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Study Code 		 


ADDENDUM number XXX TO THE CLINICAL TRIAL/STUDY AGREEMENT: “” (hereinafter, the TRIAL/STUDY)
EUDRACT Code: (If applicable)	 Study Code: Foundation Code: 

In Majadahonda,  XX  XXX  2021 
BY AND BETWEEN

The party of the first part, Mr/Mrs/Ms. ________________________________________ (name of the SPONSOR’S/CRO legal representative), with National Identity Document nº ______________ acting in the name and in representation of _____________________________________________ (the PROMOTING entity’s full address - pharmaceutical laboratory, scientific society, legal entity), (hereinafter, the “SPONSOR”), with headquarters in _______ (the SPONSOR’S/CRO full address) in ___________ (town/city and post code) with Tax ID nº ______________ and duly authorized to that effect, in accordance with the powers of attorney issued in __________________________, dated _______________, before the notary .Mr/Mrs/Ms. 

This does not exempt the sponsor from the responsibility incumbent upon it according to Royal Decree 1090/2015, of 4 December, which regulates Clinical Trials with medicinal products, the Ethics Committees and the Spanish Register of Clinical Studies, hereinafter RD 1090/2015. (if there is a CRO).

As party of the second part, Mr Fernando Neira Álvarez Urban, acting for and on behalf of the FUNDACIÓN PARA LA INVESTIGACIÓN BIOMÉDICA DEL HOSPITAL UNIVERSITARIO PUERTA DE HIERRO MAJADAHONDA, (hereinafter the FOUNDATION) with registered office located in Majadahonda - Madrid (28222), Joaquín Rodrigo, 2, Laboratory Building, Floor 0, in accordance with the powers of attorney issued in Madrid before the notary of the Illustrious College of Madrid, Dª Carmen Boulet Alonso, with number two thousand five hundred and ninety dated December 10, 2021.

On the other part, Mr Julio García Pondal, with Tax ID No. 50805352P acting in the name and on behalf of the SERVICIO MADRILEÑO DE SALUD  (hereinafter, SERMAS), in accordance with the provisions of article 23.2 a) of Decree 24/3008, of April 3, 2008 of the Governing Council, which establishes the legal and operational regime of the Madrid Health Service, and in accordance with Resolution 342/2021, of September 13, 2008, of the Vice-Ministry of Health Care and Public Health and General Directorate of the Madrid Health Service, delegating the exercise of certain competences in matters of contracting and economic-budgetary management, in his capacity as Managing Director of the HOSPITAL UNIVERSITARIO PUERTA DE HIERRO MAJADAHONDA, with registered address at C/Manuel de Falla 1, 28222 Majadahonda, Madrid, Spain (hereinafter, HOSPITAL).

And as party of the second part, Dr. (the PRINCIPAL INVESTIGATOR’S name), acting in their own name and in their own right (hereinafter, the “PRINCIPAL INVESTIGATOR”), with address for the purpose of notifications in the Service XXX of the HOSPITAL situated in calle Joaquín Rodrigo nº 2, 28222 Majadahonda (Madrid), with Company Registration Number (C.I.F.) Q-2877005-E.


All the parties herein acknowledge full capacity and competence to execute the following agreement:

CONSIDERING

THAT, on date Xth, 20XX was signed the agreement corresponding to the clinical trial/study titled“XXX.”, protocol code: between the Hospital, Foundation, and the Principal Investigator.

WHICH, subsequently, it has been made an amendment to the study on the XX of XX of XX

THAT, on XX 20XX (motive of the addendum) XXX. This addendum will become effective on the date of signature of the addendum, although it will apply to the trial as of XX, XX, 2025, the date of approval of the substantial modification by the EMA through CTIS.

THAT the modification has been made in compliance with the formalities established in the reference contract.

The parties are recognized with sufficient legal capacity for this act, and under it,

	
AGREE TO

FIRST:	

XXX from the initial agreement shall be XXX.

SECOND:

750 euros (IVA not included) shall be paid at the moment that this Contract is signed (administrative and management concept), as a one-time, non-refundable payment. 

All payments shall be made upon presentation of an invoice, to which VAT shall be applied in accordance with the regulations applicable on the date of issue of the invoice.

Invoices shall be issued in the name of:

VAT number:

And sent to the following address for their payment:

Attn. 
E-mail: 

Invoices shall be sent for their management to the following address: XX
All payment shall be made to the FOUNDATION by bank transfer, with the costs to be borne by the payer:

Fundación para la Investigación Biomédica del Hospital Universitario Puerta de Hierro Majadahonda
Bank: CAIXABANK
Account number: 2100 4065 18 2200092256
IBAN: ES81 2100 4065 1822 0009 2256
SWIFT: CAIXESBBXXX

Invoicing requests from the SPONSOR to the Foundation shall be sent to the following e-mail address: facturas.eecc@idiphim.org.

All terms and conditions of the Contract and Addendum 1 (if applicable) that are not expressly modified by this Addendum 2 shall remain in full force and effect.


IN WITNESS WHEREOF, the parties hereto execute this Addendum through their duly authorised officers on the dates set forth below.


	By SPONSOR/CRO

	By the SERMAS (HOSPITAL)

	




	

	Name: Mr. XXX
Title: 
	Name. Mr. Julio García Pondal. 
Title: Chairperson

	
	

	By FOUNDATIÓN
	By PRINCIPAL INVESTIGATOR

	




	

	Name: Mr. Fernando Neira Álvarez
Title: Power of Attorney FIBHUPH
	Name: DrXXX
Title: Principal Investigator
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