[image: image1.png]am

U

vt s
Avda. Rio Guadiana, 4 + 45007 TOLEDO





Document A 
AGREEMENT FOR CONDUCTING CLINICAL TRIALS WITH MEDICINAL PRODUCTS AND/OR CLINICAL RESEARCH WITH MEDICAL DEVICES IN THE SESCAM (HEALTH SERVICE OF CASTILLA-LA MANCHA)
Title: (full title) __________________________________________________________________________,
Protocol code: (protocol code assigned by the Sponsor) _________________
EudraCT No.: (EudraCT code) _________________
In _____________________, on _____________________
BY AND BETWEEN
Party of the first part (Centre) Mr/Ms_________________________________________________________________, with tax ID (NIF) _________________ as Managing Director of _____________________________________________ and in representation of that Organisation with address in __________________________________________________________________________________________and Corporate Tax ID (CIF) no. ________________________, (hereinafter “Centre”).
Fundación del Hospital Nacional de Parapléjicos (Foundation of the National Hospital of Paraplegics) / Health Research Institute (hereinafter “Foundation”), Mr/Ms._______________________________________________________________, with tax ID (NIF) _______________, as Director and in representation of that Organisation, with address at __________________________________________________________________________________________ and Corporate tax ID (CIF) no. ________________________
(Sponsor) Party of the second part, Mr/Ms (name of the Sponsor’s legal representative), _________________________________________________________________ on behalf of and representing (add company name) _________________________________________________________________ (hereinafter, “Sponsor”), with registered address in (add full address) __________________________________________________________________________________________ and Corporate tax ID (CIF) no. (add tax identification number) ________________________ with legal capacity to sign the present Agreement.
(Principal Investigator) Party of the third part, Mr/Ms (name of principal investigator) _________________________________________________________________, with tax ID (NIF) _______________  and with address, for notification purposes, in the Service (add service to which they belong) _________________________________________________________________, of the Centre. He/she acts on his/her own behalf and representation, as Principal Investigator. 
Should they exist, details of the entity acting in representation of the Sponsor:
 (C.R.O) Mr/Ms (name of the legal representative of the company/organisation) _________________________________________________________________ as (add capacity in which he/she acts) _________________________________________________________________ of the company (company name) _________________________________________________________________ and in representation of that Organisation with registered address at (full company address) _________________________________________________________________ and with Corporate tax ID (CIF). _______________ whose purpose is (define the role that it will perform in the Trial) _________________________________________________________________, (hereinafter, the “CRO”), according to the Powers of attorney for signing on the Sponsor’s behalf. The Sponsor is not exempted from liability according to RD 1090/2015.
All Parties mutually recognise the necessary capacity to execute the present document and undertake to conduct the Clinical Trial, guaranteeing maximum respect to the ethical principles and promoting their effective control mechanisms, ensuring the avoidance of any dishonest action during its performance. 
RECITALS
1. Whereas the Sponsor is interested in conducting a Clinical Trial with medicinal products and/or clinical research with medical devices (hereinafter “Trial”), whose identification details are described in the heading, and the purpose and object of which are described in the following terms (add the purpose) _______________________________________________________________________, of the Product (add the drug and/or medical device) ________________________________________________________.
2. Whereas, for his/her part, the Principal Investigator, after having agreed with the Sponsor, would like to exercise the duties that the legislation in force attributes to the Principal Investigator of the Trial.
3. Whereas the Management Board of the Centre—in harmony with article 17 of RD 1090/2015—gives its consent to conduct the Trial in the conditions agreed with the Sponsor and the SESCAM, as regards the provision of health services and the necessary material aspects for their execution, by means of signing the present Agreement.
4. The Trial has been favourably evaluated, in _____________________on _________________________ by the Drugs Research Ethics Committee (CEim) (name, province and autonomous community of the CEIm)
_______________________________________________
_______________________________________________
_______________________________________________
accredited in accordance with applicable legislation, or has the written declaration of the sponsor of obtaining and providing said favourable evaluation by the CEIm and the authorisation of the Spanish Agency of Medicines and Medical Devices (AEMPS) before its commencement.
