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CONTRACT between (name of the promoting entity/CRO), the Institut d´Investigació Biomèdica de Girona Dr. Josep Trueta (IDIBGI), the INSTITUT D’ ASSISTÈNCIA SANITÀRIA  and Dr. XXXXXXXXXXXX for the realization of the clinical trial entitled: “… ……………………. ”- (acronym), with code ………………… and Num EudraCT …………………
Girona, (date)
BY AND BETWEEN:

By one Party, Dr. Margarita Nadal Sanchez, in capacity as Director of the Institut d’ Investigació Biomèdica de Girona Dr. Josep Trueta (hereinafter, IDIBGI), and acting on behalf of the aforementioned institution, with Fiscal ID No. ESG17432592 in c/Doctor Castany, s/n - Edifici M2 , Parc Hospitalari Martí i Julià, 17190 – Salt (Girona).  

By another Party, D. Xxxxxxxx Xxxxxxxxxxx Xxxxxxxxxx, with ID xxxxxxxxX, acting on behalf of and representing xxxxxxxxx (hereinafter, SPONSOR), with VAT Xxxxxxxxxx and with registered office at Calle Xxxxxxxxx XXXXXXx xxxxxxxx. 
(IF CRO APPLIES) Likewise, the name of the company/organization/individual Promoter of the clinical trial is the Promoter of the study and has contracted on behalf of the company/organization/individual (hereinafter "CRO") with VAT Xxxxxxxxx, and specifically D Xxxxxxxx Xxxxxxxxxxx Xxxxxxxxxx, with ID xxxxxxxxX, acts on behalf and on behalf of the SPONSOR and carry out certain obligations of the SPONSOR in carrying out the Trial. However, the SPONSOR is not exempt from the responsibility that corresponds to it under current legislation. 

On the other hand, the INSTITUT d 'ASSISTÈNCIA SANITÀRIA de Salt (Girona), (hereinafter referred to as “CENTRO or HOSPITAL”), with address at calle Dr. Castany, s/nº (17190) Salt-Girona, with CIF ESQ6750003C, represented by Dr. Joaquim Casanovas Lax, with DNI 40.285.576-H, as Manager, by virtue of appointment of March 26, 2015 and according to powers conferred on April 24, 2015, granted before the Notary Public of Girona Doña María Elena Sanmamed Prieto, with protocol number 268.
And by another party, Dr. Xxxxxx Xxxxxx Xxxxx, with Nat’l ID No. xxxxxxxxxx, Specialist of the xxxxxxxxxxxxxxxxxx Department, in capacity as Principal Investigator.
The parties are mutually recognized with sufficient power to sign the present Agreement, which will be governed by the following:

CLAUSES:

1. FIRST. PURPOSE OF THE AGREEMENT
 The purpose of this agreement is the performing, by xxxxxxxxxxxxxxxxxx (SPONSOR/CRO) in the INSTITUT d’ ASSISTÈNCIA SANITÀRIA , of the Clinical Research with Health Device that has as its title “xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx” (hereinafter, Clinical Research).
2. SECOND. DURATION
The estimated duration of the research will be approximately xxx months from the date of the Agreement or until all the enrolled subjects finalize their participation in the Study according to that stipulated in the Research Protocol. The duration of the Clinical Research could be shortened if any of the cancellation reasons set out in Clause 10 should occur.
The SPONSOR/CRO must notify IDIBGI of the date of recruitment closure and study closure.
3. THIRD. CRITERIA FOR THE EXECUTION OF THE CLINICAL RESEARCH
The SPONSOR/CRO intends to enroll a minimum of xxx subjects in the Clinical Research in the HOSPITAL.
4. FOURTH. PRINCIPAL INVESTIGATOR AND RESEARCH TEAM
The Clinical Research that is the purpose of this agreement will be executed in this Site by Dr. xxxxxxxxxxxxxxxxxxxxxxx, who will act as its Principal Investigator.
The composition of the Trial team at the time of execution of this Agreement is as follows (each being identified by his o her name and the service to which they belong):

· Xxxxxxx Xxxxxxxx , (ID xxxxxxxxxX), Service xxxxxxxxxxxx.
5. FIFTH. SUPERVISION OF THE RESEARCH 
The Investigator is obliged to notify the SPONSOR/CRO of all the serious adverse events, except those that are designated in the Protocol as not requiring notification.

