CONTRACT BETWEEN name of promoting organization, AND name of centre where the trials will take place AND LA FUNDACIÓ INSTITUT D’INVESTIGACIÓ SANITÀRIA PERE VIRGILI (IISPV) FOR PERFORMING CLINICAL TRIAL title of trial – promoter code – EudraCT code
GATHERED

Executed by one party, name of the legal representative of the promoter, with National Identity number xxxxxxxx, representing name of promoting organization/individual (hereinafter called the Promoter) of complete address of the Promoter and fiscal identification code (or other).

And executed by another party, José Augusto García Navarro with National Identity Card number xxxxxxxxx, manager of, and representing, Hospital Universitari Sant Joan de Reus, C/Sant Joan, S/N, 43201 de Reus y con NIF-A43096692 (hereinafter called the Centre).

And executed by another party Sr. Francisco Vidal Marsal, with National Identity Card number xxxxxxxxx, Science Director of the Fundació Institut d’Investigació Sanitària Pere Virgili (IISPV) (hereinafter called IISPV), of C/Escorxador s/n, Tarragona 43003, CIF (fiscal identification code) number G43814045.

Recognizing the legal capacity of the three parties to bind themselves to this contract (hereinafter called the Contract)

DECLARE 

The Institut d'Investigació Sanitària Pere Virgili (IISPV) was created from a collaboration of these organisations: the Institut Català de la Salut (Hospital Universitari de Tarragona Joan XXIII, Hospital de Tortosa Verge de la Cinta, Àrea d'Atenció Primària de Tarragona), the Grup SAGESSA, (Hospital Universitari Sant Joan de Reus, Àrea d'Atenció Primària de SAGESSA), the Grup Pere Mata (Hospital Psiquiàtric Universitari Institut Pere Mata) and  the Universitat Rovira i Virgiil, Tarragona. The objective of the institute is to promote, develop and manage scientific investigation and investigator training among the founding organisations.

The Promoter is interested in carrying out a clinical trial (hereinafter called the Study) entitled title of Study – promoter code – EudraCT code, and internal protocol code assigned by the Comite Ético de Investigación Clinica (hereinafter called CEIC) protocol code at the Centre and under the direction of (the Principal investigator name of the principal investigator at the name of the service. The protocol of the said Study is given as Attachment I of Contract.

The Centre is a body with its own legal personality and has a mandate to provide health services among which it makes available the name of the service.
AGREE 

1. The Centre is committed to oversee, through name of the principal investigator, acting as Principal Investigator, the performance of the Study in accordance with the conditions specified in the Protocol, laying down a previous, favourable ruling by the corresponding Ethical Committee of Clinical Investigation (Comite Ético de Investigación Clinica, hereinafter called CEIC) Attachment IV, authorized by the Spanish Agency for Medicines and Health products (la Agencia Española del Medicamento y productos Sanittarios, hereinafter called AEMPS Attachment V.
The estimated duration of the Study is number months effective from the date of the contract or until all of the Study subjects (hereinafter called the Subjects) included end their participation in the Study according to that stipulated in the Study protocol. The duration of the Study may be shortened if any of the recognized cases for cancellation listed in point 12 are specified.
2. The Centre is committed, through its Principal Investigator, to comply with the legislation in force, to comply with the ethical norms that regulate clinical trials with medication, and to collaborate in monitoring visits undertaken by the Study monitor, audits by those designated by the Promoter and the inspections of competent Health Authorities.
3.The Promoter must not initiate in the Centre any activity related with the recruitment of Subjects before obtaining a previous, favourable ruling by CEIC, corresponding to and with the authorization of AEMPS.

4. The parties must collaborate and inform in a reciprocal way in relation to the Study.

5.The Promoter has, in accordance with that established in Article 8 of the Real Decreto 223/2004, of 6th February, an adequate insurance policy for its civil responsibility or financial guarantee that covers damages that may be incurred as a result of the participation of Subjects, and is up to date with the premium payments of said policy.  The policy is the following:

Name of the organization insured:   
_______________________

Policy number:


________________________
6. The Promoter intends to include the minimum number of number subjects ¹ 

7. Direct and indirect expenses estimated for carrying out this Study in the Centre add up to a total of amount in Euros (not including VAT). This total corresponds to the value of amount in Euros (not including VAT) per subject for the investigation team, and the difference between the total cost of the Study and the amount received by the investigation team, incumbent as overheads for the IISPV, in accordance with the Economic Statement given as Attachment III, and recognizes all economic aspects of the Study in accordance with Real Decreto 223/2004.

The amount that has to be paid to the Centre is based on the following partial payments:

Percentage (%) - initially to recruit the Subjects at the Centre.

Percentage (%) - once half of the data collection logs have been completed or half of the study

 period has elapsed at the Centre.



Percentage (%) - once all of the data collection logs have been completed or all of the period for study and the follow up of Subjects has elapsed at the Centre.

Fundación IISPV will receive an additional 25% as an overhead against expenses incurred in managing the budget for this study.

Payments must be made on presentation of the invoice, including Value Added Tax applicable on the date of each invoice, to account number 2100 2872 91 0210087162, in the name of Fundación IISPV.

The Promoter must pay the invoice within 30 days from the invoice date.

Upon payment of the quantity shown in the previous section all monetary obligations on the Promoter derived by this contract will be fulfilled. In any case the payments have to be adjusted to the task performed.
8. The Promoter certifies that, in reference to the carrying out of the Study at the Centre, no other agreements have been made outside this Contract with the Principal Investigator or with collaborators of the Centre, from which additional economic compensation or any other type of considerations will be derived. Excluded from this clause are expenses for meetings convened to organize the Study, in the case of it being multi-centred, and facilities such as those that the Promoter will have to arrange for the presentation of results at meetings or in scientific publications.

