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ECONOMIC AGREEMENT FOR THE CONDUCT OF A POST-AUTHORIZATION OBSERVATIONAL STUDY WITH MEDICINAL PRODUCTS
In Málaga, on the date of electronic signature.

                BY AND BETWEEN 

Details of the healthcare center where the study will be carried out (hereinafter, the Center):
Tax ID (CIF): Q-9150013B
	Name of the hospital:

Área Sanitaria Norte de Málaga (H. de Antequera) Área Gestión Sanitaria Este de Málaga-Axarquía

	Address:

C/ Poeta Muñoz Rojas, s/n
	Municipality:

Antequera (Málaga) (29200)

	Name of representative of the hospital:

Belén Jiménez Martínez 
	TIN:

 25320603 H 1
	Roleleoleole: Director Gerente

Date of Appointment:15/03/2019




Details of the managing body of the research, development and innovation of the centre (hereinafter, managing body): Tax ID: G-29830643


	Name of the managing body:
FIMABIS
	Address:
C/ Severo Ochoa, 35
	Municipality:
Málaga (29590)


	Name of the managing body the representative:
José Miguel Guzmán de Damas
	TIN:
44579347 B457
	Role: Managing Director

Date of appointment: 15/05/2018




Details of the sponsor:  Tax ID:      



	Title/name of the sponsor:

     

	Address:

     
	Municipality:

     


	Name of the representative of the sponsor:

[bookmark: Texto9]     

	TIN:

     
	Role:      
[bookmark: Texto11]By virtue of the power of attorney recorded in the public deed executed by the Notary Mr./Ms.       , of the Professional Association of Notaries of       , on date of       , under number       of his/her records.



	If applicable, details of the contract research organization or body acting on behalf of the sponsor (hereafter, “CRO/body”) [footnoteRef:1]. Tax ID:       [1: * The certification from the sponsor, authorising the CRO/entity to act on their behalf is attached.] 



	Name of the CRO/body:

     

	Address:

     

	Municipality:

     

	Name of the representative of the CRO/body:

[bookmark: Texto15]     

	TIN:

[bookmark: Texto16]     

	Role:      
By virtue of the power of attorney recorded in the public deed executed by the Notary Mr./Ms.       , of the Professional Association of Notaries of       , on date of       , under number       of his/her records.



The appearing parties recognise their necessary legal capacity to be bound by this contract and



THEY STATE

I.-        (name of the sponsor), acts as the sponsor of a clinical trial with medicinal products to be completed in the Área Sanitaria Norte de Málaga (H. de Antequera), in accordance with the provisions of Legislative Royal Decree 1/2015, of 24 July, which consolidated text of the Law on Guarantees and rational use of medicinal products and medical devices, the Regulation (EU) No. 536/2014 of the European Parliament and Council of 16 April 2014, on clinical trials with medicinal products for human use, Royal Decree 1090/2015 of 4 December, which governs clinical trials, research ethics committees for medicinal products and the Spanish register of clinical studies, the Declaration of Helsinki, in its most recent version, the regulations for good clinical practice, the regulations of the International Conference on Harmonisation, known by its initials  ICH, the regulation in force on biological samples and Decree 8/2020, of 30 January, which regulates the ethical bodies for healthcare and biomedical research in Andalusia, the details of which are:
Títle:      
Medical Device:      
Medical Device Classification:       (Indicate whether it is a Class I, IIa, IIb, or III product)
Sponsor’s Protocol Code:      .
Monitor:      , with TIN:      .

Explanatory note: In the event that the identity of the monitor is unknown at the time of signing of the contract, where appropriate, the body charged with monitoring the clinical trial must be indicated, and the sponsor is obliged to communicate said information as soon as it is decided.

Centre: Área Sanitaria Norte de Málaga (H. de Antequera)
Principal Investigator:      , with TIN:      
Service or Clinical Management Unit:      
Collaborators: Mr/Ms. (Include TIN after the name):      .

The clinical research will be conducted in accordance with the content of the protocol authorized by the competent authority of the Ministry of Health, Social Services, and Equality.

[bookmark: Texto25]The study has been favorably evaluated, on the date    of       of 20  , by the Research Ethics Committee for Medicinal Products       (name, province, and autonomous community of the Research Ethics Committee for Medicinal Products that evaluated it in Spain), accredited in accordance with the applicable regulations.

II.- The clinical research plans to include at this center, according to the protocol, an estimated number of     participants and has a planned completion date of      .

