing the said research project in the terms and conditions established hereinafter.

By virtue of the foregoing, both parties agree to establish the following:

CLAUSES:
1.
PURPOSE OF THE AGREEMENT

The IIS Aragon Foundation, through its associated researcher, undertakes to develop the research project proposed by ------------ in accordance with the characteristics (authorized by the Clinical Research Ethics Committee of reference of ……..) described in the protocol that the parties state they know and to which they refer.
2.
PLACE FOR PROJECT DEVELOPMENT

The research project, which is the subject matter hereof, shall be carried out at the -------------------------Hospital. 

3. OBLIGATIONS.

For the purposes of carrying out the research project, ------------- is bound to:


1.
Establish standard working procedures.


2.
Be aware, together with the researcher, of the technical annex attached hereto and any modification thereof.


3.
Make sure that the researcher carries out the project as established in the said technical annex.

4. Provide the documents relating to the project.

The IIS Aragon Foundation is bound to:
1. Direct the practical development of the research project, through its associated researcher.

2. Be responsible, jointly and together with the researcher and --------------, for the preparation of the final report on the project, approving the same by means of its signature.

3. Follow, in a strict manner, the guideline for Good Clinical Practice, currently recognized by the scientific community (and compulsory, according to Spanish legislation).

4. Initiate and finish the research project within the periods of time established by the technical annex.

5. In the event that the associated researcher ceases to participate in the research project due to dismissal, transfer or any other cause, the IIS Aragon Foundation undertakes to propose a suitable substitute. 
6. Assume the material management of the economic funds to carry out the project.

4. FINANCIAL AGREEMENT

------------------ agrees to pay the amount of …………………………… (VAT not included) for the development of this research project. 

The said amount includes the total budget of the research project and shall cover the costs of the project and the administration expenses of the IIS Aragon Foundation:
Expenses incurred in the execution of the protocol: 85% 

IIS Aragon Foundation  management expenses: 15%

In the event that there are any milestones or assessment units, assess each one of them for a half-yearly periodical payment or establish a payment schedule, depending on whether the budget is fixed or proportional.


The economic funds, which the sponsor is bound to provide for the development of the project, shall be credited by the sponsor to the current account designated for that purpose by the IIS Aragon Foundation, in its capacity of manager of the same.
To bill for the Promoter different person is added:

The Promoter requests and authorizes the IIS Aragon Foundation to issue the invoices  concerning this contract to:
Invoicing information

Company:

Vat Number:

Adress:

But the promoter will maintain its payment obligation outside the billings made your designee, left to the judgment of the IIS Aragon Foundation  in the event of default by any cause, including the contest of that third party, the bill directly to the promoter the amounts owed.

However, payments made by the CRO have discharging to the promoter.
Information Project monitor:

Name:

E-mail:

Phone Number:
5.
DURATION OF THE PROJECT

The research project, which is the subject matter hereof, shall be initiated when --------- delivers the material necessary for it to be carried out, and shall end within……….. months following its commencement.

6. SUSPENSION OF THE RESEARCH PROJECT

The research project may be suspended before its conclusion, by sending a notification in writing to the IIS Aragon Foundation and to all the corresponding health authorities, in any of the following cases:


a)
If, from the available data, it is inferred that it is not safe or there is no justification to continue it.


b)
Due to the non-fulfilment on the part of the associated researcher of any of the terms hereof.

c) If the fulfilment of the technical annex is deficient or data are repeatedly incomplete or inaccurate.


d)
By the mutual agreement of both parties hereto.



The said agreement must be expressed in a written document.


In any of these cases, a report must be prepared and signed by both parties, stating the reasons behind the suspension of the research project.


Upon the conclusion or suspension of the research project, the associated researcher shall return to ---------- the materials supplied and that have not been used that the associated researcher might have in his/her possession.


In the event of the early conclusion of the research project, ------------- shall only pay for the works that have been performed, and the IIS Aragon Foundation shall be obliged to return the amount paid in advance by ------------- corresponding to those expenses that, at the time of the suspension of the research project, have not been incurred.

7.
CONFIDENTIALITY AGREEMENT


In view of the confidential character of all the documents belonging to -------------------- in relation to the information obtained from the research project, the IIS Aragon Foundation, and its associated researcher, and the collaborating or participating staff of the research project undertake, during the term of this agreement and following its expiration, to:


1.
Receive and keep all the information in a confidential manner.

2. Use the information received for the purposes and objectives established herein only.

3. Disclose said information to third parties only with the prior written authorization of -----------------, and provided that the third party is involved in the research project and undertakes, in writing, to respect the secrecy of the information in the terms established herein.

