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CONTRACT FOR THE CONDUCT OF CLINICAL TRIALS WITH 
MEDICINAL PRODUCTS 
CONTRACT BETWEEN XXXXXXX (name of Sponsor entity)/ CRO for and on behalf of the Sponsor entity (XXXXXX), and the INSTITUT CATALÀ D'ONCOLOGIA (I.C.O) for the CONDUCT OF CLINICAL TRIAL XXXXXXX (title of clinical trial - protocol code XXXXXXX - EudraCT code XXXXXXX)
In Girona, XXXXXXX (date of signing contract)

BETWEEN 
Of the one part, Dr. Candela Calle Rodríguez, General Director, on behalf of Institut Català d'Oncologia.
Of the other part, Mr/Ms. XXXXXXX (representative's name and post, principal's name).
THEY ACT

First, on behalf of the public company Institut Català d’Oncologia Girona (ICO GIRONA) (hereinafter referred to as the “TRIAL SITE”), with registered office  in Av. Gran Via, 199-203 08908 of Hospitalet de Llobregat (Barcelona)  and CIF number ESQ5856383D with sufficient powers to sign all agreements and contracts related to clinical trials according to the competencies delegated in agreement with the Administrative Council of this public company with protocol number 1416 authorized by Mr. Carlos Masià Martí of the Illustrious Notary Association of Catalonia  with residence in Barcelona awarded on 29th October 2021.
The second, for and on behalf of XXXXXXX (name of enterprise /organization/private party sponsoring the clinical trial) (hereafter referred to as “the Sponsor”), with registered office at (Sponsor's full address), (town) (postcode) and Tax Id/VAT number XXXXXXX (tax identification number), stating and guaranteeing sufficient powers in force and valid for the signature of this document. 
The parties, recognising mutually their capacity as necessary to bind themselves in this contract,  

Likewise, acting as a management company of the Trial, Dr. Margarita Nadal Sánchez, Director of the Institut d’ Investigació Biomèdica de Girona Dr. Josep Trueta (hereinafter IDIBGI), on behalf of that Institution, CIF/VAT number ESG17432592, and address Doctor Castany, s/n - Edifici M2, Parc Hospitalari Martí i Julià, 17190 – Salt (Girona), sign this contract in accordance with this Agreement.   
DECLARE 
· That the Sponsor is interested in carrying out the clinical trial entitled XXXXXXX “(full name of clinical trial)”, with code XXXXXXX (protocol code assigned by the Sponsor), EudraCT number XXXXXXX (hereafter referred to as either “Study” or “Clinical Trial”), in the Trial Site and under the direction of Dr. XXXXXXX (Principal Investigator's name) of the XXXXXXX Department (title of Principal Investigator's Department). This clinical trial will take place in accordance with the Clinical Trial Protocol, which is not attached to this contract but forms part of it, in the understanding that all the parties know it and accept it. This protocol is deposited with the RECm of the XXXXXXX (RECm of reference).

· (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.

· That the purpose of the Trial Site, a body with its own legal personality, is the provision of health services, with among its units the XXXXXXX Department (name of department where the Study will take place).
· That the Trial Site has delegated to the Fundació Institut d’Investigació Biomédica de Girona all financial aspects arising from all kinds of investigation carried out in the Trial Site.
THEY AGREE 
(Choose as clause 1 between 1A or 1B as appropriate depending on whether we already have approval from CEIm and/or authorization from AEMPS, or we are still waiting)
1st. A) The Trial Site undertakes to see that Dr. XXXXXXX (Principal Investigator's name), as Principal Investigator, carries out the Study referred to above in accordance with the conditions specified in the protocol, having obtained the essential favourable report from the Ethics Committee for Investigation with medicinal products XXX (RECm) on XXXXXXX (date of report) and report no: XXXXXXX (report no.) and authorization from the Spanish Agency for Medicines and Health Products (AEMPS). 