III.- In the case of commercial clinical research, promoted by the pharmaceutical industry, in accordance with the provisions of section 3.a) of Annex X of Royal Decree 1591/2009, of October 16, for any type of medical device, or 3.a) of Annex 7 of Royal Decree 1616/2009, of October 26, if it concerns the specific case of an active implantable medical device, the Sponsor shall provide free of charge the samples of medical devices that will be used in the clinical research subject to this agreement, as stipulated in the protocol.

In the case of independent clinical research, promoted by R&D&I managing entities, by scientific production centers of the Public Health System of Andalusia, or by other research support structures, or in those cases where there is mutual agreement with the management of the Center where the clinical research will be conducted, the Sponsor may exceptionally be exempted from this obligation, with the contributions to be made by the parties being reflected in Annex 5.

IV.- The authorization for the clinical research shall be suspended or revoked, either ex officio or at the justified request of the Sponsor, by resolution of the Spanish Agency for Medicines and Health Products (Agencia Española de Medicamentos y Productos Sanitarios), if it is determined that the requirements established in the applicable regulations have not been met, following the proper procedure in which the interested party will be heard.

In such cases, the health authority of the Autonomous Community, on its own initiative or at the proposal of the corresponding Research Ethics Committee for Medicinal Products, may decide on the precautionary suspension of the clinical research and shall immediately notify the Spanish Agency for Medicines and Health Products, providing a duly detailed reasoned report. The Agency shall then decide on the suspension or revocation of the clinical research authorization or, where appropriate, the lifting of the precautionary measure.

The Sponsor shall inform the Spanish Agency for Medicines and Health Products when the clinical research is completed. In the case of early termination, the Sponsor must provide a justification. If the early termination of the clinical research is due to safety reasons, this notification shall also be transmitted to the European Commission and all Member States. The Sponsor must keep available for the competent authorities the report referred to in point 2.3.7 of Annex X of Royal Decree 1591/2009, of October 16, or point 2.3.7 of Annex 7 of Royal Decree 1616/2009, of October 26, if it concerns an active implantable medical device.

In cases of suspension or revocation, the provisions of Clause Sixteen of this agreement shall apply, and the Sponsor shall be obliged to pay the amounts corresponding to the work carried out up to the date of formal notification to the Center, in accordance with the breakdown provided in the financial statement. For this, the suspension or revocation must be final.

V.- The parties commit to carrying out the clinical research while ensuring the utmost respect for ethical principles and promoting effective mechanisms for their oversight. Likewise, the parties shall ensure that no dishonest actions occur during the conduct of the clinical research. Insofar as the Sponsor is subject to the Foreign Corrupt Practices Act (FCPA, enacted in 1977 by the United States Congress) or any other regulations published to combat instances of corruption, the parties shall ensure compliance with such laws.

Therefore, they agree to formalize this in accordance with the following:

CLAUSES
FIRST – OBJECT.

The purpose of this agreement is to establish the commitments to which the signing parties are subject regarding the conduct of the study referenced in Manifest I.
 
SECOND – OBLIGATIONS OF THE SIGNATORY PARTIES
 
A) The parties are obligated to fully perform the services provided for in this agreement, in accordance with its terms and the protocol. Each party shall fulfill the obligations that pertain to it in accordance with the applicable regulations, primarily, in Legislative Royal Decree 1/2015, of July 24, approving the consolidated text of the Law on guarantees and rational use of medicinal products and medical devices; Royal Decree 1591/2009, of October 16, regulating medical devices; Royal Decree 1616/2009, of October 26, regulating active implantable medical devices; Regulation (EU) 2017/745 of the European Parliament and of the Council of April 5, 2017, on medical devices; the current regulations regarding biological samples; Decree 8/2020, of January 30, regulating the ethics committees for healthcare and biomedical research in Andalusia; Regulation (EU) 2016/679 of the European Parliament and of the Council, of April 27, 2016, on the protection of natural persons with regard to the processing of personal data and the free movement of such data, repealing Directive 95/46/EC; and the Spanish regulations on data protection.

B) The Sponsor undertakes to comply with the obligations imposed by the applicable regulations regarding the conduct of the clinical research. Likewise, in relation to this agreement, the Sponsor commits to:
· Provide the necessary documentation.
· Pay the amounts arising from the management and conduct of the clinical research under the terms set forth in Clause Four.
· Respect the confidentiality of information related to the clinical research and ensure the anonymity of the participants.
· Publish the results derived from the clinical research.
· Report serious adverse events, as well as clinical research safety reports, according to the instructions available from the Andalusian Pharmacovigilance Center.
· In the event that the Sponsor is a signatory to the Farmaindustria Model Code on personal data protection, they must provide a copy to the signatory parties of this agreement and provide the appropriate training and coverage so that the other participating parties can understand and apply the provisions of said Model Code.

