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AGREEMENT No. HUVR 202_/XXX
RESEARCH PROJECT AGREEMENT
In _______, at __ on __ _______, 202__
BY AND BETWEEN
Details of the health site where the Proyect will be conducted (hereinafter Site) 
	Name of the hospital

Universitary Hospital Virgen del Rocío
	Address

Avd. Manuel Siurot, s/n
	Municipality

41013 Seville
	VAT of the hospital or body on which it depends

Q-9150013-B

	Name of representative of the hospital  

Nieves Romero Rodríguez
	TIN

28.624.300-H
	Position: Managing Director
Date of appointment   Res. Dirección Gerencia SAS, de 26/02/2025



Details of the managing body of the research, development and innovation of the centre (hereinafter, managing body) 

	Name of the managing body

Foundation for Health Research Management in Seville
	Address

Avda. Manuel Siurot, s/n
	Municipality

41013 Sevilla
	VAT of the managing body

G-41918830

	Name of the representative of the managing body

José Cañón Campos
	TIN

09.773.103-N
	Position:  Managing Director
By virtue of the powers recorded in a public deed, before the Notary Ms. Montserrat Álvarez Sánchez of the Notary Association of Sevilla on the date 18 of January of 2024 under protocol number 79.




Details of the sponsor

	Title/name of the sponsor


	Address


	Municipality


	VAT of the sponsor



	Name of the representative of the sponsor


	TIN


	Position

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 __ of ___​​ of ____, under number ____ of his/her records.


If it exists, details of the contract research organisation or the entity that acts on behalf of the sponsor (hereinafter, CRO/entity)* 
	Name of the CRO/entity


	Address


	Municipality


	VAT of the CRO



	Name of the representative of the CRO/ entity


	TIN


	Position

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 __ of ___​​ of ____, under number ____ of his/her records.


*The certification from the sponsor, authorising the CRO/entity to act on their behalf is attached.

