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[image: image1.jpg]ADDENDUM I TO THE AGREEMENT EXECUTED BY ……………………………….., THE PREVIOUS PRINCIPAL INVESTIGATOR, DR. ………………………………………….  AND THE FUNDACIÓN 
PARA LA INVESTIGACIÓN BIOMÉDICA DEL HOSPITAL UNIVERSITARIO RAMÓN Y CAJAL, FOR THE CONDUCTION OF THE CLINICAL TRIAL: 
In Madrid, on ___________  ___________  ___________.

BY AND BETWEEN

On one party, Mr./Ms. _________________________________________ (name of SPONSOR’s legal representative), with Nat’l ID No. ____________, acting on behalf and in representation of _____________________________________________ (full name of the SPONSORING entity -pharmaceutical company, scientific association, legal person) (hereinafter, SPONSOR), with registered office (SPONSOR full address) at _______________________________________________, ____________ (city and postal code) and TID No. ___________ authorized for this purpose by virtue of the power of attorney issued in __________________________, dated ___________, in the presence of notary Mr./Ms. _________________________________________
 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 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 on another party, Mr./Ms. _________________________________________ (name of OUTGOING PRINCIPAL INVESTIGATOR), with Nat’l ID No. ___________, acting on his/her own behalf, whose address, for notification purposes, is the ____________________ Department of the HOSPITAL.
And on another party, Mr./Ms. _________________________________________ (name of INCOMING PRINCIPAL INVESTIGATOR), with Nat’l ID No. ___________, acting on his/her own behalf, whose address, for notification purposes, is the ____________________ Department of the HOSPITAL. 
All Parties (hereinafter, the Parties) mutually acknowledge that they have the required capacity to be bound by the present Addendum to the Agreement

RECITALS
I
Whereas on ………………, 20.., the SPONSOR, FOUNDATION, and Dr. Mr.……………………………. (hereinafter, OUTGOING PRINCIPAL INVESTIGATOR) entered into an Agreement (hereinafter, Agreement) for the conduction of the Clinical Trial identified at the beginning of the present Addendum (hereinafter, the TRIAL) 
II
Whereas the Sponsor submitted the Amendment dated………………………………….. to the Research with Medications Ethics Committee (CEIm) of the _______________, motivated by the resignation of the OUTGOING PRINCIPAL INVESTIGATOR of his/her role of principal investigator and replacement by Dr. ……………………………… (hereinafter, INCOMING PRINCIPAL INVESTIGATOR).

III
Whereas that Amendment was approved by the CEIm of _______________ on …………………………………
IV
Whereas the INCOMING PRINCIPAL INVESTIGATOR, of the ……………………………… Department of the HOSPITAL has the necessary scientific training and experience in health care to assume responsibility for conducting the TRIAL.

Consistent with the above, the Parties hereby formalize their intention to introduce an Addendum to the Agreement governing the TRIAL under the following:

TERMS
FIRST.- Modification of the person acting as PRINCIPAL INVESTIGATOR
Whereas the OUTGOING PRINCIPAL INVESTIGATOR was party to the Agreement as PRINCIPAL INVESTIGATOR of the TRIAL, and in this role has exercised the privileges or obligations derived from this condition up until this date.

Whereas having resigned the position of PRINCIPAL INVESTIGATOR the OUTGOING PRINCIPAL INVESTIGATOR, the INCOMING PRINCIPAL INVESTIGATOR is bound by the legal and contractual obligations of the first, assuming all the rights, obligations and responsibilities to be met until the end of the Agreement.
Whereas said subrogation under no circumstances entails any increase in the financial commitment to the PRINCIPAL INVESTIGATOR or his/her research team that the SPONSOR agreed to in the Agreement.

SECOND.- One non-refundable payment of 300.00€ will be made, independently from the TRIAL budget, on the signing of this Addendum in concept of administrative and management costs for the Addendum due to a change in PRINCIPAL INVESTIGATOR. The invoice will be done on the signing of the Addendum
THIRD.- Preceding commitments of the Agreement
Everything not modified by this Addendum shall continue to apply and, therefore, all the provisions of the Agreement to which this Addendum is attached remain in force, forming an integral part of the Agreement for all purposes.

And in proof of agreement with the complete content of this document, made of up three pages, the participating Parties sign the present Addendum, in four counterparts, on the date indicated in the heading. 

For the SPONSOR     
For the HOSPITAL                          For the FOUNDATION

Signed                                   Carlos Mingo Rodríguez 

Laura Barreales Tolosa
The INCOMING   





The OUTGOING

PRINCIPAL INVESTIGATOR



PRINCIPAL INVESTIGATOR















































Signed  






Signed  
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