Therefore, and in compliance with the above, the Parties sign the present Collaboration Agreement (hereinafter, also called the “Agreement”), based on the following 
CLAUSES
ONE: Purpose of the Agreement
The purpose of the present Agreement is to conduct, by and on behalf of the Sponsor, the Trial, identified as (full title) ._________________________________________________________________________, with code (add the health code of the protocol, EudraCT No. and administrative file number, as relevant) _________________, which will be carried out in the Centre’s facilities, notwithstanding that, due to organisation reasons, a technique or visit may be carried out in a third-party facility, identified in Appendix III of the present Agreement, or failing this, in the financial report, under the management, coordination and responsibility of the Principal Investigator thereof. The Trial will be conducted according to the content specified in the Protocol, of version and date coinciding with those set down in the updated favourable opinion of the CEIm.
TWO: Applicable ethical-legal standards
The Trial will be conducted subject to the applicable legislation in force at the signing of this Agreement and throughout its term: 
1. Royal Decree 1090/2015, regulating clinical trials with medicinal products, Drugs Research Ethics Committees and the Spanish Clinical Studies Registry.
2. Royal Legislative Decree 1/2015, of 24 July, approving the consolidated text of the Law on guarantees and rational use of medicines and medical devices.
3. Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC. 
4. Royal Decree 717/2019, of 5 December 2019, amending Royal Decree 1345/2007, of 11 October 2007, regulating the authorisation procedure, registration and dispensing conditions for industrially manufactured medicinal products for human use.
5. Royal Decree 577/2013, of 26 July, regulating the pharmacovigilance of medicinal products for human use
6. Royal Decree 1345/2007, of 11 October, regulating the authorisation procedure, registration and dispensing conditions for industrially manufactured medicinal products for human use.
7. Royal Decree 1591/2009, regulating medical devices.
8. Royal Decree 1616/2009 of 26 October, regulating implantable medical devices.
9. Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC.

10. Royal Decree 192/2023 of 21 March, regulating medical devices.
11. Law 14/2007, of 3 July, on biomedical research, as regards the handling of biological samples and Royal Decree 1716/2011, of 18 November, establishing the basic requirements for the authorisation and operation of biobanks for biomedical research purposes and the handling of human samples, and regulating the operation and organisation of the National Register of Biobanks for biomedical research; for the provisions in relation to the handling of biological samples of the participating subjects obtained, where applicable, due to the study.
12. Organic Law 3/2018, of 5 December, on Personal Data Protection and the guarantee of digital rights.
13. Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on Data Protection (GDPR).
14. Law 41/2002, of 14 November, basic regulation of patient autonomy and rights and obligations of information and clinical data.
15. Declaration of Helsinki, ICH (International Conference of Harmonization) Guidelines and Rules of Good Clinical Practice (GCP), in their valid versions.
16. Law 53/1984, of 26 December, on incompatibilities of personnel serving the Public Authorities and Royal Decree 598/1985, of 30 April, on incompatibilities of personnel serving the State Administration, Social Security and the Bodies, Organisations and Subsidiaries.
17. The ethical rules and the national and international anti-corruption legislation contained in the OECD Convention, adopted on 21 November 1997, also set down in the Foreign Corrupt Practices Act (FCPA), which may be applicable to one or all the Parties to this Agreement.
18. Notwithstanding the foregoing, the Parties undertake at all times to respect and comply with the applicable legislation at the time of signing this Agreement and throughout its term. If in the performance thereof, the pertinent legislation should be modified, it shall be understood as automatically applying to said Agreement, unless the corresponding legislation establishes a transient regime of different application.
THREE: Obligations of the Parties 
1. SPONSOR 
1.1. The Sponsor shall be responsible for all obligations required of it in compliance with Royal Legislative Decree 1/2015, of 24 July, approving the consolidated text of the Law on guarantees and rational use of medicines and medical devices, Royal Decree 1090/2015, of 4 December, regulating clinical trials with medicinal products, Drugs Research Ethics Committees and the Spanish Clinical Studies Registry and Royal Decree 1591/2009, of 16 October, regulating medical devices and singularly, those of communication referred to in article 39 of said Royal Decree 1090/2015.