The parties present acknowledge the necessary legal capacity to be bound by this agreement and
DECLARE
I.-__________________(Sponsor name), acts as Sponsor of an observational study with no medications (hereinafter study) to be conducted at __________________ (name of the site where the study is conducted), of __________________, (site location), pursuant to Royal Decree 577/2013 of July 26, regulating the pharmacovigilance of medicinal products for human use, Law 14/2007, of July 03, on Biomedical Research, Good Clinical Practice Standards, the International Conference of Harmonization [sic: International Council for Harmonisation] standards, known as ICH, current legislation on biological samples and Decree 8/2020, of January 30, regulating healthcare ethics and biomedical research bodies in Andalusia, with the following details:
- Title (hereinafter study): _________________
- Protocol code: __
Site: University Hospital Virgen  ______________
-Principal Investigator: Dr. _________________________, with NIF: ____________.
-Department or Clinical Management Unit: ____________________________.
-Collaborators: Mr./Ms. ____________________________, with NIF: ____________.
The study will be conducted according to the content of the protocol evaluated by the corresponding Research Ethics Committee.
The study has been evaluated favorably, on ____, 20__, by the Committee _____________________(name, province and autonomous community of the Research Ethics Committee that evaluated it in Spain), accredited in accordance with applicable regulations.
The Study plans to enroll an estimated number of ______ participants at this Site, per protocol, and is expected to be completed by _______ 20__.
Informed consent will be obtained and documented from each of the subjects participating in the study prior to study enrollment. This will be freely expressed in the terms of Articles 4 and 58 to 61 of Law 14/2007, of July 03, on Biomedical Research, and Article 8 of Law 41/2002, of November 14, regulating patient autonomy, rights and obligations in matters of clinical information and documentation, as well as all other legislation in force on this matter.
II.- The objective of this type of study is to generate additional information using critical exposure factors for research other than drugs.
III.- The parties commit to conducting the study ensuring maximum respect for ethical principles and promoting effective control mechanisms thereof. In addition, the parties shall ensure that any dishonest action is avoided during the conduct of the same.
The Site, the Managing Entity and the Principal Investigator represent and warrant that they have not taken any action that would constitute a violation of the local or international anti-corruption regulations applicable to this agreement (hereinafter “Anti-Corruption Law”). They also state that they will ensure that their officers, employees or agents do not engage in this type of behavior. Furthermore, it is specified that neither the Site, nor the Principal Investigator, nor the Managing Entity will make, directly or indirectly, any payment, offer, promise of payment or delivery of economic value, or agree, promise to make payments or offer or transfer anything of financial value to any government official or employee, any political party or candidate for political or public office, or any other third party that may be related to the subject matter of this agreement, with the intent to influence decisions relating to the Sponsor or its affiliates and/or its business activity in breach of Anti-Corruption Law.
In accordance with the foregoing, the Site, the Managing Entity and the Principal Investigator, equally declare that they have performed and will perform their activities in accordance with the provisions of the Anti-Corruption Law applicable to that effect.
It shall be the responsibility of the Site and the Managing Entity to maintain adequate internal accounting control and to ensure that all accounting aspects of the Study are accurately, completely and truthfully recorded in their books and records and that the documents on which those books and records are based are accurate, complete and truthful.
The Site and the Managing Entity shall maintain and provide the Sponsor and/or its auditors or other representatives designated by the Sponsor, upon request, with access to the records (financial or otherwise), as well as supporting documentation related to the subject matter of this Agreement, to document or verify their conformity with the provisions of this clause.
Notwithstanding the provisions of this Agreement on Early Termination, if the Site, the Managing Entity and/or the Principal Investigator breach any of the provisions set forth in this section, such non-compliance shall be deemed a serious breach of this agreement and shall entitle the Sponsor to terminate it with immediate effect by providing written notice to the Site, the Managing Entity and/or the Principal Investigator, without any financial liability being incurred by the Sponsor, and no compensation for said resolution in this case.
Likewise, the parties declare that they are aware of and undertake to comply with the Spanish legislation on corrupt practices and/or against the interests of the Public Administration that, without limitation, is constituted by articles 419 to 427 bis relating to bribery, articles 428 to 431 relating to influence trafficking, articles 432 to 435 relating to embezzlement, articles 436 to 438 relating to fraud and illegal acts, articles 439 to 444 relating to negotiations and activities prohibited for government officials, and article 445 bis, concerning corruption offenses in international transactions, all of them in the Criminal Code, and any other related regulations that apply. In addition, the Sponsor declares that it is aware of and undertakes to comply with the Foreign Corrupt Practices Act or FCPA or any other applicable rule.
And they therefore agree to formalize this in accordance with the following:
CLAUSES
FIRST. – PURPOSE
This agreement is intended to establish the commitments to which the signatory parties are subject regarding the conduct of the study referenced in Exhibit I.
SECOND. - OBLIGATIONS OF THE SIGNATORY PARTIES
A) The parties undertake to fully perform the services provided for in this agreement, in accordance with the provisions of this agreement and the protocol. Each party shall comply with its obligations in accordance with the provisions of Law 14/2007, of July 03, on Biomedical Research, Law 41/2002, of November 14, regulating patient autonomy, rights and obligations in matters of clinical information and documentation, Decree 8/2020, of January 30, regulating healthcare ethics and biomedical research bodies in Andalusia, Regulation (EU) 2016/679, of the European Parliament and of the Council, of 27 April 2016, concerning the protection of natural persons with regard to the processing of personal data and the free movement of this data and repealing Directive 95/46/EC, and Organic Law 3/2018, of December 05, on data protection and guarantee of digital rights. 
