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Project Code                                                                                                       


CONTRACT FOR THE CONDUCT OF THE RESEARCH PROJECT: “”
Research Project Code         , code in the Foundation

In Majadahonda, at _________ of _________ of _______.

GATHERED

[Option 1 Sponsor signature] Of a party, D. acting on behalf and representation of   (hereinafter SPONSOR), whose registered office is at   street, being empowered for this act by virtue of power of attorney deed No. , duly registered in the Commercial Registry of , granted before the Notary of the Illustrious College of D. dated .

[Option 2 signs CRO on behalf of the Sponsor]From one party, D. (name of the CRO’s legal representative), with as legal representative of      (CRO) and headquartered at       of      (population and postal code) , (hereinafter CRO), acting on behalf of the SPONSOR         (full name, address and CIF of the SPONSOR entity – pharmaceutical laboratory, scientific company, legal entity-), (hereinafter, the SPONSOR), authorized for this purpose, under the powers issued in     _, dated     , to the notary D.

On the other hand, Mr. Fernando Neira Álvarez, acting on behalf of and representing the FUNDACIÓN PARA LA	BIOMEDICAL RESEARCH OF THE UNIVERSITY HOSPITAL PUERTA DE HIERRO MAJADAHONDA (hereinafter referred to as FUNDACIÓN), with registered office at C/ Joaquín Rodrigo 2, Edificio laboratorios, Planta 0, 28222 de Majadahonda, in accordance with the powers issued in Madrid before the notary of the Illustrious College of Madrid, Ms Carmen Boulet Alonso, with number two thousand five hundred and ninety of ten December 2021.

On the other hand, Mr. Julio García Pondal, acting on behalf and representation of the MADRID HEALTH SERVICE (hereinafter, SERMAS), acting in accordance with the provisions of Article 23.2.a) of Decree 24/2008, of 3 April, of the Governing Council, which establishes the legal and operational regime of the Madrid Health Service, and in accordance with Resolution 342/2021, of 13 September, of the Vice-Ministry of Health and Public Health and General Directorate of the Madrid Health Service, by which the exercise of certain powers in matters of contracting and economic-budgetary management is delegated, to as Managing Director of the PUERTA DE HIERRO MAJADAHONDA UNIVERSITY HOSPITAL, with registered office at C/ Manuel de Falla 1, 28222 de Majadahonda, Madrid, Spain (hereinafter, HOSPITAL).

And, on the other hand, Dr. ____, acting in its own name and right (hereinafter, PRINCIPAL INVESTIGATOR), domiciled, for the purposes of notifications, at the ___ Service of the HOSPITAL located at Joaquín Rodrigo No. 2, 28222 Majadahonda (Madrid), and with Tax ID No. Q-2877005-E.

The Parties recognizing the mutual capacity necessary to be bound by this Contract (hereinafter, the Parties)

MANIFEST

1. That the HOSPITAL is a public health center that has as one of its main objectives research in the field of Health Sciences. 
2. That, in accordance with the provisions of the current Agreement signed on April 19, 2020 between SERMAS and the FOUNDATION, the Foundation is responsible, among other functions, for the management of the research projects that are carried out in the HOSPITAL. Likewise, the agreement signed between the HOSPITAL and the FOUNDATION dated April 19, 2020 ratifies that clinical trials, studies and research projects that are carried out in the HOSPITAL facilities must be contracted and executed by the FOUNDATION.
3. That the SPONSOR declares that it is especially interested in contracting with FIBHUPH the conduct of the research project entitled ########”, under the direction of the Principal Investigator Dr. ###### of the HOSPITAL.

4. That the parties know and accept that the research project can only begin when the favorable report of the corresponding Ethics Committee has been obtained (Annex II).


5. The SPONSOR acknowledges that no agreements have been established or shall be established outside this contract with the Investigator and his/her collaborators, from which additional economic remuneration or consideration in kind are derived. Excluded from this clause are meeting expenses for the organization of the research project (only for multicenter studies) as well as those facilities that the Sponsor may have in the future for the disclosure of the results obtained in meetings and scientific publications.