This Contract will come into force on the day of its signature and will remain in force until the end of the Clinical Trial. 
The estimated duration of the Study is XXXXXXX (duration in months) starting from the contract date or until all the subjects included end their participation in the Study as stipulated in the Study protocol. The duration of the Study can be shortened if any of the reasons for cancellation set out in point 13 should occur.

B) The Trial Site undertakes to see that Dr. XXXXXXX (Principal Investigator's name), as Principal Investigator, carries out the Study referred to above in accordance with the conditions specified in the protocol. 

The parties hereto sign this Contract on the date indicated in the heading of this document, however its entry into force is subject to obtaining the favourable report from the RECm and approval from the AEMPS, this contract only taking legal effect from the date on which both authorisations have been obtained and will remain in force until the end of the Clinical Trial. 
The estimated duration of the Study is XXXXXXX (duration in months) from the date of the contract or until all the subjects included end their participation in the Study as stipulated in the Study protocol. The duration of the Study can be shortened if any of the reasons for cancellation set out in point 13 should occur.

2nd. The Sponsor/CRO, the Trial Site and the Principal Investigator undertake, at all times, to respect and comply with current legislation applicable to the signature of this Contract and during its life, and to observe expressly the ethical principles and standards, in particular, the following: 
· Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use. 
· Royal Decree Legislative 1/2015, of 24 July, which approved the redrafted text of the Act on guarantees and the rational use of medicines and health products.

· Royal Decree 1090/2015, of 4 December, regulating clinical trials with medicinal products, Ethics Committees for Investigation with medicinal products and the Spanish Clinical Studies Registry (hereafter referred to as “RD 1090/2015”).

· The Act 10/2013, of 24 July, which incorporates into the Spanish legal ordinance Directives 2010/84/EU of the European Parliament and the Council, of 15 December 2010, on pharmacovigilance, and 2011/62/EU of the European Parliament and the Council, of 8 June 2011, on prevention of the entry into the legal supply chain of falsified medicinal products, and amends the Act 29/2006, of 26 July, on guarantees and the rational use of medicinal products and health products. 
· In the event that during the clinical trial it is envisaged to collect biological samples,  the appropriate conditions will be established so that when the Trial is finished their use in investigation is adapted to the Act 14/2007, of 3 July, on Biomedical Investigation, Royal Decree 65/2006, on the Import and Export of Biological Samples and Royal Decree 1716/2011, of 18 November, which lays down the basic requirements on the authorisation and functioning of biobanks with biomedical research purposes and the processing of biological samples of human origin, and regulates the functioning and organization of the National Register of biobanks for biomedical research, especially with reference to the corresponding sections on informed consent and possible documents for the transfer of biological material; and in all those matters that are of application.

· It is agreed that it should take place in accordance with the Principles set out in the Helsinki Declaration, in accordance with the ICH guidelines (International Conference of Harmonization Guidelines) for Good Clinical Practice (GCP), ethical standards and the national and international anticorruption legislation, contained in the OECD Convention adopted on 21 November 1997, also included in the Foreign Corrupt Practices Act (FCPA) which may be applicable to one or all of the parties to this contract.  
3rd. The Sponsor undertakes not to start any activity in the Trial Site related with the recruitment of subjects for the Study until having obtained the essential favourable report from the relevant RECm and authorisation from the AEMPS.

4th. The parties undertake to cooperate and keep each other informed in relation to the Study.

5th. The Sponsor, the Trial Site and the Principal Investigator are bound to complete implementation of the services envisaged in this Contract, in accordance with the terms envisaged in it and in the protocol. Each party will comply with its own obligations in accordance with and in the tenor of the regulations indicated in Clause 2 of this document.  The obligations, duties and functions provided for in Royal Decree 1090/2015 for each of the parties constitute, for all purposes, the mandatory content of this Contract, so that failure to observe them will be understood as defaulting on this Contract. 
6th. The Sponsor has signed, in accordance with articles 9 and 10 of Royal Decree 1090/2015, of 4 December, which governs clinical trials with medicinal products, the Ethics Committees for Investigation with medicinal products and the Spanish Clinical Studies Registry, an insurance policy for civil liability and financial guarantee to cover adequately the loss and damages which may arise from participation by the subjects in the Study the subject of this contract, and is up to date with payment of the premiums for that policy. The details of the policy are as follows: 
Insurance entity: XXXXXXX