B) The Sponsor undertakes to comply with the following obligations regarding the conduct of the study. The Sponsor also undertakes to:
· Provide the necessary documentation.
· Pay the amounts derived from the management and conduct of the study in the terms provided for in clause three.
· Respect the confidentiality of information relating to the study and ensure the anonymity of the participants.
· Report serious and non-serious adverse reactions in accordance with applicable regulations to each study classification. 
· In the event that the Sponsor adheres to the Standard Farmaindustria [Spanish pharmaceutical industry] Code on Personal Data Protection, it must provide a copy to the signatory parties of this agreement and provide the appropriate training and coverage so that the other parties involved can know and apply the provisions of said Standard Code.
C) The Site undertakes to:
· Ensure the proper conduct of the study.
· Respect the confidentiality of information relating to the study and ensure the anonymity of the participants.
D) The Managing Entity undertakes to carry out the financial and administrative management of the study, in accordance with the Collaboration Agreement signed between the Andalusian Health Service and the R+D+i Managing Foundations of the Public Healthcare System of Andalusia.
E) All parties involved in the conduct of the study undertake not to enter into agreements or other terms that exclude or contravene this agreement. For these purposes, the parties involved state that, as of the signing this agreement, they are not a party to any agreement or pact that contradicts it and they undertake to actively collaborate with the competent health authorities, in everything that they may require to carry out their inspection work in relation to the study.
The Principal Investigator declares that, at the time of signing this agreement, it is not expected that, during the course of the study, clinical practices additional to those contained within the normal conditions of clinical practice will be carried out. Should it be appropriate to carry out any additional clinical practice, the following clause shall apply regarding the costs generated.
THIRD. - FINANCIAL ASPECTS
 The cost of conducting the study at the Site has been initially budgeted at ________________ euros. As compensation for the conduct of the study, the Sponsor will pay the sum arising from the conduct of the study plus the corresponding indirect taxes, in accordance with the breakdown detailed in the Financial Report Addendum 1, attached hereto, forming an inseparable part thereof:
1. For administrative management: ______ (€ ______), plus applicable VAT. In the case of an amendment addendum to the trial, the Sponsor must pay the following amount for each of them: ________ (€ _______) in the event that it involves an amendment to the financial report, _______ (€________) in the case that it does not involve an amendment to the financial report, plus the corresponding VAT. These costs will be updated annually according to the CPI. In clinical trials where the financial report is zero euros (€0), that are sponsored by non-profit organizations or researchers of the Public Healthcare System, the Managing Entity may waive the payment of the amount derived from administrative management, upon the corresponding request from the Sponsor and provided that it is duly justified and an affidavit of liability is provided for this purpose.
2. For indirect costs, 15% of the budget established for each participant, resulting from the application of the cost of the study By the Site: €_________ excluding VAT for each participant/for the conduct of the study, for a total of €_________ excluding VAT, corresponding to all participants planned to be enrolled in the study. The resulting amount will be used in research, development and innovation support activities of the Site, preferably in support of clinical research.
3. For direct costs of conduct, 85% of the budget calculated for each participating subject, €_________ excluding VAT for each participant/for the conduct of the study, for a total of €_________ excluding VAT for each participant/for the conduct of the study, corresponding to all participants planned to be enrolled in the study. Compensation for participants who do not complete the study is detailed in the financial report attached to the agreement (Addendum 1).
The Sponsor shall pay such amounts within thirty (30) calendar days of the date of the correctly issued invoice, by transfer to the checking account CC (Código de Cuenta [Account Code]) 2100 8440 42 2200044751 - Swift code: CAIXESBB - IBAN : ES35 2100 8440 4222 0004 4751, of which the holder is the corresponding Managing Entity. After said period without the payment being made, the corresponding interest may be claimed from the Sponsor.
Any additional expenses outside of the conduct of the study and which may arise during said conduct must be paid by the Sponsor, after agreement on the same with the corresponding Managing Entity. For this, the Sponsor undertakes to respond within one (1) week to the request for acceptance of the budget that will be forwarded to it by the Managing Entity.
In the event of termination of the agreement, the Sponsor shall pay the expenses for all work performed up to the date of termination, as well as any duly justified expenses incurred by the Managing Entity and/or the Site, or pending payment.
Since this is a study conducted according to the normal conditions of clinical practice, extraordinary direct costs are not expected to be generated. Expenses that would not have occurred if there were no participants in the study, such as additional analyses and examinations, changes in the duration of care for the patients, reimbursement of expenses for participants, purchases of equipment or compensation to participants, are considered to be such expenses. In the event that, exceptionally, due to the study methodology, such costs considered within routine clinical practice are generated, they would be assessed according to the prices established by the standard that sets the public prices for health services provided by dependent and subsidized centers of the healthcare system in Andalusia, published in the Official Gazette of the Regional Government of Andalusia, and would be specified in the corresponding financial report. 
The Site, Managing Entity and Principal Investigator declare that the fees payable under this agreement represent fair compensation for the activities to be conducted.
FOURTH. -VALIDITY OF THE AGREEMENT AND EFFECTIVENESS 
This agreement shall enter into force on the date of its signing and shall be valid until the end of the study, the estimated duration of which is ______ months, without prejudice to those obligations contracted by the parties that may remain in force after the termination thereof or after the early termination of the agreement, provided for in clause thirteen.
