

ANNEX 4
ADDITIONAL AGREEMENTS TO THE MODEL CONTRACT

On the one hand, Mr./Ms. _______________________, as Managing Director of the Centre 
_______________________.

On the other hand, Mr./Ms._______________, as Manager of the Managing Entity.
And Mr./Ms. _______________________, as _______________ of ______________________________________ (hereinafter the Promoter).
And Mr. /Ms. _______________________, as study researcher , as proof of understanding and acceptance.

DECLARE


I.- That the current model contract to undertake a Clinical Investigations with healthcare products was approved by Resolution of 13 June 2019 of the General Secretariat of Research, Development and Innovation in Health and its updating requires a procedure that is currently being processed.

II.- That the agents involved in carrying out this type of studies in the Andalusian public healthcare system require the updating of said contract according to applicable regulations, specifically, Royal Decree 192/2023, of 21 March, regulating medical devices, in effect as of 22 March 2023.

According to the above, the parties hereby

DECLARE

First, that they wish to specify the following aspects:

A) [bookmark: _Hlk141272529]The references included in the model contract for conducting Clinical Investigations with healthcare products referring to Royal Decree 1591/2009 of 16 October, regulating healthcare products and Royal Decree 1616/2009 of 26 October, regulating active implantable healthcare products, shall be understood to be carried out according to Royal Decree 192/2023 of 21 March, regulating healthcare products, published in Spanish official bulletin (BOE) No. 69 of 22 March, notwithstanding the provisions of its single derogatory provision.

In this sense, it is expressly clarified that the articles of the regulations referred to in the aforementioned model will be replaced by those regulating the issue at hand, as follows:

· Declaring: For the Clinical Investigations with healthcare products, the provisions of Chapter VII of Royal Decree 192/2023, of 21 March, regulating healthcare products, entitled “Clinical Evaluation and Clinical Investigations” will be considered.

· Clause 16: In the event of early termination or temporary cessation of a clinical study, Article 77 of Regulation EU 2017/745 of the European Parliament and of the Council of 5 April 2017, on healthcare products shall be complied with.


B) The details of Decree 439/2010, of 14 December, regulating the entities of health care ethics and biomedical research in Andalusia, will refer to Decree 8/2020, of 30 January, which regulates the entities of healthcare ethics and biomedical research in Andalusia.

C) References to Spanish data protection regulations will be understood to expressly refer to Organic Law 3/2018, of 5 December on the Protection of Personal Data and guarantee of digital rights.


Second: The remainder of the clauses and legislative references included in the model contract, which was approved by the Resolution of 13 June 2019 of the General Secretariat of Research, Development and Innovation in Health, will remain valid until the resolution of the General Secretariat for Research, Development and Innovation in Health is published, according to which a new model contract for behaviour in Clinical Research with Healthcare Products in the Public Health System of Andalusia is approved.
And, in proof of conformity with the overall content of this document, the intervening parties sign XXX copies of this Annex, at the location and on the date indicated below / digitally on the date indicated in the electronic signature.


In ________________on _____________ of 20__/date of digital signature.

By the Centre					By the Managing Entity					



Signed: Mr./Ms.___________________		Signed: Mr./Ms.___________________

By the Promoter				Read and understood by the Principal Investigator




Signed: Mr./Ms.___________________		Signed: Mr./Ms.___________________