4. This confidentiality agreement is applicable both to the IIS Aragon Foundation and its associated researcher and to all the people collaborating with them or participating, whether directly or indirectly, in the research project.


The foregoing shall not be applicable to any information that:

1. Is or becomes of public domain, without any responsibility of the IIS Aragon Foundation, the researcher or the collaborating or participating staff of the research project.

2. Is lawfully received by third parties without the IIS Aragon Foundation, the associated researcher or the collaborating or participating staff of the research project having infringed this confidentiality agreement.

3. Was previously known to the associated researcher or collaborating or participating staff of the research project.

4. It was compulsory to reveal such information under a legal order.


The associated researcher and the collaborating and participating staff of the research project must not use the information supplied or any part thereof in their own benefit or in the benefit of third parties and shall not provide any third party with any kind of material containing confidential information, unless specified herein. 

8. PERSONAL DATA PROTECTION

In view of the detailed nature of the project, when storing and processing personal data, the appropriate measures should be taken in order to protect them and to prevent them from being accessed by unauthorized third parties, in compliance with the legislation in force.

9. OWNERSHIP OF THE RESULTS

The industrial property of those data, results, discoveries, inventions, methods and information, whether patentable or not, carried out, obtained or developed during the development of the research project shall be the exclusive property of --------------------, for an unlimited period of time and at the world level.

Likewise, all rights to exploit the intellectual property of the works, reports and documents prepared during the execution of the research project shall be the exclusive property of -------------------- for their exploitation both in Spain and abroad, and for the maximum period of time established in article 26 (or in article 28, in the event that the said article is applicable) of the Legislative Royal Decree 1/1996 of 12th April approving the Consolidated Text of the Law on Intellectual Property.

10. PUBLICATIONS
a) The IIS Aragon Foundation or the associated researcher may submit the results to an appropriate scientific meeting and/or publish them in a prestigious journal, with the prior authorization of --------------------; to that end, the IIS Aragon Foundation undertakes to provide -------------------- with a copy of the manuscript or the original; -------------------- must reply in writing and within the maximum period of time of 4 weeks, by communicating its reservations or disagreement in that regard. Following the said period of time, if no answer has been received, the associated researcher shall be free to proceed with the required disclosure.

In exceptional circumstances, if -------------------- so requests, in order to ensure in an appropriate manner the protection of inventions or developments arising out of the research project, the associated researcher shall have to delay the presentation of the proposed publication, for a period of time not exceeding 6 months.

b) -------------------- shall not mention the name of the associated researchers without their authorization, except in the case of references to works already published or disclosed.

c) The above paragraphs are also applicable to the information obtained in research projects that are not completed or that are suspended before their conclusion.

d) The research team shall not disclose the results of the research to any third parties, with the exception of the procedure established in this clause.

11. INSURANCES AND LIABILITIES

The performance of research that comprises an invasive procedure in human beings shall require prior insurance against those damages that might be derived from said research for the person on whom the same is performed. To that end, if applicable, the research Sponsor shall underwrite the insurance policy and pay the corresponding premiums covering the civil liability in relation to the study, in accordance with what has been approved by the CEICA for this study.

12. VALIDITY AND WITHDRAWAL
This agreement shall come into force upon its signature by both parties and shall be valid for the period of time necessary to develop the research project. This agreement shall expire when the IIS Aragon Foundation  delivers the final report to --------------------.
13. ARBITRATION
In relation to the interpretation and fulfilment of the clauses agreed herein, both parties expressly submit to the Court of Arbitration of the Chamber of Commerce of Zaragoza, which is entrusted with the designation of the arbitrator or arbitrators and the administration of arbitration, in compliance with its regulations, that is expressly accepted by the parties, who, from this moment onwards, undertake to comply with the arbitration award.

14. JURISDICTION

In all cases, except for the procedure of arbitration or in the execution of its decisions, both parties, expressly waiving the jurisdiction to which they may be entitled, submit to the jurisdiction of the Courts and Tribunals of Zaragoza.

This contract has been written in Spanish, both parties has signed a copy also translated in English. In case of disagreement between several models, the Spanish version will prevail.
By --------------------

Signed by:                                                                                      Signed by:

The associated researcher
Aragon Institute of Health Research Foundation (IIS Aragon Foundation)
Dr. --------------------------------



Mr Óscar Paúl Sainz