The HOSPITAL and the IDIBGI are obliged to ensure that the Principal Investigator conducts the aforementioned Clinical Research in accordance with the contents specified in the Protocol, having the mandatory Favorable Opinion of the corresponding Clinical Research Ethics Committee and the approval of Spanish Medicines and Medical Devices Agency (AEMPS). 
The HOSPITAL and the IDIBGI are obliged to ensure that the Investigator complies with the current legislation, abides by the ethical guidelines that regulate Clinical Research with Health Devices, and to collaborate in the conducting of monitoring visits by the Research Monitor, the audits of the auditors appointed by the SPONSOR/CRO, and the inspections by the competent health authorities.
If there is any infringement of the conditions specified in the Protocol, ori f the current legislation or ethical standards are not complied with, the SPONSOR/CRO, at the request of the HOSPITAL or the IDIBGI, will be able to request the early termination and revoking of the Research,  according to the article 27 of the Royal Decree 1090 / 2015, of 4 December which regulates clinical trials with medicines, the research ethics committees with medications and the Spanish registry of clinical trials.
6. SIXTH.  MONITORING THE RESEARCH
The test monitor will be xxxxxxxx (indicate the name of the monitor or the word “an employee”) that belongs to the company ……………… ............., acting on behalf of xxxxxxxxxxxxxx (state if you act on your own behalf, or on behalf of your company).
The Research Monitor will have Access to the medical records and all the clinical documentation of the patients enrolled in the Research. By means of the document attached as Annexed I, the Monitor guarantees that he/she will maintain the confidentiality of the data to which he has access for monitoring purposes, under the terms 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 Monitor will notify the Medical Management of the Hospital and the Technical Office of clinical research and clinical trials of any monitoring visit that is made. Furthermore, he will submit reports to the SPONSOR/CRO on the monitoring visits and all relevant contacts with the Investigator.
The SPONSOR/CRO of the Research will provide the Medical Management of the Hospital and the Technical Office of clinical research and clinical trials with a three-monthly report of the monitoring visits made in the corresponding three months. This report should be submitted with in a maximum period of one month of the carrying out of the last visit counted in this period.
7. SEVENTH. RESEARCH BUDGET AND INVOICING MECHANISMS
· Estimated number of patients:  xx
· Budget per patient:  XX,XX EUROS   
· Total Study Budget:  XX,XX EUROS 
On these amounts those compounds that are applicable will be added. The detail and breakdown of the budget is attached as annex II financial report.

The SPONSOR/CRO is obliged to pay the budgeted amount to the IDIBGI, in the form and under the terms that are established in the Eighth Clause of this Agreement, as well as the fees of the CREC for initial evaluation of the Protocol and the fees for future amendments. 
With the payment of the total amount expressed in this Clause all the financial obligations on the part of the SPONSOR/CRO arising from this Agreement with the IDIBGI will be satisfied, as such that the SPONSOR/CRO will not be obliged to pay any supplementary amount by way of expenses and fees. The SPONSOR/CRO will prorate the payments depending on the activities completed in accordance with the Protocol. 
8. EIGHTH. FORM OF PAYMENT AND INTERVALS
The SPONSOR will pay the amounts owed to IDIBGI, upon presentation by the latter of the corresponding invoice, within a period of 30 days from its issuance and in the following manner :

The following concepts are unique and non-refundable, IDIBGI may issue an invoice once the contract is signed or/and amended:

• An amount of € 300 for administrative costs of processing the file.

• An amount of € 2,000 for start-up and follow-up administrative expenses.

• An amount of € 150 for administrative costs of processing the amendment to the contract when it occurs

Billing mode of the concepts of the economic report of the study:

• 100% in quarterly payments, based on the visits made and monitored in each period in accordance with the report prepared and communicated by the SPONSOR (Data Collection Notebook reviewed and the sources of documentation verified by the Study monitor).
In case of early termination of the patients, the SPONSOR/CRO will pay according to the activities completed according to the Protocol.