C) The Center undertakes to:

1. Ensure the proper conduct of the clinical research.
2. Be responsible, through the corresponding department, for the distribution, storage, and dispensing of the medical devices used in the clinical research, in accordance with the provisions of the protocol, as well as for the return to the Sponsor of any unused samples, unless the Sponsor is requested and provides written authorization for such samples not to be returned and to be used outside the clinical research, always in compliance with the applicable regulations.
3. Respect the confidentiality of information related to the research and ensure the anonymity of the participating subjects.

D) The Managing Entity undertakes to carry out the economic and administrative management of the clinical research, in accordance with the Collaboration Agreement signed between the Andalusian Health Service and the R&D&I Managing Foundations of the Public Health System of Andalusia in 2012.

E) All parties involved in the clinical research undertake not to enter into, in relation to the research, any agreements or terms that are unrelated and that would exempt from or contradict this agreement. For these purposes, each of the involved parties declares that, as of the date of this agreement, they are not party to any agreement or pact that contradicts it. Likewise, they commit to actively cooperate with the competent health authorities in everything that may be required to carry out their inspection duties in relation to the clinical research.


THIRD – INSURANCE

[bookmark: Texto26]In accordance with Article 69 of Regulation (EU) 2017/745 of the European Parliament and of the Council of April 5, on medical devices, this agreement is       (“Exempt from” or “subject to,” indicate as applicable) insurance or other financial guarantee.

In the event that it is subject to insurance or a financial guarantee under the terms provided in the applicable regulations, the Sponsor shall prove it by means of an updated certificate of validity, which is attached as an annex to this agreement.

Insurance/Guarantee Entity:      . Policy Number/Type and Guarantee Document:      

Likewise, prior to the initiation visit of the clinical research, the Sponsor shall provide a copy of the documentation proving payment of the premium.

FOURTH – FINANCIAL ASPECTS

The cost of carrying out the study in the Centre has been initially quoted as:       euros (indicate total amount in numbers). As compensation for completing the study, the sponsor will pay the amount arising from conducting the trial plus that corresponding to indirect taxes, in accordance with the breakdown that is detailed below and the details of which appear in the economic report, and to the breakdown of visits and possible complements that are attached to this contract as Annexes 1 and 2 respectively (for non-PAS studies only annex 1 should be completed), and that form an integral part of it:

1. [bookmark: _Hlk160692035] For administrative management: €1,382.25 (one thousand three hundred eighty-two euros and twenty-five cents), plus the applicable VAT. In the event of an amendment to modify the trial, the following amounts shall be payable for each amendment: five hundred forty-four euros and thirty-four cents (€544.34) where the amendment entails a modification to the financial budget, and three hundred forty-five euros and seventy-two cents (€345.72) where it does not entail a modification to the financial budget, plus the corresponding VAT. These costs shall be updated annually in accordance with the Consumer Price Index (CPI).

[bookmark: _Hlk216770884]The managing body, in observational post-authorisation study with medicinal products whose financial report is zero euros (€0), sponsored by non-profit institutions or researchers from the Public Health System, can waive the payment of the amount arising from the administrative management, after the corresponding request from the sponsor and when it is duly justified and a responsible declaration for this purpose is provided.

2.  For indirect costs, 30% of the budget established for each participant in the study, resulting from the application by the centre of the cost of the study:       euros for each participant (indicate the amount as a concept of indirect costs for each participant in numbers) which supposes a total cost of        euros (indicate the total for the concept of indirect costs in numbers), corresponding to the totality of the participants that are estimated to be included in the study. The resulting amount will be used for supporting activities for research, development and innovation of the Centre, preferably supporting clinical investigations.

3.	As compensation for the investigative team (principal investigators and collaborators that feature in the protocol of the study), 35% of the budget calculated for each participant,       euros for each assessable participant recruited that completes the study according to the protocol (indicate the amount as a concept for compensation to the investigative team for each participant in numbers), which supposes a total of       euros (indicate the total for the concept of compensation in numbers), corresponding to the totality of the participants that are estimated to be included in the study. The compensation corresponding to the participants that do not complete the study is detailed in the economic report annexed to this contract.

	In accordance with article 24.2 of Royal Decree 577/2013, of 26 June, which regulates the pharmacovigilance of medicinal products for human use, the remuneration of healthcare professionals that participate in post-authorisation studies will be limited to compensation for the time invested and expenses, without prejudice to the regulation applicable to retributions that public employees receive, as well as the internal regulations of the investigator’s employing bodies in relation to this matter.

