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CONTRACT BETWEEN (name of the SPONSOR/CRO) AND INSTITUT D'INVESTIGACIÓ BIOMÈDICA DE GIRONA (IDIBGI) FOR THE PERFORMANCE OF THE CLINICAL TRIAL RADIOLOGICAL TESTS (title - code SPONSOR (acronym) - EudraCT code)
Girona, XX/XX/XXXX

TOGETHER
On the one hand, Mr. / Mrs. (name of the legal representative of the SPONSOR) on behalf and representation of (name of the company / organization / individual SPONSOR of the clinical trial) (hereinafter referred to as SPONSOR), with registered office in (full address of the SPONSOR) of (population) ((zip code)) and with CIF no. (tax identification number). 

(WHERE APPLICABLE) That enterprise/organization/private party name sponsoring of the clinical trial is the Sponsor of the study and has contracted in the name of the enterprise/organization/private party (hereafter referred to as “CRO”), and specifically in the name of the enterprise/organization/private party, acting as independent contractor, to act for and on behalf of the Sponsor and fulfil certain obligations of the Sponsor in the conduct of the Clinical Trial, including but not limited to XXXXXXX and XXXXXXX, of the Contracts in the name of the Sponsor. However, the Sponsor is not exempted from the corresponding liability under current legislation.
Also, Dr. Margarita Nadal Sanchez, Director of the Institut d’Investigació Biomèdica de Girona Dr. Josep Trueta (hereinafter, IDIBGI), acting on behalf of the said institution, with NIF G17432592 and address at c/ Doctor Castany, s/nº - Edifici M2, Parc Hospitalari Martí i Julià, 17190 - Salt (Girona), signs this contract in proof of conformity with its content. 
The two parties recognizing the mutual capacity necessary to be bound by this contract,
EXHIBIT
That the SPONSOR/CRO is interested in conducting the Clinical Trial entitled "XXXXX", code EudraCT XXXXX (hereinafter referred to interchangeably as "Study" or "Trial"), at the Center and under the direction of Dr. XXXX of the Service of XXX. Said Clinical Trial shall be carried out in accordance with the Clinical Trial Protocol, which does not bind to this contract but is part of it, insofar as all parties know it and accept it.

That the IDIBGI is a foundation that aims to promote, develop, transfer, manage and disseminate research, scientific and technological knowledge, teaching and training in the field of life and health sciences, mainly in the field of Girona surroundings.

That the Institut de Diagnòstic per la Imatge (onwards IDI) has the status of its own means and technical service of the Administration of the Generalitat de Catalunya, of the Catalan Health Service and of the entities linked or dependent on it, pursuant to the provisions of article 18.3 of the Statutes of the IDI modified by the Government Agreement GOV/38/2015 in the session of March 17, 2015 (DOGC No. 6834, of 03.19.2015), and in these affects can assume management tasks of these entities.
That IDIBGI instructs IDI to carry out radiological tests as soon as it is an own medium entity.
Therefore, by virtue of the foregoing, the parties conclude this contract;
ACCORD
1. A duration of XXX months is expected from the date of the main contract (contract between SPONSOR/CRO, CENTRO, Principal Investigator and IDIBGI) or until all the subjects included have completed their participation in it under the Protocol for the Trial. The Trial may be concluded early in the cases provided for in clause 14.

2. The SPONSOR/CRO does not initiate in the Test Center, and consequently the radiological tests in the IDI until obtaining the mandatory favorable opinion of the CEIm and authorization of the AEMPS.
3. The parties shall collaborate and inform each other in relation to the Essay. IDIBGI will refer to IDI, in its Radiology Unit located in the Dr. Josep Trueta University Hospital of Girona, it will collaborate with the Principal Investigator and in accordance with the Test Protocol, carrying out the tests indicated in clause 6, under the coordination of the person in charge of the IDI Unit, Dr. Salvador Pedraza and the supervision of the Principal Investigator.
4. The SPONSOR/CRO has contracted, in accordance with article 9 of Royal Decree 1090/2015, of December 4, a third party insurance or financial guarantee that adequately covers all possible damages that may arise from the participation of the subjects in the Test object of this contract and is up to date with the payment of the corresponding premiums This policy covers the responsibility of the SPONSOR/CRO, the Principal Investigator and their collaborators, including the clinical investigators hired, and the center or hospital where the Trial is carried out under the conditions established in the aforementioned provision.
The policy details are set out below:

· Insurance company: XXX

· Policy #: XXX
5. The SPONSOR/CRO will include in the Trial Center a minimum of XXX subjects. The Principal Investigator (and will be required by the SPONSOR/CRO) must state the informed consent of the patient participating in the Clinical Trial, expressly and in writing, after being duly informed of the objectives and conditions of the Trial, and of the risks and disadvantages of participation in it. Said informed consent will include the necessary information about your right to participate or not in the investigation, as well as the possibility of withdrawing your consent at any time, in accordance with article 4 of Royal Decree 1090/2015, of December 4.
6. The amount of the tests, including the estimated direct and indirect expenses, is as follows:

	Test
	Amount

	
	


All economic aspects related to the realization of this Test are included in this contract in accordance with the provisions of article 32 of Royal Decree 1090/2015, of December 4.
The IDIBGI will notify the SPONSOR/CRO of all the concepts made up to that date on a quarterly basis. The SPONSOR/CRO must confirm that it is in agreement with the concepts made and IDIBGI will be able to send the invoice.
All payments will be made upon presentation of an invoice with VAT in which the percentages corresponding to the date of issuance are applied, (VAT will NOT be applied if the paying agent to which it is invoiced is located in another country), and They will be credited to the bank account detailed in the invoice.
The data of the account holder are:

	Beneficiary Name
	INSTITUT D'INVESITGACIO BIOMEDICA DE GIRONA (IDIBGI)

	TAX Number
	ESG17432592

	Address of beneficiary
	C/ DR CASTANY S/N PARC HOSPITALARI MARTI I JULIA EDIFICI M2 - 17190 SALT (GIRONA)

	Name of the bank
	CAIXABANK, SA

	Bank Address
	CENTRE INSTITUCIONS CATALUNYA
Pl. de la Ciencia s/n
08242 - MANRESA

	Bank account
	2100 0002 5002 0139 6544

	IBAN
	ES9521000002500201396544

	SWIFT
	CAIXESBBXXX

	Payment reference
	Invoice number issued, advance payments without invoice are not accepted.

	Payment contact address
	aacc@idibgi.org


The billing information is:

	FISCAL DATA OF THE ENTITY

	Fiscal Name:
	 

	NIF:
	 

	Direction:
	 

	Postal Code:
	 

	Population:
	 

	Country:
	 

	E-mail:
	 

	
	
	
	

	DATA FOR SENDING THE INVOICE

	(Fill in if the shipment data differs from the entity's data)

	Name:
	 

	Direction:
	 

	Population:
	 

	Postal Code:
	 

	Country:
	 

	E-mail:
	 


The SPONSOR/CRO will make the payment within thirty (30) days from the date of the invoice.

The SPONSOR/CRO will fulfill all the obligations derived from this contract with the payment of the amount indicated above. Payments will be made in any case depending on the activity performed.

The tests that are not part of the usual practice must be paid by the SPONSOR/CRO.
7. The SPONSOR/CRO declares that, in relation to the performance of the Trial, no agreement other than this one has been concluded or will be concluded with the collaborating researchers of the IDI or the IDIBGI from which other economic or other remuneration could be derived. This clause excludes the meeting costs for the organization of the Essay, in the case of a multicentre Essay, and the possibilities that the SPONSOR/CRO could have for the publicity of the results obtained from the test in meetings and scientific publications.
8. The Trial must be carried out in accordance with the provisions of the Protocol, in the current regional and state regulations governing the conduct of a Clinical Trial, such as Legislative Decree 1/2015, of July 24, which approves the Consolidated Text of Law 26/2009, of July 26, on Guarantees and Rational Use of Medicines and Health Products; Royal Decree 1090/2015, of December 4, and other applicable regulations.