The SPONSOR/CRO will make the payments by bank transfer in Euros. The IDIBGI bank details are the following:

	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


Invoices must be issued in the name:
	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:
	 

	
	
	
	


In case of non-compliance with the form and payment terms regulated in this clause by the SPONSOR, an annual default interest of 3.75% of the total amount due as a penalty will automatically accrue, in accordance with the provisions in Law 3/2004, of December 29, which establishes measures to combat late payments in commercial operations. The accrual of said interest will begin on the day following the last day of the quarter to be paid.
9. NINTH. PROVISION OF TRIAL TREATMENT
The provision of the treatments that have been shown to be beneficial for the patients during the study after the end of the trial should be in charge of the SPONSOR/CRO until the positive resolution of price and financing in the Spanish state and the approval of CatSalut.
10. TENTH. EARLY TERMINATION OF THE RESEARCH
The Research may be terminated early either for any of the causes set out in Law 29/2006, 26 July, on Guarantees and Rational Use of Medicines and Medical Devices, or by mutual agreement by the Parties or at the request of one of the Parties if any of the following conditions occur:
a) Impossibility to enroll a minimum of patients that would allow the final evaluation of the Research in a reasonable period.
b) Force majeure causes.
c) In the event that an interim analysis of the data so advises it. 
d) At the request of the SPONSOR/CRO or Principal Investigator for a duly justified reason.
The early termination procedure will be handled by the SPONSOR/CRO, according to the article 27 of the Royal Decree 1090 / 2015, of 4 December which regulates clinical trials with medicines, the research ethics committees with medications and the Spanish registry of clinical trials.

In the event of early termination of the Research, the Principal investigator will bring to a halt the enrollment of patients in the Clinical Research, as well as activities associated with this. The final settlement of the study will be adjusted depending on the real number of patients enrolled and visits and examinations performed. If, as a result of this settlement, there are mounts in favor of the IDIBGI, the SPONSOR/CRO will have to pay these. On the contrary, if the amounts are in favor of the SPONSOR/CRO, the IDIBGI will have to refund them to the SPONSOR/CRO.   
11. ELEVENTH. RECORD RETENTION
From the end of the Clinical Trial, the SPONSOR/CRO
 will be responsible for the archiving and conservation of the documentation for 25 years in order to comply with the archiving obligations.

IDIBGI/Principal investigator/CENTRO does not take over the management. At the time of the actual closing of the trial in the center, the SPONSOR/CRO must notify the IP and IDIBGI to manage the custody and file of the documents.

12. TWELFTH. CLINICAL RESEARCH INSURANCE
The SPONSOR/CRO declares to have taken out a Civil Liability Insurance Policy with the company xxxxxxxxxxxx and with Policy number xxxxxxxxxxxxxx, which covers damages to the amount of xxxxxxxx Euros, that may arise from the Clinical Research that is the purpose of this Agreement in the participating subjects, in accordance with that foreseen in Royal Decree 1090/2015, 4 December, which regulates clinical trials with medicines.
The aforementioned Policy covers the liabilities of the SPONSOR/CRO, the Principal Investigator and his co-investigators, and the Hospital or Site where the Research is conducted, in accordance with that set out of Royal Decree 1090/2015.

A copy of the Insurance Policy taken out by the SPONSOR/CRO of this Clinical Research that complies with that indicated previously is attached as Annexed III. 

13. THIRTEENTH. PUBLICATIONS
The results of the Research, as well as all the works and reports made and all the industrial property rights derived from this Clinical Research, arte the exclusive property of the SPONSOR/CRO, who will thus be able to wholly and freely make use of them.

The SPONSOR/CRO is obliged to reveal, once the Research is finalized, the results obtained, whether negative or positive, in public access media, mentioning the Research Ethics Committee that approved the Study, according to the article 9 of the Royal Decree 1090 / 2015, of 4 December which regulates clinical trials with medicines, the research ethics committees with medications and the Spanish registry of clinical trials.
The publication of the results in scientific journals or books by the Principal Investigator of the HOSPITAL or IDIBGI must be made by mutual agreement between the two parties, providing the SPONSOR/CRO with a copy or original of the manuscript that its contents may be know and to make the appropriate verifications, with acknowledgement of receipt. The SPONSOR/CRO, within a maximum period of 30 days, will communicate to the Principal Investigator whether there is agreement of not with the content. After the aforementioned period of time with no response from the SPONSOR/CRO, it will be considered that it agrees and the Investigator will be able to proceed to its publication.