AGREE


ONE.- The SPONSOR, THE FOUNDATION, and the Principal Investigator of the research project undertake to carry out this project in accordance with the Declaration of Helsinki, in its latest version; with the Oviedo Convention on Human Rights and Biomedicine and with the Spanish legislation in force; Law 14/2007, of 3 July, on Biomedical Research; Royal Decree 1716/2011, of 18 November, which establishes the basic requirements for the authorization and functioning of biobanks for the purposes of biomedical research and the treatment of biological samples of human origin, and regulates the operation and organization of the National Registry of Biobanks for biomedical research; the Law 41/2002, of 12 November, basic regulation of patient autonomy, Circular 15/2002 of the Spanish Medicines Agency and the regulations of the Autonomous Community of Madrid. Likewise, the research project will be carried out in accordance with the Standards of Good Clinical Practice, Organic Law 3/2018, of 5 December, on the Protection of Personal Data and the guarantee of digital rights, ethical standards and national and international anti-corruption legislation (OECD Convention adopted on November 21, 1997, also included in the Corrupt Practices Abroad Act (FCPA)).
TWO.- The Research Project will be conducted, under the supervision of the Principal Investigator, in accordance with their usual practice, and according to the approved protocol description that is duly signed by the Sponsor and the Principal Investigator. In addition, the Principal Investigator and his/her collaborators will keep the Clinical Research Ethics Committee informed of the development of the research project. 
This is a Research Project that will include in the HOSPITAL an approximate number of xxx patients, with a duration of xx months, and which is planned as end date xx of xxxx 20xx.

Patients who enroll in the research project will receive sufficient information beforehand about the characteristics of the research project, its purpose and the use to be made of the results collected in it. Prior to the inclusion of any patient in the research project, the Principal Investigator will not obtain express and signed authorization of their informed consent under the legally established terms.

THREE.- The sponsor is responsible for the processing of the relevant authorizations to carry out the research project. The sponsor will provide the researchers with the research project documentation, data collection forms and the data sheet. 

The Principal Investigator undertakes to return to the Sponsor all duly completed case reports relating to the conduct of the research project.

The Sponsor appoints Monitor of the research project, D xxxxxx, with DNI xxxx, who will be responsible for direct monitoring of the conduct of the research project.

If for any reason such person changes, a communication to this effect between the parties will be sufficient, which will be understood as an amendment to this contract, the formalization of a clause or document additional to this contract being not necessary.

In addition, the HOSPITAL, through the Department of Clinical Trials of the FOUNDATION and its Internal Monitors, will directly follow the development of the Research Project at the Center.

The Principal Investigator, will direct the practical conduct of the research project by the research team according to their usual clinical practice, agreeing to communicate the results of the research project promptly in the specific formats contained in the research project. Annex II is attached, detailing the list of members of the research team at the time of signing the agreement

The Sponsor shall not be liable for any aspect of hiring the personnel of the Research Center involved; neither such personnel nor any other component thereof shall act at any time, nor shall they be deemed to have acted as employees of the Sponsor.

FOURTH.- The sponsor will provide the specific information that allows the latter to carry out the research project. The Principal Investigator shall keep strictly confidential all information received from the Sponsor concerning the research project and derived from the results of its conduct, information that cannot be disclosed without the Sponsor’s express consent. The Site and the Investigator shall restrict access to the information relating to the research project and shall ensure that any collaborator or advisor to whom it is disclosed maintains it in accordance with the conditions of confidentiality established in this contract.

The sponsor shall be obliged to inform The Foundation of the date of inclusion of the first patient and the date of completion of the research project, as well as to prepare and facilitate an annual follow-up of the same.

The information and results of the research project that is the subject of this contract will be the property of the sponsor, and may not be exploited by the Foundation or the research team. Except for their brief reference in the memory of the former or in the curriculum vitae of the members of the latter.

The sponsor agrees to publish the results of the research project directly or to allow their publication by the principal investigator once it is finished, an aspect that must be known by the patients before being included in the research project. The potential publication of the research project must be made effective in scientific journals with the indication of the Ethics Committee that evaluated the research project and the origin of the funds that made it possible.