In all cases, the financial obligations arising from the conduct of the study accrued as of the date of termination of the agreement, as well as the obligations to protect personal data and the confidentiality of the information provided for the conduct of the study and that obtained during its conduct, as well as any other obligations arising from the conduct of the study, shall remain in force.
The parties know and agree that they may only begin the study when the favorable report from the corresponding Committee has been obtained, as well as, where appropriate, the authorization of the competent state or autonomous body, as appropriate according to the type of study. The efficacy of this agreement is contingent upon obtaining the aforementioned authorizations, and the Sponsor must send said documentation to the Managing Entity.
FIFTH. –AMENDMENTS
In the event that, after signing this agreement, there is a change in the role of the Sponsor, it will be terminated and a new one will be signed with the individual or legal entity that occupies the Sponsor’s role, unless a merger or business absorption occurred and as a result thereof, the resulting entity assumes the rights and obligations of the former or if the Sponsor’s role was assumed by a company of the same business group.
In the cases indicated above, the Sponsor will report the need to proceed with the change, so that the sites and managing entities are aware of such circumstances, and can take the necessary steps as soon as possible.
If, on the other hand, a change occurs to the collaborators, or the company, which, if applicable, may be responsible for the conduct and management of the same, or any other circumstances that do not imply financial repercussions, the competent bodies, as well as the Site and the Managing Entity, shall be duly notified, without the need to formalize an additional clause or document to this agreement. The amendment of the Principal Investigator will lead to the amendment, by addendum, of the agreement and may only be made if it has been previously authorized.
Any variation in the number of participants and any other circumstances that have financial repercussions will lead to the creation of an addendum to the Agreement. In these cases, the official financial report template will be completed, which will reflect the corresponding concepts and amounts, and will be attached to the body of the agreement and to the previously signed [financial] report, forming an inseparable part of the agreement. This updated financial report shall not replace the previous one, but shall supplement it.
SIXTH.- CONFIDENTIALITY AND ACCESS TO THE INFORMATION
The Site agrees to use all reasonable efforts to ensure the confidentiality of information provided by the CRO or the Sponsor for the conduct of the Study, as well as that obtained during its conduct (including the Protocol, Investigator’s Brochure, Study Data, Biological Material Analysis Data, and any other Study-related information, the business and technology plans of both the CRO and the Sponsor). The Sponsor and the CRO, where applicable, agree to use all reasonable efforts to ensure the confidentiality of the information provided relating to Site’s research activities, policies and procedures shared with the Sponsor or the CRO, within the context of the Study.
Each party shall treat all confidential information of the other party in accordance with its confidential and secret nature, ensuring the restricted circulation of such information, taking appropriate measures to do so and being responsible for ensuring that this obligation is fulfilled by all persons who have access thereto, as agreed herein. 
Specifically, the parties undertake to: 
1. Receive and store all confidential information of the other party as such. 
2. Use the other party’s confidential information solely for the purposes and objectives outlined in this agreement. 
3. Only disclose the other party’s confidential information to third parties, with the prior written consent of the proprietary party provided that the third party is involved in the study and further undertakes to maintain the confidentiality required herein. 
The foregoing shall not apply to any information that:
I. Is or becomes part of the public domain by means other than non-compliance with this Confidentiality Clause. 
II. Is lawfully received by third parties without breach by the parties of this confidentiality clause. 
III. Was previously known by the appropriate party and was disclosed free from any obligation of confidentiality. 
IV. Is mandatory to disclose by legal prescription or requirement of the corresponding authority. 
The Sponsor and the Site will ensure the anonymity of the study participants and the protection of their identity from unauthorized third parties. In no case will participant identifying data be revealed if material from their medical records is used in publications resulting from the study.
Without prejudice to the commitment to guarantee confidentiality in the terms provided for in this clause, the Sponsor may authorize the Managing Entity to publish, where appropriate, data relating to the study as listed in Addendum 2, which will be available to the competent health authority in Andalusia, and, in any case, the Health Authority will have access to all study-related documentation, providing the Managing Entity with said documentation, in order for this authority to maintain a record of all studies conducted at sites within the Public Healthcare System of Andalusia.
The Site and/or the Managing Entity, as applicable, shall provide the competent health authority, and the auditors designated by the Sponsor, with access at any time to the study-related documentation and data, ensuring confidentiality and other data protection regulations.
This obligation shall bind the parties throughout the duration of the agreement and for a period of five (5) years after the termination of the agreement, although the confidentiality of personal data shall be maintained indefinitely.
SEVENTH.- PERSONAL DATA PROTECTION
All personal data required for the conduct of the study will be collected and processed in accordance with Articles 5, 59 and related articles of Law 14/2007, of July 03, on Biomedical Research, Regulation (EU) 2016/679 of the European Parliament and of the Council, of April 27, 2016, concerning the protection of natural persons with regard to the processing of personal data and the free movement of this data and repealing Directive 95/46/EC (General Data Protection Regulation), Organic Law 3/2018, of December 05, Data Protection and Guarantee of Digital Rights, and Article 16.3 of Law 41/2002, of November 14, basic regulation of patient autonomy and of rights and obligations in matters of clinical information and documentation.
The [Principal] Investigator shall process the data of the participants as indicated in the Protocol. Only individuals listed in the information sheet and in their informed consent will be able to access the personal data of the subjects,
obtaining consent from the data subjects.
The parties undertake their respective obligations regarding Data Protection as detailed below:
A. The Site 
