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Protocol code: _________ EUDRA CT code: __________ Foundation code Number: _____)
En Madrid, a    de                 de 201
REUNIDOS
(fill in with your own data)
Of the one part, Mr/Ms.…………………..…………holder of Tax ID/ID No. ……………………….acting in the name and on behalf of ……………………………………….., (hereinafter, the SPONSOR), with registered office at ……………………………………….., and holder of CIF/VAT NUMBER/ID No. .................... being empowered for this act by deed of power of attorney No ………………., duly registered at the ………………. Companies Registry, executed before the Notary of the ……………………… Notarial Association, Mr/Ms. ................................... dated …………..

Of the one part, Mr/Ms. …………………………………. (name of the CRO's legal representative), holder of Tax ID/ID No. ……………………….as legal representative of …………………..……………… (CRO name), with registered office at ………………………….….……(CRO’s full address) and holder of CIF/VAT NUMBER/ID ………………..,(hereinafter, the CRO) acting in the name and on behalf of the SPONSOR (Full name, address and Tax ID Code of the SPONSOR - pharmaceutical laboratory, scientific company, or legal person), (hereinafter, the SPONSOR) authorised for this purpose under powers of attorney issued in ……………….. on ……………..(date), before the Notary, Mr/Ms…………………….. 

There is no exemption from the SPONSOR’s liability under Royal Decree 1090/2015, of 4 December, regulating clinical CLINICAL TRIAL with medications, Research with medications’ Ethics Committees and the Spanish Clinical CLINICAL TRIAL Registry (hereinafter, RD 1090/2015, of 4 December).

Of the other party, Mr. Carlos Mingo Rodríguez, holder of Tax ID No.: 08.958.210-D, Managing Director of the RAMON Y CAJAL UNIVERSITY HOSPITAL (hereinafter, HOSPITAL), with registered address at Carretera de Colmenar Viejo, Km. 9,100 in Madrid (28034) and with C.I. F. No. Q-2877004-H, acting by virtue of the powers delegated by Resolution of September 20, 2023 of the General Directorate of Human Resources and Labor Relations of the Department of Health of the Community of Madrid.
Of the other party, Mrs. Laura Barreales Tolosa, holder of Tax ID No. 44.908.140-L, acting in the name and on behalf of the RAMÓN Y CAJAL UNIVERSITY HOSPITAL FOUNDATION FOR BIOMEDICAL RESEARCH, (hereinafter, FOUNDATION), with registered office at Carretera de Colmenar Viejo, Km. 9,100 (28034 Madrid and holder of VAT NUMBER G83726984, under the powers of attorney issued in Madrid, on December 4th, 2023, in the presence of the notary public, Mr. Pedro-José Bartolomé Fuentes, under his record number 2.408.

And of the other part, Mr/Ms ………………………, holder of Tax ID No. ………………..acting in their own name and on their own behalf (hereinafter, the LEAD INVESTIGATOR), with address for the purposes of notifications at the ……………………. SERVICE in the HOSPITAL located at Carretera de Colmenar Viejo, Km. 9,100 de Madrid (28034)

The PARTIES mutually acknowledge that they have the necessary capacity to be bound by this Contract (hereinafter, the PARTIES)

THEY STATE
I
That on date ________________ a contract was signed (hereinafter, Contract) between

the SPONSOR, HOSPITAL, FOUNDATION and Dr. _______________ as LEAD

INVESTIGATOR for the performance of the Clinical Trial identified at the beginning of this

Amendment 1 (hereinafter, the TRIAL).
II
(Include as many exponents as you think necessary. The reasons for the Addendum)
Based on the above statements, the PARTIES
AGREE
FIRST.- To amend and replace the Financial Schedule (Appendix I) attached to the Contract with

the Financial Schedule (Appendix I) attached to this Amendment 1
SECONTD.-  To amend clause FIVE – FINANCIAL ASPECTS of the Contract in point 5.1. in the

following terms:

Where it said:

5.1. The cost of this CLINICAL TRIAL has been initially estimated at :

· _________ EUROS (VAT not included) (____ €) as execution costs of the CLINICAL TRIAL. This amount has been determined by applying a cost of __________ EUROS (VAT not included) (________€) per evaluable subject.

· ONE THOUSAND AND SIX HUNDRED EUROS (VAT not included) (1,600 €), fixed amount non-refundable as processing fee and contract management. To be paid upon the presentation of an invoice, when the contract is signed.

· Other additional payments: will be paid upon the presentation of the invoice, after the effective realization of them.


All in accordance with the financial Schedule 1 established to this agreement (Annex I), where full detail of the financial aspects of the CLINICAL TRIAL are given.  This amount does not cover or provide for any obligation or commitment for the HOSPITAL, the FOUNDATION and/or the PRINCIPAL INVESTIGATOR to recommend, endorse, prescribe, purchase, use or agree the use of any of the SPONSOR’s products.

It is replaced by:
5.1 The cost of this CLINICAL TRIAL has been initially estimated at :

· _________ EUROS (VAT not included) (____ €) as execution costs of the CLINICAL TRIAL. This amount has been determined by applying a cost of __________ EUROS (VAT not included) (________€) per evaluable subject.

· TWO THOUSAND AND TWO HUNDRED EUROS (VAT not included) (2.200 €), fixed amount non-refundable as processing fee and contract management. To be paid upon the presentation of an invoice, when the contract is signed.

· Other additional payments: will be paid upon the presentation of the invoice, after the effective realization of them.


All in accordance with the financial Schedule 1 established to this agreement (Annex I), where full detail of the financial aspects of the CLINICAL TRIAL are given.  This amount does not cover or provide for any obligation or commitment for the HOSPITAL, the FOUNDATION and/or the PRINCIPAL INVESTIGATOR to recommend, endorse, prescribe, purchase, use or agree the use of any of the SPONSOR’s products.

THIRD. - For anything not modified by this Amendment 1, all stipulations of the Contract to which

this Amendment 1 is attached shall remain effective and, therefore, applicable; forming an

inseparable part of the Contract to all effects.
In witness whereof, the PARTIES sign this document in 3 and for a single purpose.

On behalf of SPONSOR, 


______________________
On behalf of HOSPITAL,





On Behalf of FOUNDATION
Mr. Carlos Mingo Rodríguez




Mrs. Laura Barreales Tolosa
The Principal Investigator
________________________
Ensayo  Clínico nº: 
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