Policy number: XXXXXXX 

The Sponsor undertakes to renew this policy at least until the end of the Clinical Trial. 
7th. In the Trial the subject of this contract the forecast is for the inclusion of XXX patients in this Trial Site. The Trial will be carried out with a total of XXX patients at XXX level (e.g. national/ international), recruitment for the Trial being competitive and multicentre Site. This fact can affect the number of patients intended to be included in the Trial Site, the number being variable. 
8th. The direct and indirect expenses estimated for carrying out this Study in the Trial Site amount to a total of XXXXXXX (amount) euro. This amount corresponds to the sum of XXXXXXX (amount) euro per evaluable patient in accordance with the terms of the financial memorandum attached to this contract as Schedule 1, which includes all financial aspects of the Study in accordance with the terms of Royal Decree 1090/2015, of 4 December, which regulates clinical trials with medicinal products, the Ethics Committees for Investigation with medicinal products and the Spanish Clinical Studies Registry. 
Of the total forecast amount, the Sponsor undertakes to pay the Fundació INSTITUT D'INVESTIGACIÓ BIOMÈDICA DE GIRONA, the sum of (amount) euro per evaluable patient, equal to 20% of the budgeted direct costs per patient.

These sums will be paid quarterly following signature of this contract, according to clinical visits made and monitored until issue of the invoice (see Schedule I for a breakdown of cost per visit per patient) and against invoices presented by the Institut d'Investigació Biomèdica de Girona (IDIBGI) with CIF/VAT number: ESG17432592, the entity which handles the financial management of the Clinical Trial. Nonetheless, final payment should be done previous to the Trial close-out visit.

All payments will be made to the banking entity:
	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


(In the event that a CRO is in charge of payments)

In any case, the Sponsor will be ultimately responsible for the obligations of payment arising from this contract, IDIBGI being able to approach the Sponsor directly should the CRO fail in any of the payments arising from this contract. 
The corresponding invoices will be issued and sent to the following address:
	FISCAL DATA OF THE ENTITY

	Fiscal Name:
	 

	Number fiscal:
	 

	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:
	 


9th. The Sponsor/CRO and the Principal Investigator set on record that, in relation with this Clinical Trial taking place in the Trial Site, they have not established and will not establish agreements outside and parallel to this contract in which the Trial Site and the Foundation are not contractual parties, and dealing with the subject of it (carrying out the Clinical Trial in the Trial Site), which may result in additional financial compensations or some other type of consideration, or additional obligations or obligations distinct from those envisaged in this document. Excluded from this agreement are (i) expenses for meetings for the organisation of the Clinical Trial, in the event that it is multicentre, (ii) the facilities that the Sponsor may arrange in the future for the dissemination of the results obtained in the Clinical Trial in meetings and scientific publications (presentations or other publications).
10th. In accordance with Article 3 of the R.D. 1090/2015, the Parties undertake to treat  personal data of the participants in the Clinical Trial in accordance with the national and European regulations in force in the matter and, specifically, in accordance with Constitutional Law 3/2018 of 5 December 2018, on the protection of personal data and the guarantee of digital rights, and Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of individuals with regard to the processing of personal data and on the free movement of such data (hereinafter "Regulation (EU) 2016/679"). 

Likewise, the Parties undertake and assume responsibility to ensure compliance with said regulations and their duty of confidentiality to their workers and those third parties that subcontract and participate in any way in the processing of information of the subjects participating in the Clinical Trial. 