FIFTH.- The Foundation and the Principal Investigator agree to inform the Sponsor promptly of any ongoing or potential claim linked to the research project.

SIXTH.- The costs associated with the development of the research project and which will be satisfied by the sponsor of the research project to The Foundation, are estimated at xxx,xx € per patient included in the research project, xxxxx,xx €, for a total of xx patients studied, modified proportionally to the actual number of patients who complete the research project, distributed per patient in the following concepts:

	I
	Remuneration of the activity of the research team and study support staff; as well as expenses and investments of The Foundation to be executed at the proposal of the research team. (75%)
	xxxxx,xx €

	II
	Indirect costs. (25%)
	xxxxx,xx €

	III
	Total
	XXXXXXXXXX €



In addition, €1500 will be invoiced non-refundable at the time of signing this contract for administrative and management expenses, independent of the budget of the Study and in favor of the Foundation.

This amount will be increased by the corresponding VAT to be paid by the Sponsor upon presentation of invoices.

Invoices will be issued to: 


And they will be sent to the following address: 


The sponsor shall make payment on a regular basis ................, counting from the start of the study; including in each partial settlement the amounts corresponding to the work carried out up to that point.

Payments will be made by bank transfer to the FOUNDATION:

Hospital Foundation for Biomedical Research
Puerta de Hierro Majadahonda University
Banking Entity: CAIXABANK
Account No.: 2100 4065 18 2200092256
IBAN: ES81 2100 4065 1822 0009 2256
SWIFT: CAIXESBBXXX

The Sponsor's billing requests to the Foundation will be sent to the email address: facturas.eecc@idiphim.org 


The Principal Investigator is responsible for selecting the members of the research team and the study support staff; equipment and personnel that will act independently and without any work relationship with the Foundation, except in cases where any of the members of said team are staff of the Foundation's own workforce. Such team may be composed of both natural persons and commercial or other entities that have appropriate material and human resources for the execution of the work.


SEVENTH.- The FOUNDATION and the Principal Investigator shall permit the health authorities and any external advisor or auditor designated by the sponsor to inspect their records of the research project, as well as data from associated sources when requested. The Foundation and the Principal Investigator shall collaborate fully in such access and audit.

EIGHTH.- This contract shall enter into force at the time of signature and shall be in force for the duration of the research project that is the subject matter of this contract.

However, it is agreed that the conduct of a research project will be suspended by justified request of The Foundation, the Sponsor or by decision of the Spanish Medicines Agency, in the cases provided for in Royal Legislative Decree 1/2015, of 24 July, approving the consolidated text of the Law on Guarantees and Rational Use of Medicines and Medical Devices, with the SPONSOR paying the FOUNDATION the amount corresponding to the work performed in the development of the study.

NINTH.- To resolve any type of dispute that may arise in the application or interpretation of the provisions of this contract, both parties submit, expressly waiving the jurisdiction that may correspond to them, to the jurisdiction of the Courts and Tribunals of Madrid Community.

If a copy of this Agreement is available in another language or language, the Spanish version shall prevail.
In evidence of conformity, the parties sign this contract, in quadruplicate and for one purpose only.

By the SPONSOR, 	

D./Ms.
_____________________________________________________________________

For the FOUNDATION 					By SERMAS (HOSPITAL)

Fernando Neira Álvarez			        	Ms Julio García Pondal _______________________________________________________________________

THE PRINCIPAL INVESTIGATOR,

Dr.
_____________________________________________________________________
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	I
	Remuneration of the activity of the research team and study support staff; as well as expenses and investments of the Foundation to be executed at the proposal of the research team. (75% Total III)
	€xxx.xx

	II
	Indirect Costs (25% Total III)
	xxxxx,xx €

	III
	Total
	XXXXXXXXXX €



	

Detail price/visit/patient; otherwise, it will be billed per patient included regardless of the number of visits performed.



ANNEX II
List of members of the research team

Principal Investigator: 

D. ___ 
DNI nº ___ 
Service of  ___ 

Collaborators: 

D. ___ 
DNI nº ___ 
Service of ___ 

D. ___ 
DNI nº ___ 
Service of ___

ANNEX III

EC APPROVAL
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