The Principal Investigator and/or the Sites are obliged not to use or transmit to third parties, or disclose and/or publish the results obtained in this Research without the previous consent in writing from SPONSOR/CRO. In any case, the following conditions must be respected:

a) The results of the present study, in the event that they form part of multicenter Trial, will not be able to be published until the prior publication of the overall results. If this multicenter publication does not occur within eighteen (18) months after the finalizing of the Research, the Site will then be able to publish the results according to the following notification requirements: the Site will provide a copy of the manuscript to the SPONSOR/CRO, who will have thirty (30) days from its receipt to review it. In the event that there are no comments in that period of time, it will be understood as consent. 
b) The SPONSOR/CRO will not mention the names of the Investigators without their approval, except in the case of references to Works already published. 
c) Any publication and/or disclosure in any form of results of medical research carried out with products of the SPONSOR/CRO specifically provided for this Research should be agreed with the SPONSOR/CRO before their publication and/or disclosure. In any case, the legitimate interest of the SPONSOR/CRO will be protected, for example, such as the obtaining of the optimum protection of patents, coordination in the submission of documents to the Health Authorities or other ongoing studies in the same field, protection of confidential data and information, etc. This Section is also understood to apply to information obtained in uncompleted or early terminated research.

d) The SPONSOR/CRO permits the publication of the data obtained in this Research in journals of known scientific prestige and their disclosure in seminars and conferences within the medical professional field, as long as that established in Section a) and c) of this Cause is respected. 
e) The research team will not disclose the results of the research to third parties, except by the procedure set out in this Clause. 
The SPONSOR/CRO will ask for the corresponding express approvals from the IDIBGI, the HOSPITAL and the Principal Investigator to be able to use their names in scientific publications or in any other communication media for commercial or circulation purposes. 
14. FOURTEENTH.  CONFIDENTIALITY
Given the confidential nature of all the documentation as regards the drug owned by the Research SPONSOR/CRO, as well as that which may arise from conducting the Research, the Principal Investigator and the Hospital are obliged to:
1. To receive and keep all information confidential.
2. To use the information received solely for the purposes and aims defined in this Agreement.
3. Only to reveal such information to third parties with the prior consent in writing from the SPONSOR/CRO of the Research, and provided that the third party is involved in the Clinical Research and is obliged, in writing, to respect the secret nature of the information under the terms established in this Agreement.  

4. The present confidentiality agreement includes the Principal Investigator, as well as the people who collaborate with her, or take part, directly or indirectly, in the Clinical Research. 
The aforementioned will not be applicable to any information that:

a) May be, or becomes public domain with no responsibility of the Principal Investigator.
b) May be legitimately received by third parties without the Principal Investigator infringing the present confidentiality agreement.
c) Was known previously by the Principal Investigator at the time it was disclosed.
d) Was mandatory to disclose such information by legal order.
The Principal Investigator must not use the information provided or any part of it for his own benefit or that of third parties, and will not supply any material to third parties that may contain confidential information, except as may be approved in this Agreement.
The handling of personal data of the subjects participating in the Research will be adapted to that 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 and Organic Law 3/2018, of December 5, on Protection of Personal Data and guarantee of digital rights).
The collection and processing of data by the HOSPITAL and the Principal Investigator will be carried out as follows: (a) the collection and processing of Research Data will be carried out in accordance with this Agreement and as indicated in the Protocol, the patient information sheet and informed consent form (ICF) and any written instructions issued by the SPONSOR. Without the approval of the SPONSOR, the HOSPITAL, the Principal Investigator or the CRO cannot modify the ICF. The research data collected by the HOSPITAL in the case report forms (CRF) will be processed by the HOSPITAL only for the fulfillment of this Agreement. However, the HOSPITAL may use the data collected in the course of the TRIAL for the purposes of treating its subjects; (b) the processing of the research data will be carried out by the Principal Investigator and the research team described in the fourth clause of this contract. The HOSPITAL will be responsible for managing access to research data; (c) the HOSPITAL and the Principal Investigator will ensure that the Investigation Team that processes the investigation data has the appropriate skills and training to handle personal data and maintain its confidentiality; (d) Research data must be kept confidential. It will not be disclosed or transferred to third parties without the prior written approval of the SPONSOR. In the event that such disclosure includes personal data, the third party receiving the data must have a valid basis under Applicable Law to receive and process such data. Research data may be disclosed when required by applicable law or when requested by a data protection authority; (e) the HOSPITAL and the Principal Investigator will implement the appropriate administrative, technical and physical security measures to protect personal data using current best practices in the industry, taking into consideration the state of the art of applicable technologies; (f) the HOSPITAL will comply with all instructions related to the coding of research data issued at any time by the SPONSOR in accordance with Applicable Law and best practices; (g) the HOSPITAL will promptly inform the SPONSOR when an interested party exercises their data protection rights and will collaborate with the SPONSOR in the context of said requests; and (h) the HOSPITAL and Principal Investigator will maintain procedures to detect and respond to a personal data breach, as defined in Applicable Law, including breach of security leading to destruction, loss, alteration, unauthorized disclosure. or accidental or illegal access to, personal data transmitted, stored or otherwise processed. The HOSPITAL and the Principal Investigator will notify the SPONSOR of any violation of personal data, related to the processing of research data, without undue delay, but no later than twenty-four (24) hours after the discovery of said violation. The HOSPITAL, Principal Investigator and SPONSOR will reasonably cooperate to remedy a personal data breach and will stay in contact with each other before reporting a personal data breach to the relevant authority
The SPONSOR may transfer personal data to other group affiliates and their respective agents worldwide only if the SPONSOR guarantees and agrees that its respective affiliates and agents will apply adequate privacy safeguards to protect such personal information. Personal data may also be disclosed as required by individual competent authorities or applicable laws, for example to report serious adverse events and comply with drug safety laws and regulations.
The aforementioned confidentiality obligation will bind the Principal Investigator and the Hospital up to a period of ten years from the end of the Trial and, in the event that it is suspended for any of the reasons provided in this contract, since it was suspended.
The HOSPITAL and IDIBGI undertake to ensure that the researcher treats the documentation, information, results and data related to the STUDY in accordance with its confidential and secret nature, ensuring the restricted circulation of this information and being responsible that this obligation is fulfilled by all people who must have access in accordance with what is established in this contract.