1.2. It will also be the responsibility of the Sponsor to obtain the necessary permits, both with the CEIm and the AEMPS, and the consent of the Management Board of the Centre where the Trial is going to be conducted, materialised with the signing of the Agreement.
The Sponsor will also have the following additional obligations:
1.3. Give continuous support to the Principal Investigator and provide it and the CEIm with any new relevant information that arises on the investigational drug / medical device.
1.4. Provide the necessary documentation that includes the protocol, the insurance policy certificates and the itemised financial report.
1.5. Observing the Centre’s internal rules that are provided to it, and the indications that the CEIm responsible for its monitoring makes on the performance of the Trial.
1.6. Collaborate in the Trial’s monitoring visits that are made by the CEIm, of the monitors and auditors acting on instructions from the Sponsor and the competent authorities, when they make inspections.
1.7. Once the Trial results have been published, the Sponsor undertakes to send a summary of the final results report, to the Centre.
2. INVESTIGATOR
2.1. The Principal Investigator shall conduct the Trial in the terms of article 41 of RD 1090/2015.
2.2. The Principal Investigator is responsible for selecting the members of the research team and the support staff to the Trial, which may be formed both by individuals and by companies or of another type, which have appropriate material and human resources to execute it. Appendix II is attached detailing the list of members of the research team. Any variation in the research team must be notified to the CEIm in accordance with current legislation.
2.3 The Principal Investigator, on the request of the Sponsor, shall recruit the necessary patients so that the Trial can be correctly performed. These patients, who are going to undergo the Trial, must be selected in accordance with inclusion criteria and time periods set down in the Protocol, notwithstanding the fact that the Parties can increase the initially stipulated period, with an addendum signed by the Management Board of the Centre.
The Principal Investigator also undertakes to safeguard the research codes of the subjects included in the Trial.
3. CENTRE
3.1. The Centre shall facilitate, in its facilities, the fulfilment of the duties of the professionals that must participate in performance of the Trial, in particular, those of the Principal Investigator, Monitor and other research personnel, to guarantee the ordinary and correct management of the Trial.
3.2. The Centre shall make available to conduct the Trial the human resources included in its ordinary activity and the necessary material, technical and organisational resources; adopting the organisational, personnel and material acquisition resources necessary to guarantee the ordinary and correct management and performance of the Trial.
3.3. The Centre or the Foundation shall be responsible for the financial and administrative management of the funds to conduct the Trial. It will receive the payments made by the Sponsor/CRO (choose as applicable) and distribute them in accordance with the provisions of Appendix III.
3.4. The Sponsor and the Principal Investigator, in accordance with their responsibilities, undertake to retain the essential documents of the Trial during the time and in the conditions established in the current legislation.
FOUR: Conditions of execution
PROTOCOL AND GOOD CLINICAL PRACTICES
1. The estimated number of patients of the Centre to include in the Trial shall be [add the estimated number of participants in the Centre] ______. The use of the human and material resources will not involve a care overload.
2. The Parties shall comply with the provisions of the Protocol, including the amendments and modifications, pursuant to the provisions of article 26 of Royal Decree 1090/2015.
FIVE: Commencement and duration
1. The Trial will commence when it has: the authorisation of the AEMPS, the favourable opinion of the CEIm and the consent of the Management Board of the Centre, materialised with the signing of the Agreement. 
2. This Agreement shall come into force on the date of its signing by all Parties and shall be valid until the end of the Trial, notwithstanding the provisions of Clause Eleven. For this purpose, the Trial shall not be understood as finalised until all the obligations arising from this Agreement have been fulfilled.
3. The Trial duration shall be that stipulated in the Protocol, (indicate no. of months) ________and shall start to be counted after the signing of the present Agreement by the Parties, or of obtaining the authorisation of the AEMPS and of the favourable opinion of the CEIm, if they were later.