4. 	For the promotion of the research, development and innovation (this will be applied according to the objectives established within the contract program or in the corresponding management agreements of the clinical management units and will be orientated to the promotion of the research, development and innovation of the clinical management units or services in which the investigators conduct the study), 35% of the budget calculated  35% of the budget calculated for each participant       euros (indicate the amount as a concept for promotion of the research, development and innovation for each participant in numbers)  for each assessable participant recruited that completes the study according to the protocol , which supposes a total of       euros (indicate the total for the concept of promotion of the research, development and innovation in numbers), corresponding to the totality of the participants that are estimated to be included in the study. The compensation corresponding to the participants that do not complete the study is detailed in the economic report annexed to this contract.

5.	All of the costs will be paid to the managing body for research, development and innovation, through a bank transfer to the Client Account Code 2103 0234 6100 3000 3128, IBAN ES97 2103 0234 6100 3000 3128 y código SWIFT UCJAES2MXXX, whose holder is the managing body, that will give them the destination established in this contract.

6.	The administrative management costs will be paid by the sponsor upon the signing of this contract without it, under any circumstances, being susceptible to a refund. The rest of the payments will be paid in accordance with the execution calendar of the study, in quarterly payments, after the issuance of the corresponding invoices. The amounts will be paid in a maximum period of three months from the date the invoice was sent. The managing body will provide the appropriate destination, according to that established in this contract. Once said period has passed without payment, the corresponding interest can be claimed from the sponsor. 

Given that it is a study that is carried out in accordance with the normal conditions of clinical practice, it is not expected that extraordinary costs will be generated. These are understood as, those expenses that would not have arisen if there were not participants in the study, such as analysis and additional added evaluations, a change in the duration of care of the participants, reimbursement of expenses for the participants, purchase of equipment or compensation for the participants. In the event that said costs are generated within usual clinical practice, they will be valued according to the prices established with the public prices of the healthcare services provided by dependent and private centres of the Andalusian health system, published in the Official Gazette of the Regional Government of Andalusia and will be specified in the corresponding economic report.

The reimbursement for expenses or compensations for the participants, where appropriate, will be completed after the corresponding supporting documents have been submitted to the responsible of the clinical trial.

FIFTH – TERM AND EFFECTIVENESS OF THE AGREEMENT

This agreement shall take effect from the date of its signature and shall remain in force until the completion of the clinical research, without prejudice to those obligations undertaken by the parties that may remain in force after its completion or after the early termination of the agreement, as provided for in Clause Sixteen.

In any case, the economic obligations arising from the conduct of the clinical research that have accrued as of the date of termination of the agreement shall remain in force, as well as the obligations regarding the protection of personal data and the confidentiality of the information provided for the conduct of the clinical research and that obtained during its conduct, as well as any other obligation arising from the development of the research.

Notwithstanding the provisions of the first paragraph, the effectiveness of this agreement is conditional upon obtaining the authorization of the Spanish Agency for Medicines and Health Products (where applicable) and the favorable opinion of the Research Ethics Committee for Medicinal Products       (name, province, and Autonomous Community of the Committee), and the Sponsor must send said documentation to the Managing Entity.

SIXTH – AMENDMENTS 

In the event that, after the signing of this agreement, there is a change in the role of the Sponsor, this agreement shall be terminated and a new agreement shall be signed with the natural or legal person assuming the role of Sponsor, except in the case of a merger or corporate acquisition and, as a result thereof, the resulting entity assumes the rights and obligations of the former entity, or if the role of Sponsor is assumed by a company within the same group.

In the cases indicated above, the Sponsor shall notify the need to proceed with the change, so that the Centers and the Managing Entities are aware of such circumstance and may carry out the necessary arrangements as soon as possible.

If, on the contrary, there is a change in the collaborators, the monitor, or the company that, where applicable, may be entrusted with the execution and management thereof, or any other circumstance that does not entail economic repercussions, it shall be formally notified to the competent bodies, as well as to the Center and the Managing Entity, and it shall not be necessary to formalize an additional clause or document to this agreement. The change of the Principal Investigator shall entail the amendment of the agreement by means of an addendum and may only be carried out if it has been previously authorized.

Any variation in the number of participants and any other circumstances that entail economic repercussions shall be formally notified to the competent bodies. In such cases, the official model of the financial statement shall be completed, reflecting the corresponding items and amounts, which shall be annexed to the body of the agreement and to the previously signed financial statement, forming an inseparable part of the agreement. Said updated financial statement shall not replace the previous one, but shall complement it.