15. FITTEENTH. NOTIFICATIONS
The following persons with their e-mails are designated for notification purposes:
For the IDIBGI, for administrative aspects: Mrs. Ekram Fachtali Rifi, aacc@idibgi.org 
For scientific aspects: (Name Investigator), (e-mail  investigator)
For aspects of development of the study: Marta Riera, recercaclinica@idibgi.org 
Fort the SPONSOR/CRO, designates the contact person to: (name), (e-mail)
16. SIXTEENTH. SUBMISSION OF THE AGREEING PARTIES TO THE CURRENT LEGISLATION
The Parties are obliged to comply with the duties and obligations that all the legal regulations impose that may be applicable in the execution of clinical Research, specifically, to Law 29/2006, Medicines Law, to the Royal Decree 1090 / 2015, of 4 December which regulates clinical trials with medicines, the research ethics committees with medications and the Spanish registry of clinical trials and regulations that develop it.

Furthermore, the Parties are obliged to follow the ethical guidelines set out in the Helsinki Declaration and subsequent revisions.
17. SEVENTEENTH. EXPRESS SUBMISSION
To resolve any discrepancy that could arise in the application or interpretation of that established in the present Agreement, the two Parties, with express waiver of any other jurisdiction to which they might have recourse, are subjected to the jurisdiction of the Courts and Tribunals of Girona. 
And as proof of approval of its contents, the Parties sign the present Agreement in quadruplicate, and for only one purpose, at the place and on the date indicated at the beginning.

On behalf of the SPONSOR/CRO



For the IDIBGI 

D. Xxxxx Xxxxxx Xxxxxxx 




Dr. Margarita Nadal Sanchez
xxxxxxxxxx






Director


For the Hospital





APPROVED:

Dr. Joaquim Casanovas Laz  



              Dr.  xxxxxxxxxxxxxxx
Manager





              Investigator 

ANNEXED I: CONFIDENTIALITY STATEMENT

An employee of XXXXXXX with CIF XXXXXXX (indicate the name of the entity and the CIF) to be determined // Mr./a. XXXXXXX with DNI XXXXXXX (indicate the name and surname of the study monitor and the DNI), residing at XXXXX will be responsible for the process and will undertake to take the appropriate measures to keep the confidentiality of the personal data of which they have knowledge as a result of carrying out this test, preventing access to them by unauthorized third parties. , complying at all times with the current regulations of 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.

And, so that its effects are recorded, sign this document. 

Date: XX / XX / XXXX
(Name of signatory)

(Position) 
ANNEXED II: ECONOMIC MEMORY – DETAIL OF VISITS/ PAYMENTS
ANNEXED III: STUDY INSURANCE POLICY
�Fill in if CRO applies, otherwise this part must be eliminated.


�There is the option for the IDIBGI to take charge of the custody and filing of the documents during the years indicated by law, after closing at a cost.





The cost of this management will be invoiced to the PROMOTER. Once the study is closed, IDIBGI will issue an invoice for the custody and documentation of the study during the indicated years.


�Don’t  forget to attach it as Annex III.





Contracto EECC_IAS_Ing_VOctubre2021

Page 13 of 14