9. The Centre, the Principal Investigator and any collaborators, the Promoter and the monitors and/or auditors designated by the promoter guarantee that any data of a personal nature on the Subjects included will conform to the established provisions of law 15/1999 of 13th December 1999 on the protection of data and the rules extending it. Anonymity of Subjects will be maintained and no data of a personal nature will be given to any other party, except in those circumstances allowed by law 

The Centre, through the investigator in charge of documentation, information, results and data related to the Study, must maintain this information confidentially, must restrict circulation of said information and be responsible for ensuring that all persons who have access to this information conform to the standards of confidentiality laid down in this Contract.
The monitors and/or auditors designated by the promoter will be able to access the clinical information and documentation on the Subjects to the effect of verifying the accuracy and reliability of the data made available by the Principal Investigator, but they will not collect personal data which would identify the Subjects. The Centre will also make all data available to the inspectors of the health authorities.

10. The results of the Study, as well as all the work carried out and the reports and all the rights of industrial property derived from this Study, are the exclusive property of the promoter.
11. At the end of the Study the Promoter must make the results publicly available, whether  positive or negative.  Publication by the Principal Investigator in scientific magazines, journals or books must be agreed by all parties, A copy, or the original, of the manuscript must be made available to the Promoter, who can then be familiar with the text and recommend any changes. Any such changes to the manuscript must be communicated to the Principal Investigator within 30 days. In the event of no reply being received, the manuscript will be forwarded for publication.
The Promoter must request authorization from the Centre and/or the Principal Investigator in order to be able use his/her name in scientific publications or in any other media for commercial or publicity ends.
12. The Study at the Centre can be cancelled by either of the parties or by mutual consent in the following circumstances:

a) The impossibility of including the minimum number of Subjects with the necessary characteristics within a reasonable time that would allow reasonable evaluation of the results. 


b) If after moderate analysis of the data or other information, it can be inferred that there is uncertainty or there is no justification for continuing to administer the medication to the Subjects.


c) If or any of the parties contracted not complying with the obligations covered by this contract.


d) By agreement between the parties, given in writing.


e) At the volition of one of the parties, given in writing, a minimum of one month in advance.
In the event of the Study being cancelled, the Promoter must pay the Centre according to the work done, in accordance with the conditions laid out in Attachment III of this contact.
The finalization of the study entails discussion and coordination necessary between the Parties to guarantee the safety of the Subjects, to evaluate any continuity of treatment and the completion of the current legal norms on the subject.
13. To resolve any disagreement that may arise in the application or interpretation of anything established in this Contract, the two parties submit to, waiving any privilege that corresponds to them, the jurisdiction of the courts and tribunals in Reus.

In witness whereof, the two Parties sign this document in quadruplicate and to one single effect, at the place and on the date set out here:
Reus / Tarragona, XX  de   XXXX   de 200 
For the Promoter
---- name -----



Signed:

___________________________________________________________________________

For the Centre
:
Sr. Lluís Nualart Berbel

Signed:

___________________________________________________________________________

For IISPV:

Sr. Francisco Vidal Marsal
Signed:
___________________________________________________________________________

For the principal Investigator:

----- name ------

Signed:

Also signing likewise the present contract, witnessing the acceptance and approval of the assumed obligations of the Principal Investigator of the Study in the Centre

___________________________________________________________________________

Attachment I.       A copy of the Study protocol 
Attachment II.      Obligations of the Principal Investigator of the Study at the Centre.

Attachment III. Economic Statement
Title:

Code:

EudraCT number:  
	PERSONEL
	REMUNERATION

	 INVESTIGATING TEAM
	

	 Investigation Group
	

	Nurses (per patient .….
	0

	Others (per patient) .....
	0

	
	

	SUBTOTAL. INVESTIGATION TEAM (PER PATIENT)
	

	NUMBER OF PATIENTS PREDICTED
	

	A. TOTAL INVESTIGATION TEAM
	

	

	DIRECT HOSPITAL COSTS 
	

	· Pharmacy (per patient) …..
	0

	· Clinical laboratory (per patient) …..
	0

	· Radiography (per patient) …..
	0

	· Special tests (per patient) …..
	0

	· Other (per patient) …..
	0

	
	

	 SUBTOTAL DIRECT HOSPITAL COSTS PER PATIENT
	

	NUMBER OF PATIENTS PREDICTED
	

	B.TOTAL DIRECT HOSPITAL COSTS
	

	A.TOTAL. INVESTIGATION TEAM  +  B.TOTAL DIRECT HOSPITAL COSTS
	

	

	 INDIRECT COSTS
	PER STUDY

	FUNDACIÓ INSTITUT D’INVESTIGACIÓ SANITÀRIA PERE VIRGILI ( 25% S/A
	

	DIRECT HOSPITAL COSTS ( 25% S/B
	

	CEIC (Administration cost)
	

	TOTAL INDIRECT COSTS 
	

	
	

	A.TOTAL INVESTIGATION TEAM
	

	B.TOTAL DIRECT HOSPITAL COSTS
	

	TOTAL INDIRECT COSTS
	

	
	

	GRAND TOTAL
	


1. The amount for the investigator will be based on the number of visits made. If a patient drops out this will be paid on the number of visits made up to then. If the criteria of inclusion are violated no amount will be paid for that patient. 
In relation to the indirect expenses that the Centre incurs, the investigator will receive the same, and it will be paid apart, with no modification
	Vº Bº of the Principal Investigator 

	Dr. 
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