· The Site, responsible for the processing of medical records and research data, makes available the information described in the research protocol to the Sponsor, responsible for the processing of the pseudonymized case report form.
B. The Sponsor
1. Through the data management plan included in the protocol, monitoring (if applicable) and auditing will ensure that the personal data contained in the study-related documentation have been collected in accordance with applicable regulations, with the mandatory information being transferred to data subjects in accordance with Articles 12 and 13 of the GDPR.
2. The Sponsor acts as the data controller with respect to the pseudonymized case report form used in the research/study project and undertakes all the duties and obligations that the personal data protection regulations impose in this regard. In particular, the inclusion of this processing activity in a registry containing the information required by Articles 30.1 of the General Data Protection Regulation (GDPR) and 31 of Organic Law 3/2018, of December 05, on the Protection of Personal Data and Guarantee of Digital Rights (LOPDGDD [Ley Orgánica de Protección de Datos personales y Garantía de los Derechos Digitales]).
3. When the Sponsor is located outside the EU it must appoint a representative within the EU to fulfill the obligations of data controller.
4. In the event that the Sponsor has adhered to any Code of Conduct related to the protection of clinical research data, it shall indicate such adherence and evidence compliance therewith. The Sponsor must identify those obligations imposed on it by the Code that may modify the compliance with any clauses of this agreement. Likewise, it must provide a copy to the signatory parties and provide the timely training and coverage so that the rest of the parties involved can know and apply the provisions of said Code of Conduct. 
5. The Sponsor must formalize the corresponding data processor agreements, in compliance with Art. 28 of the GDPR and [Article] 33 of the LOPDGDD, with respect to contracted or subcontracted entities that require access to the personal data of the subjects participating in the research/study project; this is the case of the Contract Research Organization (CRO), Monitor or Auditor (if applicable). Without evidence of this requirement, the Site shall not be able to provide access to the processing activities under its responsibility.
6. Access to the participants’ identified personal information will be restricted to the study doctor/collaborators, Health Authorities (Spanish Agency of Medicines and Medical Devices, foreign health authorities where applicable), to the Research Ethics Committee and/or Drug Research Ethics Committee (REC/DREC) and personnel authorized by the Sponsor (study monitors, auditors, if applicable), when needed to check the study data and procedures, but always keeping them confidential in accordance with current legislation.
7. In cases where the Sponsor requires the consent of the participants in the research/study project as a legal basis for the processing of their personal data, this must be recorded at the Site in order to evidence the existence of guarantees that allow the exchange of information between the personal data processing activity that makes up the medical records intended for healthcare and scientific research, which is the responsibility of the Site, and the pseudonymized case report form, which is the responsibility of the Sponsor.
8. The Sponsor is aware of and agrees that the Site shall provide instructions and sufficient information on the authorized mechanisms for accessing and collecting information on the data processing activities under its responsibility to the Principal Investigator, the collaborating staff, and other professionals involved in the clinical research project (CRO, monitor, auditor, if applicable). All in compliance with their information security policy and procedures that develop it.
9. When working with pseudonymized data in the clinical research/study project, the Sponsor will take appropriate measures to ensure that the privacy of the participants is protected by not allowing their data to cross over with other databases that could allow them to be identified. If the sponsor cannot confirm this demand, participants should be informed of the risk of re-identification resulting from the reuse of their data in future studies not defined at this time.
10. The Sponsor shall carry out the corresponding data protection risk and impact assessment prior to the determination of the applicable security measures. To do this, they may request the collaboration of the appropriate Site staff. The evaluation should explicitly consider the risks of re-identification considering issues such as the technique applied and the requirements of the case report form, both documented in the data processing plan of the protocol. 
11. All information systems and technology infrastructures used in the clinical research/study project that are provided by the Sponsor, must ensure compliance with the National Security Scheme (as provided in Royal Decree 3/2010, of January 08, which regulates the National Security Scheme in the scope of Electronic Administration) or equivalent international standard, paying particular attention to the catalog of security measures applicable to the system category used. Unless reported otherwise, the default system category will be medium.
12. In any event, the Sponsor shall:
C. a) Ensure permanent confidentiality, integrity, availability and resilience of processing systems and services.
D. b) Restore availability and access to personal data promptly, in the event of a physical or technical incident.
E. c) Regularly verify, evaluate and assess the effectiveness of the technical and organizational measures implemented to ensure processing security.
F. d) Define techniques and provide tools that allow the healthcare facility to pseudonymize source data from the medical record.
G. e) Encrypt pseudonymized personal data for both storage and when in transit (communications).
H. e) Implement any other measures that, taking into account the processing carried out, are necessary to ensure a level of security appropriate to the risk. 
13. Where applicable, international transfers of pseudonymized case report form data to third countries or international organizations will be handled within the provisions of chapter V of the GDPR and any recommendations or observations made by the supervisory authorities, taking into account the applicable national and regional regulations. This will require relying on the legal mechanisms of transfer supported such as adequacy decisions, standard contractual clauses or binding corporate rules, which must be pre-approved by all affected parties. Such mechanisms shall be documented, signed and attached to this agreement as an integral part thereof. Where any of the necessary safeguards are not provided, authorization from the competent personal data protection supervisory authority will be sought in order to carry out international data transfers.