The Trial Site is responsible for processing the personal data of the subjects taking part in the Clinical Trial, in accordance with the provisions of the regulations in force applicable to this matter. The Trial Site expressly authorizes the Principal Investigator of the Clinical Trial to have access to the clinical history of the subjects included in the said Clinical Trial for its development.

Data related to the Clinical Trial that are communicated to the Sponsor will be previously pseudonymized in such a way that the information obtained cannot be linked in any way to an identified or identifiable person on the part of the Sponsor. The Sponsor or its representatives must at all times comply with current regulations on the protection of personal data. 

The Sponsor is responsible for the pseudonymized Clinical Trial data, and therefore, undertakes not to carry out any action or omission for the purpose of re-identifying Clinical Trial patients.

The monitors and/or auditors appointed by the Sponsor may access the information and clinical documentation on the subjects included in the Clinical Trial that are at the Trial Site, in order to verify the accuracy and reliability of the data provided by the Principal Investigator, but may not collect under any circumstances and in any form of documentary or other support, personal identification data of the subjects of the Clinical Trial. 

No personal data of the subjects of the Clinical Trial will be transferred, except in the case of inspections by the competent health authorities, or when so required by current legislation. 

In the event that one of the Responsible detects a security incident relating to the data from the Clinical Trial for which he/she is Responsible, the Responsible shall inform to the other Responsible as soon as possible, attempting to ensure that such communication takes place within 24 hours from the knowledge of such incident.

For the purposes of the provisions of current legislation on the matter, the Parties state that the personal data contained in this Contract, in its Annexes or in the previous preparatory documents thereof, will be of exclusive use for the purposes of the reciprocal relations between the Parties, will not be assigned and will be kept for at least the time established by law. The Parties undertake to transfer this information to the holders of the data provided.

The Parties may exercise their rights of access, rectification, deletion, opposition, limitation of the processing and/or portability of the data by writing to the following addresses: 

· Sponsor: XXXXX
· Trial Site: mailto:lopd@iconcologia.net
The Parties may communicate with the Data Protection Officer (DPO) of the other Party regarding the processing of their personal data. The Parties may exercise their rights by writing to the following addresses: 

· Sponsor: XXXXXXXXXX
· Trial Site: mailto:lopd@iconcologia.net
11st. The results of the Study, as well as all the works and reports prepared and all the industrial property rights arising from the Clinical trial, are the exclusive property of the Sponsor. 

12nd. The Sponsor will be obliged to publish the results obtained at the end of the Study, whether they are negative or positive, preferably in scientific journals and before they are disclosed to the general public. 
Publication of the results in scientific reviews or books by the Principal Investigator of the Trial Site has to take place by common accord between the parties; the Sponsor must be given a copy of the manuscript or original in order to be aware of and verify the content as appropriate. The Sponsor, within a maximum of 30 days, must communicate to the Principal Investigator whether or not it is in agreement with the content. This period having passed without the Sponsor having responded, it will be considered that it is in agreement and the Principal Investigator can proceed to publication.

The Sponsor has to request the relevant express authorisations from the Trial Site and the Principal Investigator to be able to use their names in scientific publications or in any other diffusion media with commercial purposes or for dissemination. 
13rd. The Study being carried out in the Trial Site can be cancelled at the instance of one of the parties or by mutual accord in the following circumstances: 
· When the Study is interrupted by any of the causes listed in article 27 of Royal Decree 1090/2015, of 4 December, which regulates clinical trials with medicinal products, the Ethics Committees for Investigation with medicinal products and the Spanish Clinical Studies Registry.

· The impossibility of including a minimum of subjects to allow a final evaluation of the Study within a reasonable time, in accordance with the characteristics of the Study.

· If from an intermediate analysis of the data or other information available, it can be inferred that it is not safe or that it is not justified to continue administering the medicinal product under investigation to the subjects of the Study.