4. The planned schedule of the Trial in the Centre is set down in Appendix 1 to the Agreement.
SIX: Financial aspects of the Trial (Detailed in Appendices)
For those Trials with financial contribution, in compensation for performance of their work pursuant to the present Agreement, the Sponsor shall pay €__________ (excluding VAT) per patient, for a total of ______evaluable patients, which comes to a total of €__________ distributed as follows:
· The Research team will have a remuneration of 50% of the total budget. In the case that there are no collaborating members with the Principal Investigator, he/she will receive the amount corresponding to this percentage in full, and in the case that there are collaborating members together with the Principal Investigator, it will be performed as follows:
1. Compensation to the Principal Investigator: €____________ (excluding VAT) per evaluable patient, which coincides with 25%-35% of the total budget, so that, for a total of _________ evaluable patients, as established in the following point, it comes to a subtotal of €____________ (excluding VAT), to be billed by (name of Principal Investigator or Foundation) 
___________________________________________________________________________________
2. Compensation to the Collaborative Research Group (where applicable): €____________  (excluding VAT) per evaluable patient, which coincides with 15%-25% of the total budget (depending on their number and position), so that, for a total of _________ evaluable patients, it comes to a subtotal of €__________ (excluding VAT), to be billed by (names of the research team and support personnel to the Trial proposed by the Principal Investigator or Foundation) ___________________________________________________________________________________
· Compensation to the Pharmacy Service: €____________ (excluding VAT) per evaluable patient, which coincides with 5%-15% (depending on their number and position) of the total budget, so that, for a total of _________ evaluable patients, it comes to a subtotal of €__________ (excluding VAT), to be billed by (name of the party responsible for monitoring the Trial from the Pharmacy Service)_______________________________________________________________
· Compensation to the Centre: €____________ (excluding VAT) per evaluable patient, for a total of _________ evaluable patients, it comes to a subtotal of € __________ (excluding VAT), (excluding the compensations to the Pharmacy Service, sample management, etc…) to be billed by (name of the Management Board/Health centre, to sponsor the investigation) _______________________________________________________________.
· If the Foundation of the National Hospital of Paraplegics (HNP Foundation) intervenes for the research and integration, it will be awarded_:€___________ (excluding VAT) per patient, for a total of ________evaluable patients, which comes to a subtotal of €__________ (excluding VAT), corresponding to 10% of the parts it bills, excluding the extraordinary direct costs, to be billed by (name of the Foundation) _______________________________________________________________.
The extraordinary direct costs. i.e. costs other than what the subject would have had if he/she had not participated in the Trial, such as: additional complementary analyses and examinations, changes in duration of the consultations / hospitalisations, purchases of equipment and/or fungible material, reimbursement for costs to patients, as well as all the extraordinary tests performed within the framework of the trial, shall be paid by the Sponsor independently and in differentiated manner. This compensation comes to a subtotal of __________€ (excluding VAT), to be billed by (name of the Management Board/Health centre) _______________________________________________________________.
In the event of early termination of the Trial, the Promotor shall only pay for those services performed until the termination date.
Other costs related to the Trial (where applicable) €_______________ (e.g. screening failure, contract management, document filing…)
SEVEN: Insurance and liabilities
1. The Sponsor, pursuant to the provisions of article 9 of RD 1090/2015 or article 32 of Royal Decree 192/2023, as applicable, certifies that it has a civil liability insurance policy with the company (add insurance company name) ____________________________________________________ with number: (add policy number) _____________, valid and up-to-date with payment, which covers the damages indicated in section 1, at the same time as the liabilities that may be incurred by the Sponsor, the Principal Investigator and collaborators, including the contracted clinical researchers, and the hospital or Centre, where the trial is conducted, which it must document prior to performance of the Trial, unless they are “Low Intervention Clinical Trials” (copy is attached of the policy or its certificate).
2. The Trial Sponsor is responsible for taking out an insurance policy or financial guarantee that covers its SUSPENSION.