· All Parties:
1. If either party becomes aware of a personal data breach (Articles 33 and 34 of the GDPR) on the pseudonymized case report form, such party shall promptly notify the other party. In such a case, the parties shall cooperate fully with each other to remedy the personal data breach, comply with the legal reporting obligations and remedy the damages. 
2. The categories of data subjects, as data subjects of the transferred personal data, are determined as [check as applicable]:
1. [ ] Citizens [ ] Workers [X] Patients 
[ ] Disabled Persons
2. [ ] System users.
[ ] Minors 
[X] Investigators 
[ ] Students
3. [ ]Other: ...................................................................................................
Likewise, in compliance with the provisions of Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016, the processing of personal data of the signatory persons arising from this agreement is subject to the provisions of the current legal regulations, according to which:
a) The personal data provided in connection with the agreement will be processed for the purpose of managing the agreement, for contact purposes, if necessary, and for the appropriate relationship between the parties, and will be stored for the time necessary to comply with the legal obligations stipulated. 
b) The legal basis for the processing of personal data is derived from the execution of the agreement, and without said signature, the purpose described in the previous section could not be fulfilled.
c) The personal data provided in connection with the agreement will not be transferred to third parties, except in the case provided in this clause in relation to the Andalusian Public Foundation Progress and Health, and to the competent health authority in Andalusia, and where required by a legal obligation.
d) The person responsible for data handling is Hospital Universitario Virgen del _________  whose address is __________ (on behalf of the centre); (on behalf of the managing body). Fundación para la Gestión de la Investigación en Salud de Sevilla (FISEVI), whose address is Avd. Manuel Siurot s/n. Edificio Laboratorios 6ª planta, postcode 41013, Sevilla  (On behalf of the sponsor) to ______________, whose address is ____________, no. , Building____. (On behalf of the CRO, where appropriate. Note: If the CRO does not act in representation of the sponsor, this last item must be deleted). to ______________, whose address is ____________, no. , Building____.
e) You can contact the Data Protection Delegation at the following email address          dpd.sspa@juntadeandalucia.es (on behalf of the Centre), dpd.fisevi@juntadeandalucia.es (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, it will be dpd.csalud@juntadeandalucia.es, __________@_______.___ (On behalf of the sponsor), ____________@ _________._____ (On behalf of the CRO, where appropriate. Note: If the CRO does not act in representation of the sponsor, this last item must be deleted).
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 (ID), to Juan Díaz García, with registered office at Avd. De la Constitución, No. 18, CP 41071, Seville; or via  email at dpd.sspa@juntadeandalucia.es (on behalf of the centre), at BBANTIA ABOGADOS, S.L.P.; or via email at dpd.fisevi@juntadeandalucia.es (on behalf of the managing body), at ____________ with address at _____________, no. ___, building_____ postcode; or via email at ____________@___________._____ (on behalf of the sponsor), at ____________ with address at _____________, no. ___, building_____ postcode; or via email at ____________@___________._____ (on behalf of the CRO, where appropriate, 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 samt.
The personal data derived from this agreement may be assigned to the Andalusian Public Foundation [for] Progress and Health, in the event that this Foundation is not the Managing Entity, as well as to the competent health authority in Andalusia, in order to process the necessary information regarding studies conducted in Andalusia.
The signatory parties to the agreement will inform the third party data subjects that are necessary for the conduct of the study, and will obtain their express and written consent for the processing of their personal data. Likewise, they will inform them of the possibility of exercising their rights of access, rectification, deletion of their personal data, or the limitation or opposition to their processing, and, where applicable, the portability of their data, with the limitations that the regulations impose, directing them in writing to the address of the parties stating the reference Data Protection. The document must state the exercise of the specific right you want to exercise and must include a copy of your ID card.
The obligation contained in this clause shall bind the signatory parties indefinitely.
EIGHTH.- INTELLECTUAL AND INDUSTRIAL PROPERTY RIGHTS
The parties involved in the conduct of the study agree that all intellectual and industrial property rights, data, results and discoveries or inventions, whether patentable or not, made, obtained or generated in connection with the study shall be the exclusive property of the Sponsor, without prejudice to the rights recognized by law to the investigators y/o de otras instituciones que éste determine, sin perjuicio de los derechos que la legislación concede a los investigadores.
Should the conduct of the Study result in any invention or discovery, the Site, through Principal Investigator, shall promptly inform the Sponsor or the CRO. The Site, through the [Principal] Investigator, will provide reasonable assistance to the Sponsor in filing and processing any patent applications relating to such inventions or discoveries, at the Sponsor’s expense.
For studies sponsored by the Public Healthcare System of Andalusia, the provisions of Decree 16/2012, of February 07, regulating the management and transfer of research activity results, development and innovation owned by the agencies and other instrumental entities dependent on the Department of Health will be followed, whereby the research activity results, development and innovation carried out by the personnel indicated within their scope, will belong as labor inventions, to the agencies and instrumental entities dependent upon the relevant Department of Health who hold ownership thereof.
Where such data, results, discoveries, inventions, methods and information are presented at scientific meetings or published in professional journals, where publication permits, reference shall be made to Hospital Universitario Virgen __________________, (name of the Site) as the site where the study has been conducted and the funds which have made it possible.
In the event that the Principal Investigator(s) is/were linked to other institutions and/or stable research structures in addition to the sites referred to, the Institute of Biomedicine of Seville (IBIS) (si aplica) mentioned
NINTH.- PUBLICATION OF THE RESULTSUNDÉCIMA.- PUBLICACIÓN DE LOS RESULTADOS