· For non-compliance with the obligations accepted in this contract by any of the contracting parties. 
· By mutual accord between the parties, stated in writing. 
· By the wish of one of the parties, stated in writing with notice of at least one month. 
In the event of suspension of the Study, the Sponsor/CRO shall pay the Trial Site the sum corresponding to the work done, in accordance with the financial memorandum attached as Schedule I to this contract. 
On suspension or termination of the Trial the Principal Investigator and/or the Trial Site will return to the Sponsor the material supplied and all the medication not used which is in their possession, the Sponsor defraying the costs of removal from the Trial Site.

The end of the Study involves the necessary discussion and coordination among the contracting parties to guarantee the safety of the subject, evaluate the continuity of treatment and comply with current legal regulations in the material. 
Notwithstanding the foregoing, in the event of premature termination of the study, the sponsor will guarantee the supply of the trial medication and the control arm to those patients who are on treatment and have clinical benefit, until progression or toxicity.

14th. In case of Notifications to be done, the following people and emails are designated:

· 
By IDIBGI, dealing with administrative tasks: Mrs. Ekram el Fachtali Rifi, aacc@idibgi.org 
· 
By the Trial Site, dealing with scientific tasks: Dr. Begoña Martín, bmartin@iconcologia.net 
· 
By the Sponsor, the designated person to contact is: xxxxxxxx
15th. In the event that there is any conflict between this Contract and the Study protocol, it will be resolved as follows: (i) the protocol will prevail in everything directly related with scientific and medical aspects and the conduct of the Study by the Principal Investigator; (ii) while on the contrary, the Contract will prevail in all other questions, especially those of a financial nature. 
16th. Any alteration of what is provided in this Contract must be made in writing and signed by the parties as an addendum to it. 
17th. Anticorruption policy requires that all employees of the Sponsor and of any third party acting for it, or in its name, shall have no interest or commitment which comes into conflict with or prevents them from developing their obligations under this Contract in an ethical and proper manner, and that all the activities are carried out respecting and complying strictly with those ethical standards and with the legislation applicable. The Sponsor considers honourable and transparent behaviour essential and applies a policy of zero tolerance of any corrupt practices. 
Employees of the Sponsor and any third party acting in its name or for its account shall not make contacts or authorise, for any reason, either directly or indirectly, payments of any kind to any of the actors taking part in the Trial with the aim of obtaining an improper advantage or any undue influence on the taking of any decision. Included in the definition of “payments” are payments or promises of payment, in kind and/or in cash, and any other offers of goods or services.

IDIBGI, as financial manager of this Contract, will formally record all the financial transactions arising from this Contract and will make available to the Sponsor or any third party acting in its name or for its account, when requested in writing, the relevant documentation to allow verification of compliance with the commitments set out in this document. 
18th. To resolve any disagreement that may arise in the application or interpretation of the terms of this contract, the parties submit themselves, with an express waiver of the forum that could correspond to them, to the jurisdiction of the courts and tribunals of the registered office of the Trial Site.

IN WITNESS WHEREOF the parties hereto sign this document in four copies and for one sole purpose. 
For the Sponsor/CRO for and on behalf of 


For the Trial Site

the Sponsor

xxxxxxxx. (name)





Dr. Candela Calle Rodríguez
xxxxxxxx. (post)





General Director ICO


This contract is also signed, in evidence of acceptance and agreement with the obligations accepted, as Principal Investigator of the Study in the Trial Site, by: 

Dr. XXXXXXX 

XXXXXXX Service, I.C.O Girona 
IDIBGI sign this contract also, in compliance with the obligations taken on as a management company of the Study in the Center.

Dra. Margarita Nadal Sánchez
Director IDIBGI

Schedule I. Financial memorandum of the contract between (Sponsor's name)/CRO FOR AND ON BEHALF OF the Sponsor entity (XXXXXX), and the I.C.O., for the conduct of the Clinical Trial with con medicinal products (title of Study - Sponsor code - EudraCT code).
«INVESTIGATOR» XXXXXXX
«LAB OR SPONSOR» XXXXXXX
«PATIENTS FORECAST» Patients  XXXX
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