

IMPORTANT:
In case of an economic modification, Annex 1 and Annex 2 must be included, highlighting the changes in a different color to facilitate and expedite the identification of modifications compared to the original contract. 





ADDENDUM X TO THE CLINICAL TRIAL/OBSERVATIONAL STUDY/CLINICAL RESEARCH INVOLVING A MEDICAL DEVICE CONTRACT BETWEEN THE HOSPITAL (SITE), THE FUNDACIÓN PARA LA GESTIÓN DE LA INVESTIGACIÓN BIOMÉDICA DE CÁDIZ [Cadiz Biomedical Research Management Foundation] AND (SPONSOR)

In (Location), on (Date) 

BY AND BETWEEN

Party of the first part, Mr./Ms. XXXXXXXXXXXXXXXXX, with NIF [Número de Identificación Fiscal (Tax Identification Number)] XXXXXXXXX, Managing Director of the Hospital XXXXXXXXXXXXXXXXX (hereinafter, Site), domiciled for the purposes of this contract at XXXXXXXXXXXXXXXXXXXXXXXXXXXXX, in his/her capacity as Site representative.

Party of the second part, Mr./Ms. XXXXXXXXXXXXXXXXX, with NIF  XXXXXXXXX, in his capacity as Managing Director of the Fundación para la Gestión de la Investigación Biomédica de Cádiz (hereinafter the Managing Body) with CIF [Código de Identificación Fiscal (Tax Identification Code)] G-72109168, and domiciled at Avda. Maria Auxiliadora, 2, 11009, Cadiz.
 
And party of the third part, Mr./Ms. XXXXXXXXXXXXXXXXX, with NIF XXXXXXXXX, for and on behalf of XXXXXXXXXXXXXXXXX (hereinafter the Sponsor), with CIF XXXXXXXXX and domiciled at XXXXXXXXXXXXXXXXXXXXXXXXXXXXX, in his/her capacity as XXXXXXXXXX and legally authorized representative of said entity.

The appearing parties acknowledge the necessary legal capacity to formalize this addendum and, for that purpose,

HEREBY STATE
I.- That on XX of XXXXXX of 20XX, the parties signed a contract for the conduct of the CLINICAL TRIAL/OBSERVATIONAL STUDY/CLINICAL RESEARCH INVOLVING A MEDICAL DEVICE entitled “Study Title” with protocol code “Code”, for which the principal investigator is Dr. XXXXXXXXXXXXXXXXX with NIF XXXXXXXXX, of the Department/UGC [Unidad de Gestión Clínica (Clinical Management Unit)] of XXXXXXXXXXXXXXXXX, of the Site.

II.- That pursuant to the statement XXXXXXXXX/the clause XXXXXXXXX of said contract, XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX.

III.- That, due to a change that has occurred, the need has arisen to modify the provisions of said section.

IV.- That in light of said circumstance, the parties agree to sign this document, which constitutes, therefore, an addendum to the CLINICAL TRIAL/OBSERVATIONAL STUDY/CLINICAL RESEARCH INVOLVING A MEDICAL DEVICE, which will be governed by the following 





CLAUSES
FIRST.- PURPOSE
The purpose of this addendum is to modify XXXXXXXXXXXXXXXXXXXXXXXXX of the signed contract. 
Specifically XXXXXXXXXXXXXXXXXXXXXXXXXXXXX. 

SECOND.- MANAGEMENT COSTS
The administrative costs of this addendum, constituted by the administrative management expenses, are set at 345,72 euros plus the corresponding VAT without modification of the budget or 544,34 euros plus the corresponding VAT with modification of the budget. Said amount shall be paid by the Sponsor, or the CRO, if applicable, to the Managing Body upon signing this document, the bank details being the same as those listed in the contract signed initially.

THIRD.- MAINTENANCE OF THE REST OF THE PROVISIONS 
The remaining provisions not expressly modified in this addendum remain in force.

FOURTH.- EFFECTIVE DATE
This addendum will enter into force on the date it is signed, although it will apply to all subjects participating in the trial/study/clinical research. However, as a result of this addendum, no invoices previously issued during the trial/study/clinical research will be rectified, voided or modified, and under no circumstances shall any amounts corresponding to items included, approved and executed prior to the processing of this addendum be returned or discounted.

And for the purpose hereof, in witness whereof, the parties sign this document, in 3 copies, for a single purpose, in the location indicated in the heading, with it becoming an integral and indivisible part of the contract signed by the aforementioned entities, on the date stated. 

On behalf of the Site 


Signed: Mr./Ms. _______________________		
Date: ____________________________


On behalf of the Managing Body of the Site		On behalf of the Sponsor 	


Signed: Mr./Ms. ___________________		Signed: Mr./Ms. ________
Date: ____________________________	          Date: _______________________

Read and acknowledged by the Principal Investigator: 



Signed: Mr./Ms. _______________________
Date: ____________________________

Explanatory notes: 

1.	The addendum is signed by the trial/study/clinical research Sponsor, the person-in-charge of the Site where it is to be conducted and the Managing Body thereof. The Principal Investigators are not party to the addendum. However, in view of their commitment to conduct the trial/study/clinical research, they may sign the addendum, to confirm they are aware of and accept its content. As he/she is not considered party to the addendum, said signature shall not be essential for the start of the activities derived from it, nor should it be counted for the purposes of effective time of the addendum.

2.	In the event of a modification, which involves an increase in the budget of the trial/study/clinical research, Appendix 1 and 2 of the single contract model must be completed, only for the amount by which the financial schedule increases, with regard to the schedule signed initially, in which case, said financial schedule shall not replace the one signed initially, but shall supplement it.

3.	In the event of a decrease in the budget, the new financial schedule will be signed, completing Appendix 1 and 2. In that case, the new financial schedule will be the one that replaces the one initially signed.