Pursuant to the provisions of Article 27 of Law 14/2007, of July 03, on Biomedical Research, the Investigators are obligated to make public the general results of the research once concluded, in accordance with the requirements regarding personal data referred to in Article 5.5 of said Law and without prejudice to the corresponding intellectual and industrial property rights that may arise from the research. 
The Sponsor shall publish the results, as established in the Study Protocol. 
TENTH.- DUODÉCIMA.-BIOLOGICAL SAMPLES
In the event that the study involves the use of biological samples, the provisions of Law 14/2007, of July 03, 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 handling of biological samples of human origin, and the operation and organization of the National Registry of Biobanks for biomedical research is regulated, as well as Decree 1/2013, of January 08, which regulates the authorization for the constitution and operation of Biobanks for biomedical research purposes, the Registry of Biobanks in Andalusia and the Biobank of the Public Healthcare System in Andalusia are created, shall apply as applicable.
In that sense, biological samples may be used for the purposes proposed for the conduct of the study, as well as for research lines related to the proposed study, but must be destroyed in the event that the consent of the participating study subject was revoked or had introduced restrictions, subject to the specific terms of the revocation or consent, as applicable. 
ELEVENTH.- SUBSIDIARY APPLICATION
In matters not provided for in this agreement, the provisions of the relevant common law will apply. El contrato se podrá resolver anticipadamente en los siguientes supuestos:
TWELFTH.- EARLY TERMINATION OF THE AGREEMENT El contrato se podrá resolver anticipadamente en los siguientes supuestos:
· Mutual agreement between the parties.
· Failure to comply with the obligations set forth in this agreement, which are not remedied within thirty days following receipt of written notification from the party that observes the breach, identifying such breach and claiming its remedy.
· Exceptionally, when due to a sudden cause attributable to the study, a relevant deterioration in the care activity of the department or unit is proven.
· Si se produjera en el estudio algún acontecimiento o cualquier otra circunstancia similar, que haga razonable no continuar con la ejecución del estudio o cualquier otro evento que imposibilite o desaconseje la continuación del mismo.Si se produjera en el estudio algún acontecimiento o cualquier otra circunstancia similar, que haga razonable no continuar con la ejecución del estudio o cualquier otro evento que imposibilite o desaconseje la continuación del mismoIf any event or any other similar circumstance occurs in the study, which makes it reasonable not to proceed with the conduct of the study or any other event which makes it impossible or discourages continuation of the study.
· Cambio del Promotor en caso de que al producirse éste, no se desee continuar con el estudio.Change of the Sponsor in the event that, when this occurs, the Sponsor does not wish to continue with the study.
· By decision of the Sponsor, in accordance with the Study Protocol.
In the event of early termination, the Sponsor shall pay, if applicable, En caso de resolución anticipada, el Promotor abonará, en su caso, the amounts corresponding to the work performed until the date of proper notification to the Site, in accordance with the breakdown provided in the financial schedule.
THIRTEENTH.- GENERALITIES
1.- This agreement and its addenda contain the entire agreement between the parties on the same subject matter and replaces any prior verbal or written agreement reached by the parties.
2.- Nothing in this agreement implies the identity of the parties or that one is considered the agent of the other. No party shall be responsible for any representation, act or omission of the other party that is contrary to the foregoing.
3.- The failure by either party to enforce any of its rights under this agreement shall not be deemed a waiver of such rights in the future.
4.- If, for any reason, any of the clauses of the agreement were declared void, this will not affect the validity of the rest of it, maintaining its terms, provided that the clause is independent of the others and is not of such importance that without it the document would not have been executed.
5.- The agreement shall take effect from the date of its signing or, in the event that it is signed on different dates, on the date it has been signed by the last signatory, and shall remain in force until the end of the study, without prejudice to those obligations contracted by the parties that may remain in force after the end of the same or after the early termination of said agreement.
This Agreement may be executed in two or more counterparts, each of which shall be deemed an original, and all counterparts together shall constitute one and the same instrument. The parties may sign this agreement:
-
(i) all handwritten on paper. 
-
(ii) all electronically, complying with the provisions of Law 6/2020, of November 11, regulating certain aspects of electronic trust services, which said signature valid and binding for all purposes in the same manner as the handwritten signature. To do this, it must be signed, as a priority, using the signature of an official entity that provides electronic certification services (such as the Royal Mint of Spain) and the authenticity of the digital identification certificate status must verifiable as well as the integrity of the signed document. 
-
(iii) Exceptionally, if it is not possible for all parties to sign in accordance with the provisions of the preceding paragraphs, one party may do so in handwritten form and another electronically. However, the Parties are advised to sign this agreement in the same way, in order to reinforce the legal security of the signature.
FOURTEENTH.- INSPECTIONS BY REGULATORY AUTHORITIES
The Site will promptly notify the Sponsor or the CRO of any regulatory inspection of the Site in accordance with this document for their information and will provide a copy of the inspection reports in relation to the study referred to in this agreement, and either entity may make contributions to the responses that are going to be transferred to the corresponding authorities. A copy of the final response sent will be provided.
FIFTEENTH.- JURISDICTION
Litigation arising out of this agreement shall always be understood to be subject to the jurisdiction of the Courts and Tribunals of Seville. If it does not have Courts, the city to whose judicial district it belongs must appear, with express submission of the parties to this jurisdiction and waiving any other that may correspond to them.
For the proper record of all that has been agreed, the Parties hereby sign this Agreement by means of an electronic signature for a single purpose. The Parties declare that the electronic signatures shall be valid and binding with the same effect as handwritten signatures. With the signatures indicated on this page, the annexes to this document are also understood to be signed.
The Centre 