EIGHT: Confidentiality and personal data protection
CONFIDENTIALITY
The Parties undertake to make all resources available to guarantee the confidentiality of the information provided to conduct the Trial and obtained during its execution, as well as the confidential data of the subjects recruited for it, in order to comply with all the requirements established in current legislation. The following information shall be exempted from this confidentiality agreement: a) it is in the public domain, b) it was previously known by the Parties at the time of being disclosed, or c) it was mandatory to disclose it due to legal imperative.
The obligations of confidentiality and non-use remain in force indefinitely.
DATA PROTECTION, the following obligations of the Parties are established:
1. Access the data of the participating subjects, in the conditions established by the data controller of said data, to guarantee compliance with the personal data protection legislation.
2. Adopt the technical or organisational measures that guarantee maximum respect for the personal data protection legislation to the Trial subjects, during the follow-up visits, monitoring and audits, to protect them and avoid access thereto by unauthorised third parties. The Parties are obliged to collect and process the data pursuant to Regulation (EU) No 536/2014 on clinical trials, Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC, Organic law 3/2018, of 5 December on the Protection of Personal data and guarantee of digital rights, and article 16.3 of Law 41/2002, of 14 November, basic regulation of patient autonomy and rights and obligations of information and clinical data.
3. The Centre and the Principal Investigator shall appropriately process the personal data of the subjects participating in the Trial so that they cannot be identified by the Sponsor and CRO (where applicable).
4. The monitor appointed by the Sponsor, pursuant to the provisions of article 40 of Royal Decree 1090/2015, can access the pertinent clinical documentation of the patients included in the Trial, under the supervision of the researchers and for the purposes of verifying the accuracy and reliability of the data provided by the principal investigator about the participating subjects, verifying protocol compliance, as well as ensuring that the informed consent has been obtained from all patients before their inclusion in the Trial.
5. Immediately inform the other Parties, if any of them considers that another breaches the GDPR, the LOPDGDD (Organic Law on data protection and the protection of digital rights), or any other provision regarding data protection of the Union or the members states, with the aim of quickly remedying it.
6. Assume the relevant liability in the event that the data are intended or used for a purpose other than the performance of the purpose of this Agreement, or allow access by an employee who does not need to know them to provide the services. Be liable for the breaches it had personally incurred in all cases.
7. Not to disclose, transfer, assign, or in any other way communicate the personal data, whether verbally or in writing, by electronic means, on paper or by computer access, not even for their storage, to any third party, unless there is prior authorisation or instruction to do so.
8. Keep a register of all categories of processing activities carried out in compliance with the present agreement, containing the information required by article 30.2 of GDPR and 31 of the LOPDGDD.
9. Give mutual support in carrying out impact assessments relating to data protection, when appropriate.
10. Ensure the training in relation to personal data protection for the persons authorised to process said data.
11. Give support in carrying out both impact assessments in relation to data protection, and prior consultations with the Supervisory Authority, when appropriate.
12. Make all the information needed available to the other party to demonstrate compliance with its obligations, as well as the audits or inspections the other parties perform with the aim of verifying the correct performance of this Agreement.
13. Adopt and apply the security measures stipulated in the present Agreement, pursuant to article 32 of the GDPR, which guarantee security of the personal data and avoid their alteration, loss, processing or unauthorised access, taking into account the state of technology, the nature of the data stored and the risks they are exposed to, whether they come from human action or the physical or natural environment.
14. Appoint a data protection officer and communicate their identity and contact details to the other party between the sponsor (CRO) and the Centre, Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC, and articles 35 to 37 of Organic Law 3/2018, of 5 December, on the protection of personal data and guarantee of digital rights. The Sescam’s Data Protection Officer is the Technical Committee of Information Security (CTSI), dpd@sescam.jccm.es; nevertheless, in the Management Boards it is also possible to make queries as regards data protection and information security to the respective information security teams, established in all the Management Boards, and formed by the executive team, a computer specialist and a legal advisor.
15. Previously inform the other parties in the event that, due to legal requirements, it was necessary to transfer or allow access to personal data controlled by others to third parties, by virtue of the applicable Law of the Union or the Member states, unless prohibited due to reasons of public interest.