SEVENTH – EQUIPMENT SUPPLIED BY THE SPONSOR

All equipment supplied by the Sponsor for the conduct of the clinical research shall be loaned for use to the Center, which shall use it exclusively for the conduct of said clinical research and shall identify it in such a way that it is distinguished from the Center’s own equipment. The Sponsor shall be responsible for the costs of installation, maintenance, calibration, staff training, where applicable, and any other expenses related to the loan of the equipment for the duration of the clinical research, as well as, where applicable, for the expenses arising from the removal of the equipment.

For this purpose, the corresponding equipment loan agreement shall be signed.

The Sponsor undertakes, once this agreement has ended, to remove the equipment or to transfer it indefinitely, notifying the Center or the Managing Entity so that the necessary actions may be carried out.

EIGHTH – MONITOR ACCESS
 
The Sponsor may designate a monitor for each visit to the Center, who may access the relevant clinical documentation of the participants included in the clinical research, under the supervision of the investigators and solely for the purpose of verifying the data provided by them regarding compliance with the protocol, ensuring that the data is recorded correctly and completely, as well as confirming that informed consent has been obtained from all participants prior to their inclusion in the clinical research.

The Sponsor shall agree with the Managing Entity and/or the Principal Investigator on the date of the monitoring visits, so that all necessary documentation and information can be prepared and the normal activity of the unit is not negatively affected by the monitoring.

The Center shall provide, through the Principal Investigator, the monitor access to the clinical documentation necessary for the performance of their functions, in compliance with applicable regulations.

NINTH – CONFIDENTIALITY AND ACCESS TO INFORMATION
 
The parties involved in the conduct of the clinical research commit to using all means at their disposal to ensure the confidentiality of the information provided for its conduct and of the information obtained during its development. In this regard, they shall treat all documentation, data, information provided, and potential results as confidential and secret, ensuring restricted circulation of such information and taking responsibility for ensuring that this obligation is fulfilled by all persons with access to it, as agreed in this contract.

Specifically, the parties commit to:

· Receive and keep all information confidential.
· Use the information received solely for the purposes and objectives defined in this agreement.
· Disclose such information to third parties only with the prior written consent of the Coordinating Investigator and provided that the third party is involved in the clinical research and also commits to maintain the confidentiality required in this agreement.

The above shall not apply to any information that:

I. Is or becomes public knowledge without fault of the parties.
II. Is legitimately received by third parties without breach by the parties of this confidentiality clause.
III. Was already known by any of the parties at the time of disclosure.
IV. Is required to be disclosed by law or by order of the competent authority.

The Sponsor and the Center shall ensure the anonymity of participants in the clinical research and the protection of their identity from unauthorized third parties. Under no circumstances shall identifying data of participants be disclosed if material from their medical records is used in publications resulting from the clinical research.

Without prejudice to the commitment to ensure confidentiality under the terms of this clause, the Sponsor agrees that the Managing Entity may, where applicable, publish the data related to the clinical research indicated in Annex 3, which will be made available to the competent health authority in Andalusia, and in any case, the health authority shall have access to all documentation related to the research, with the Managing Entity providing such documentation so that the authority can maintain a registry of all studies conducted in centers of the Public Health System of Andalusia.

The Managing Entity shall provide the competent health authority, auditors, and monitors designated by the Sponsor with access at any time to documentation and data related to the clinical research, ensuring confidentiality and compliance with data protection regulations.

This obligation shall bind the parties indefinitely.

TENTH – PERSONAL DATA PROTECTION
 
[bookmark: _Hlk216771730]All of the personal data necessary for the development of the clinical trial will be gathered and handled in accordance with the provisions of Regulation (EU) No. 536/2014, on clinical trials, Regulation (EU) 2016/679 of the European Parliament and Council of the 27 April 2016, regarding the protection of individuals with regards to the processing of personal data, and the free movement of these data, which repeals Directive 95/46/EC, the valid Spanish regulation regarding data protection, and article 16.3 of the Law 41/2002, of 14 November, basic regulatory of the autonomy of the patient and the rights and obligations regarding medical information and documentation. 
 
The Principal Investigator will process the participant’s details in accordance with the protocol. Only those persons indicated on the information sheet and the in the informed consent form will be able to access the personal data of the participants.

The sponsor will guarantee that the personal data that is included in the documents relating to the trial have been gathered in accordance with the applicable legislations, transferring the mandatory information, expressly informing of their destination, and obtaining consent from the owners of the data. 
 