Signed: Mr./Ms. _____________
The Managing Body




The Sponsor

Signed: Mr. José Cañón Campos 


Signed: Mr/Ms _________________

Read and understood by the Principal Investigator

Signed: Dr. _________________

Clarification note: The agreement is signed by the study Sponsor, the responsible person at the Site where it is conducted and that of the Managing Entity thereof. The Principal Investigator is not part of the agreement. However, in view of their commitment to the conduct of the study, they may sign the agreement, as a sign of acknowledgement and acceptance of the content thereof. As this is not considered part of the financial agreement, said signature shall not be essential for the start of the agreement, nor should it be computed for the purposes of the valid duration of the agreement.
ADDENDUM 2
SPONSOR’S AUTHORIZATION TO RELEASE INFORMATION REGARDING THE STATUS AND OTHER BASIC STUDY DATA
Studies are a great opportunity for patients to have access to information and medicines that favor their clinical situation.
In this sense, the possibility that certain information related to the study is published on the website of the Managing Entity and/or the health authority in Andalusia will favor society’s knowledge of the status of the studies that are being carried out and will contribute to increase participation in them.
The Managing Entity and/or the health authority in Andalusia shall ensure the quality, accuracy and periodic update of the information and data published on its website.
In that context, the Sponsor STATES THAT
It authorizes the Managing Entity and/or Health Authority in Andalusia to publish the descriptive information of the study on its website for information purposes.
It does not authorize the Managing Entity and/or the health authority in Andalusia to publish the aforementioned information on its website.
In __________________, on __ ___________, 20__
Signed: _______________________

ADDENDUM 3 (OPTIONAL) 
RECEIPT AND CONFORMITY WITH DELIVERABLES OR RESULTS BY THE CUSTOMER
Mr./Ms. _____________________________________________________, on behalf of ___________________________________________________, by signing this declaration confirms that they have received the deliverables or results from __________, further stating conformity thereto.
In witness whereof, it is signed in ________________, on ___ ___________, _______.
Signed:
__________________________________ (Name)
(State Position)
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