16. In the event that the processing includes the collection of personal data, establish the procedures corresponding to their collection, especially as regards the reliable identification of users, the duty of information and, where applicable, obtaining the consent of the affected parties. Guarantee that these instructions fulfil all the legal and regulatory prescriptions required by current legislation as regards data protection.
17. Supervise the processing and compliance with the data protection legislation by other parties.
SECURITY MEASURES AND SECURITY BREACHES:
Considering the state of the art, the application costs, and the nature, scope, content and purposes of the processing, as well as the variable risks of probability and severity for the rights and freedoms of individuals, the Parties shall apply the appropriate technical and organisational measures to ensure a security level appropriate for the risk, which, in its case includes, amongst others:
a) the pseudonymisation and encryption of personal data,
b) the capacity to ensure permanent confidentiality, integrity, availability and resilience in the processing systems and services, along with rapid availability and access to the personal data in the event of a physical or technical incident
c) a regular verification, evaluation and appraisal process of the efficiency of the technical and organisational measures to ensure processing security.
d) a catalogue of security measures recognised by information security regulations or standards.
When assessing the suitability of the security level, the Parties will take into account the risks involved in data processing, particularly as a result of the accidental or unlawful destruction, loss or alteration to the personal data transmitted, stored or processed in another way, or the unauthorised communication of, or access to, said data. The Parties will allow and contribute to audits, including inspections, to the other party. 
Likewise, in the event that the current data protection regulations, or other related regulations which are applicable to the processing, which is the purpose of this Agreement, are amended, the Parties guarantee to implement and maintain any other security measures which may be required of them, without this involving any amendment to the terms of this Agreement.
In the event of a breach of security of the personal data in the information systems used by the Parties to provide the services, they must notify each another, without undue delay, and, at any event, within a maximum of 24 working hours, of the security breaches of the personal data held by them that they are aware of, together with all the relevant information to document and notify the incident in accordance with the provisions of article 33.3 of the GDPR.
In this case, each party, to the extent that it concerns them, must notify the data security breaches to the Data Protection Authority and/or the data subjects concerned pursuant to the current regulations.
RIGHT OF INFORMATION.
Each of the Parties is informed that the professional contact details shall be processed by the other party with the aim of managing the present Agreement, based on processing its execution. The data shall be retained during the time the contractual relationship lasts and until the possible liabilities arising from it prescribe. Furthermore, the Parties shall not assign the data to third parties, unless expressly authorised or by legal obligation. Likewise, the Parties can exercise at any time their right of access, rectification, limitation, erasure, opposition and portability, with respect to their personal data, by contacting the Parties’ data protection officers:
____________________________________________________________________________________
(Include contact details of the data protection officers of all the Parties, including the Principal Investigator). 
The Parties can also file a complaint with the Spanish Data Protection Agency.
If any of the Parties wanted to transfer the Personal Details of the signatories outside of the European Economic Area (EEA) or Switzerland, it shall only be performed when allowed by the applicable legislation in the EEA, based on the legal transfer mechanisms and after authorisation by the other affected Parties.
NINE: Trials that involve the use of Biological Samples
In the event that the Trial involved the use of biological samples, it will comply with the provisions of Law 14/2007, of 3 July, on biomedical research, and Royal Decree 1716/2011, of 18 November, establishing the basic requirements for the authorisation and operation of biobanks for biomedical research purposes and the handling of human samples, and regulating the operation and organisation of the National Register of Biobanks for biomedical research. The biological samples can only be used for the purposes proposed to conduct the Trial, and for the lines of research related to the proposal of said Trial, and they must be destroyed in the event that consent of the participating subject was revoked or restrictions had been introduced, meeting the specific terms of the revocation or the consent, as applicable.
TEN: Medicinal products and equipment to conduct the Trial
In general terms:
1.  According to RD 1090/2015, the investigational drugs used during the Trial must be provided free of charge by the Sponsor and throughout its duration, including the medicines of the experimental arm, control arm, and when applicable, combination therapy.
2. They shall be dispensed in a controlled manner in accordance with the protocol guidelines through the Centre’s Pharmacy Service. If the Centre does not have a Pharmacy Service, the provisions of RD 1090/2015 shall be complied with.