In turn, the Parties undertake at all times to respect and comply with the ethical principles and standards set forth in the Declaration of Helsinki (in its latest version), the Oviedo Convention and the Standards of Good Clinical Practice. 

9. The SPONSOR/CRO and IDIBGI assume the fulfillment of the responsibilities established in this contract, as well as those that article 39 and article 41 of Royal Decree 1090/2015, of December 4, respectively, recognize them, in addition to the obligations that are extracted from the rest of the applicable regulations, so that their non-compliance will be considered as breach of this contract.

10. The SPONSOR/CRO and IDIBGI and collaborators (the monitors and / or auditors designated by the SPONSOR/CRO) guarantee that: the personal data of the subjects included in the Study will be treated in accordance with the provisions established in Regulation (EU) 2016/679, of April 27, 2016, regarding the protection of natural persons with regard to the processing of personal data and the free circulation of these data; the anonymity of the subjects included in the Study and the protection of their identity will be maintained; no personal data of the subjects of the Study will be transferred, except in those circumstances allowed by law.

The IDIBGI undertakes to ensure that the researcher treats the documentation, information, results and data related to the Study in accordance with its confidential and secret nature, to ensure the restricted circulation of this information and to be responsible for ensuring that this obligation be fulfilled by all persons who must have access to it in accordance with what is established in this contract.

11. The results of the Trial and all the work and reports carried out and the industrial property rights derived from the Trial are the exclusive property of the SPONSOR/CRO.

12. The SPONSOR/CRO undertakes to disseminate, once the Study is completed, the results obtained, whether negative or positive, in publicly accessible media.

The publication in journals or scientific books of the results by the principal investigator of the Center must be carried out by mutual agreement between the two parties; a copy of the manuscript or original must be provided to the SPONSOR/CRO so that it can know its contents and make the appropriate checks. The SPONSOR/CRO, within a maximum period of 30 days, must inform the principal investigator whether or not he agrees with the content. After this period has elapsed without the SPONSOR/CRO responding, it will be considered that he / she agrees and the researcher may proceed to its publication.

The SPONSOR/CRO must request the express authorizations corresponding to the Center and the principal investigator in order to use their names in scientific publications or in any other means of dissemination for commercial or dissemination purposes.
13. Either party may terminate the present unilaterally or by mutual agreement in the following cases:

a. When the Study is interrupted due to any of the causes expressed in article 27 of Royal Decree 1090/2015, of December 4.

b. Impossibility of including a minimum of subjects that allows the final evaluation of the Study within a reasonable period of time in accordance with the characteristics of the Study.

c. If from an intermediate analysis of the data or other available information it is inferred that it is not safe or that it is not justified to continue administering the investigational medication to the subjects of the Study.

d. For breach of the obligations assumed in this contract by any of the contracting parties.

e. By mutual agreement between the parties, expressed in writing.

f. By the will of one of the parties, expressed in writing at least one month in advance.En caso de resolución anticipada del Ensayo, el Promotor pagará al IDIBGI la cantidad correspondiente por el trabajo realizado según las condiciones económicas establecidas en la cláusula 6. 
The completion of the Trial implies the proper analysis and coordination between the parties to ensure the safety of the subjects, decide whether or not to continue the treatment and comply with the applicable legal norms.
14. To resolve any discrepancy that may arise in the application or interpretation of what is established in this contract, the two parties expressly waive the jurisdiction that may correspond to the jurisdiction of the Courts and Tribunals of Girona.

And in proof of conformity with its content, the parties sign this contract in duplicate and for a single purpose at the place and date indicated in the headingo.
(Name and signature of the SPONSOR/CRO)



Dr. Margarita Nadal Sanchez
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