In accordance with the provisions of Regulation (EU) 2016/679 of the European Parliament and Council, of 27 April 2016, the handling of personal data of the signatories that arise from this contract, is bound by the provisions of the regulation in force, according to which:

a) [bookmark: _Hlk216772372]The personal data provided in relation with the contract will be used for its processing with the purpose of managing the same, to contact, where necessary and for the adequate relationship between the parties, being stored for the time necessary to comply with the stipulated legal obligations.

b) The legal grounds for the handling of personal data arises from the execution of the contract, the purpose described in the previous section, which cannot be completed without a signature.

c) The personal data that are provided in relation to the contract will not be ceded to third parties, except in the event included in the clause relating to the Andalusian Public Foundation for Progress and Health, and the competent health authority in Andalusia, and when it is legally required.

d) The person responsible for data handling (On behalf of the centre) is the Área Sanitaria Norte de Málaga (H. de Antequera), whose address is C/ Poeta Muñoz Rojas, s/n, Antequera (Málaga) (29200) , (On behalf of the managing body) Fundación para la Investigación de Málaga en Biomedicina y Salud, whose address is Severo Ochoa, 35, 29590 – Campanillas (Málaga), (On behalf of the sponsor)      , whose address is      ,       (On behalf of the CRO)      , whose address is      ,       where appropiate. 

	Note: If the CRO does not act in representation of the sponsor, this last item must be deleted.

[bookmark: _Hlk174533133][bookmark: _Hlk175224185][bookmark: _Hlk147387316][bookmark: _Hlk163124454][bookmark: _Hlk160093662]	e)	You can contact the Data Protection Delegation at the following email address dpd.sspa@juntadeandalucia.es, (On behalf of the managing Centre), DPD_ProteccionDatos@ibima.eu (On behalf of the managing body In the event that the it is a Research managing body of the Andalusian Public Health Service, of the public sector, affiliated with or dependent on the Regional Ministry of Health Service, of the public sector, affiliated with or dependent on the Regional Ministry of Health, it will be dpd.csalud@juntadeandalucia.es (on behalf os the Sponsor)      , (On behalf of the CRO)      .

	Note: If the CRO does not act in representation of the sponsor, this last item must be deleted.

[bookmark: _Hlk147387376][bookmark: _Hlk163124475][bookmark: _Hlk163124492]	f)		They can exercise their right to the access, rectification, deletion of their personal data, or the limitation or opposition to their handling, as well as, where appropriate, the transfer of their data, requesting this in writing, with a copy of their  TIN (On behalf of the Centre), at Área Sanitaria Norte de Málaga (H. de Antequera), whose address is C/ Poeta Muñoz Rojas, s/n, Antequera (Málaga) (29200); or via email at dpd.sspa@juntadeandalucia.es, (On behalf of the managing body), at Fundación para la Investigación de Málaga en Biomedicina y Salud, whose is address Severo Ochoa, 35, 29590 – Campanillas (Málaga); or via email at DPD_ProteccionDatos@ibima.eu, (On behalf of the sponsor), at       with address at      ,      ; or via email at      , (On behalf of the CRO), at       with address at      ,      ; or via email at      , where appropiate. 

Note: If the CRO does not act in representation of the sponsor, this last item must be deleted.

	g)		They can withdraw their consent at any time, even if said withdrawal will not affect the lawfulness of the handling based on the prior consent to the same.

The personal data in this contract can be ceded to the Andalusian Public Foundation for Progress and Health, in the event that this Foundation is not the managing body, as well as the competent Health Authority in Andalusia, with the purpose of managing the necessary information with regards to clinical trials carried out in Andalusia. 
 
The signatories of the contract will inform third parties that are the owners of the personal data necessary for the development of the clinical trial and will gather their express, written consent for the handling of their personal data. Likewise, they will be informed of the possibility to exercise their right to access, rectification and deletion of their personal data, or the limitation or opposition to their handling, as well as, where appropriate, the transfer of their data, with the limitations imposed by Law, in writing to the address indicated by the parties, with the reference Data Protection. The letter should indicate which specific right they wish to exercise and provide a copy of their [Spanish] National Identification Document. 
 
The obligation contained in this clause binds the parties indefinitely.

ELEVENTH – INTELLECTUAL AND INDUSTRIAL PROPERTY RIGHTS
 
The parties involved in the conduct of the clinical trial agree that all intellectual and industrial property rights, data, results, and discoveries or inventions, whether patentable or not, created, obtained, or generated in connection with the clinical trial shall be the exclusive property of the Sponsor, without prejudice to the rights recognized by law to the investigators.

In the case of clinical trials promoted by the Andalusian Public Health System, the provisions of Decree 16/2012, of February 7, shall apply, which regulates the management and transfer of the results of research, development, and innovation activities owned by the agencies and other instrumental entities dependent on the Ministry competent in health matters, according to which the results of research, development, and innovation activities carried out by personnel within its scope of application shall belong, as employee inventions, to the agencies and instrumental entities dependent on the Ministry competent in health matters that hold ownership.

When such data, results, discoveries, inventions, methods, and information are presented at scientific meetings or published in professional journals, whenever the publication permits, reference shall be made to Hospital Universitario Virgen de la Victoria as the center where the clinical research was conducted and the funding that made it possible.

In the event that the principal investigators are also affiliated, in addition to the aforementioned centers, with other institutions and/or national research structures, mention shall be made of: N/A (name of the institution or structure).

TWELFTH – PUBLICATION OF RESULTS
 
The Sponsor is obliged to publish the results, both positive and negative, of the clinical research, without prejudice to publication, where applicable, in the corresponding registries.

THIRTEENTH – BIOLOGICAL SAMPLES
 
In the event that the clinical trial involves the use of biological samples, the provisions of Law 14/2007, of July 3, on Biomedical Research; Royal Decree 1716/2011, of November 18, establishing the basic requirements for the authorization and operation of Biobanks for biomedical research purposes and the processing of human-origin biological samples, and regulating the operation and organization of the National Registry of Biobanks for biomedical research; as well as Decree 1/2013, of January 8, regulating the authorization for the establishment and operation of Biobanks for biomedical research purposes, creating the Andalusian Biobank Registry and the Biobank of the Andalusian Public Health System, shall apply, insofar as relevant.

In this regard, biological samples may be used for the purposes proposed for the conduct of the clinical research, as well as for research lines related to the proposal of such clinical research; however, they must be destroyed if the participant’s consent is revoked or if restrictions have been imposed, according to the specific terms of the revocation or consent, as applicable.

FOURTEENTH – INCLUSION OF ADDITIONAL AGREEMENTS TO THOSE PROVIDED IN THE AGREEMENT
 
If the parties agree to include additional aspects beyond those provided in this agreement, they shall be recorded in Annex 4.

FIFTEENTH – SUPPLEMENTARY APPLICATION
 
For matters not provided for in this agreement, the relevant provisions of general law shall apply.

SIXTEENTH – EARLY TERMINATION OF THE AGREEMENT

The agreement may be terminated before the completion of the clinical research in the following cases:

· Revocation of the authorization for the clinical trial.
· Force majeure.
· Mutual agreement between the parties.
· Breach of the obligations established in this agreement, which is not remedied within thirty days following receipt of written notification from the party identifying the breach and requesting its remedy.
· Inability to recruit a minimum number of participants that allows the final evaluation of the clinical research.
· Exceptionally, when it is demonstrated that an unforeseen cause attributable to the clinical research results in a significant deterioration of the service or unit’s healthcare activity.
· Change of the Sponsor, if at the time it occurs it is decided not to continue with the clinical research.
· By decision of the Sponsor, in accordance with the provisions of the clinical research protocol.

In the event of early termination, the provisions of Article 30.5 of Royal Decree 1591/2009, of October 16, or Article 26.5 of Royal Decree 1616/2009, of October 26, in the case of an active implantable medical device, shall apply.

The revocation of the authorization for the clinical research shall result in the termination of this agreement, with the Sponsor being obliged to pay the amounts corresponding to the work performed up to the date of formal notification to the Center, in accordance with the breakdown set out in the financial statement.

SEVENTEENTH – GENERAL PROVISIONS

1. This agreement and its annexes contain the entire agreement between the parties regarding its subject matter and supersede and replace any prior agreement, verbal or written, previously reached by the parties.
2. Nothing stipulated in this agreement implies that the parties are identical or that one shall be considered an agent of the other. No party shall be responsible for any statement, act, or omission of the other party contrary to the foregoing.
3. The failure of any party to enforce any of its rights under this agreement shall not be considered a waiver of such rights in the future.
4. If for any reason any clause of the agreement is declared null or void, such annulment shall not affect the validity of the remainder of the agreement, which shall remain in force, provided that the annulled clause is independent of the others and not of such importance that, without it, the agreement would not have been executed.

EIGHTEENTH – JURISDICTION

Any disputes arising from this agreement shall be subject to the jurisdiction of the Courts and Tribunals of Málaga, with the express submission of the parties to this jurisdiction and waiver of any other that may correspond to them.

For due record of all that has been agreed, this agreement is signed with date and electronic signature.

For the Center         	               For the Managing Entity of the Center



Signed: Jesús Fernández Galán       Signed: Mr. José Miguel Guzmán de Damas
Managing Director of Hospital 	Managing Director of FIMABIS
Universitario Virgen de la Victoria   	


For the Sponsor / CRO on behalf of the Sponsor	Read and acknowledged by the Principal Investigator



Signed:      	Signed:       
	
Explanatory Note: The agreement is signed by the Sponsor of the study, the person responsible for the Center where it is conducted, and the Managing Entity of the Center. The Principal Investigator is not a party to the agreement. However, in recognition of their commitment to the conduct of the study, they may sign the agreement as an acknowledgment and acceptance of its content. Since they are not considered a party to the financial agreement, their signature is not required for its commencement, nor shall it be taken into account for purposes of determining the effective date of the agreement.

Annex III

SPONSOR AUTHORIZATION FOR THE PUBLICATION OF INFORMATION REGARDING THE STATUS AND OTHER BASIC DATA OF CLINICAL TRIALS


Títle:            

Protocol Code:      

[bookmark: _Hlk216776918]Clinical trials provide a significant opportunity for patients to access innovative medicines that may improve their clinical condition.

In this context, the possibility of publishing certain information related to clinical trials on the website of the Managing Entity and/or the competent health authority in Andalusia will enhance public awareness of the status of ongoing clinical trials and contribute to increased participation in them.

The Managing Entity and/or the competent health authority in Andalusia shall ensure the quality, accuracy, and periodic updating of the information and data published on the website.

In this context, the Sponsor DECLARES THAT:

	 
	They authorize the Managing Entity and/or the competent health authority in Andalusia to publish on their website, for informational purposes, the publicly accessible information from the Spanish Clinical Trials Registry (REec).

	 
	They do not authorize the Managing Entity and/or the competent health authority in Andalusia to publish the aforementioned information on their website.




























Annex IV

ADDITIONAL AGREEMENTS TO THE CONTRACT TEMPLATE

On the one hand, Jesús Fernández Galán, as Managing Director of Hospital Universitario Virgen de la Victoria.
On the other hand, José Miguel Guzmán de Damas, as Managing Director of the Managing Entity.
On the other hand,     , as       of        (hereinafter, the Sponsor).
And on the other hand,      , as the Principal Investigator of the Study, as an acknowledgment and acceptance of the agreement.
WHEREAS

I.- The current contract model for conducting observational studies with medicines was approved by the Resolution of June 13, 2019, of the General Secretariat for Health Research, Development, and Innovation, and its update requires a procedure that is currently underway.
II.- The parties involved in conducting this type of study within the Andalusian Public Health System require the update of this contract in accordance with the current applicable regulations, specifically Royal Decree 957/2020, of November 3, which regulates observational studies with medicines for human use and came into force on January 2, 2021.
In accordance with the foregoing, the parties.

THEY DECLARE

FIRST: That the parties wish to specify the following aspects:

A) References included in the contract model for conducting post-authorization observational studies to Order SAS 3470/2009, of December 16, which publishes guidelines on post-authorization observational studies for human-use medicines, published in BOE No. 310, of December 25, 2009, shall be understood as referring to observational studies with medicines in accordance with the content of Royal Decree 957/2020, of November 3, which regulates observational studies with human-use medicines, published in BOE No. 310, of November 26, 2020, and therefore, the classification of studies referred to in said contract model shall not apply.

In this regard, it is expressly clarified that the articles in the aforementioned model referring to prior regulations shall be replaced by those regulating the matter in question, by way of example, not exhaustively:

· Clause Two, on the obligations of the parties, section B), shall refer to Article 9 of Royal Decree 957/2020, of November 3.

· Clause Three, section 3, regarding compensation to the research team, shall refer to Article 7, section 3 of Royal Decree 957/2020, of November 3.

· Clause Ten, on the publication of results, shall refer to Article 6, section 3, and Article 9, section j) of Royal Decree 957/2020, of November 3.

B) Mentions relating to Decree 439/2010, of December 14, which regulates the ethics committees for healthcare and biomedical research in Andalusia, shall be understood as referring to Decree 8/2020, of January 30, which regulates the ethics committees for healthcare and biomedical research in Andalusia.

C) References to Spanish data protection legislation shall be expressly understood as referring to Organic Law 3/2018, of December 5, on Personal Data Protection and Guarantee of Digital Rights.

SECOND: This Annex shall be used by the parties until the Resolution of the General Secretariat of Public Health and R&D+i in Health is published, approving the new contract model for conducting observational studies with medicines in the Andalusian Public Health System.

In witness whereof, and in agreement with the full content of this document, the participating parties sign it digitally on the date indicated in the electronic signature.
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