3. The SESCAM shall solely supply the support pharmacological treatments, which are of typical use for the indication of each Centre. 
Furthermore, the following stipulations shall be applicable in accordance with the Trial type.
· Independent research: in the Trial whose Sponsor is a Researcher from the Centre or a not-for-profit entity, other forms of supply can be arranged with the Centre. 
· Extension studies: they shall exclusively include patients who, after being treated with experimental treatment in the main Trial, have obtained a clinical benefit. The Sponsor shall supply the Trial treatment throughout its duration, irrespective of its marketing.
· Early access in neoplastic disease: the Trial drug shall be freely supplied to all patients included in it, until progression of the disease or inacceptable toxicity, irrespective of its marketing.
· Immunotherapy / Vaccines: the Trial Sponsor shall freely provide the full treatment (dose increase phase and maintenance phase) to those patients who obtain clinical benefit and who, according to medical criterion, continue to be treated throughout the maintenance period.
· Clinical Research with Medical Devices: the medical device samples shall be freely provided by the Sponsor, in accordance with article 30 of Royal Decree 192/2023.
In the event that extraordinary equipment should be required to perform the protocol, this will be acquired and installed by the Sponsor, with the Centre’s authorisation and supervision. Likewise, the Sponsor shall be liable for the maintenance costs as long as the Trial lasts. At the end of the Trial, the Sponsor will remove the extraordinary equipment at its expense and the Principal Investigator shall return to the Sponsor the material supplied and all the medication not used that is in its possession.
ELEVEN: Amendment, cancellation or suspension and termination of the Agreement.
AMENDMENT
1. Any amendment to the provisions of this Agreement must be made in writing and be signed by the Parties as an addendum to it. In any case, the amendment will comply with the provisions of article 26 of RD 1090/2015. 
2. Any change in the people taking part in the Trial must be previously informed for its approval to the Sponsor and the CEIm.
3. In the event of a change of Principal Investigator due to medium- or long-term leave, it shall be permitted that this is documented by the signing of an addendum to the agreement by the new principal investigator, the sponsor and the Centre.
CANCELLATION OR SUSPENSION
1. The Trial may be cancelled or suspended by one of the Parties in any of the situations provided for in article 27 of RD 1090/2015, and also in the following cases:
· If from the available data it is inferred that it is not safe or justified to continue administering the Trial drug or the placebo to the patients.
· Due to breach of the essential obligations undertaken by one of the Parties.
· Due to breach or defective performance of the remaining obligations undertaken by another of the Parties, provided that said breach is not remedied by the breaching Party, within a period of fifteen (15) days, from receipt of a written communication wherein the breaching Party requests compliance with said obligations.
· If compliance with the Protocol is defective or the data are incomplete or inexact in a repeated manner.
· By mutual agreement between the contracting Parties, which must be stated in writing.
TERMINATION OF THE AGREEMENT
1. The termination or suspension of performance of the Trial will allow termination of the Agreement by the party who is not in breach of their contractual obligations.
2. The Parties accept and are aware that all continuation in the administration of an investigational drug without marketing authorisation in Spain to the subjects who have ended their participation in a Trial, provided that the drug is not effectively marketed in Spain for those conditions of use, shall be governed by the rules established in Royal Decree 1015/2009, of 19 June, regulating the availability of medicinal products in special situations.
TWELVE: Publication of results
1. All of the data, the results of the Trial, and all of the work and industrial and intellectual property rights arising therefrom, belong to the Sponsor, with the Parties being subject to the provisions of the applicable legislation.
2. The Sponsor will inform of the results obtained, according to the periods and procedure indicated in articles 37 and 38 of Regulation (EU) no. 536/2014 of the European Parliament and of the Council of 16 April 2014.
3. The Sponsor is obliged to publish the results, whether positive or negative, of the Trial in scientific journals, before being disclosed to the non-healthcare public.
4. The Trial results cannot be published by the SESCAM, the Principal Investigator or the Centre until its complete conclusion, and they must have prior authorisation for this from the Sponsor. To this end, the Sponsor must receive, for its review, a copy of the proposed publication, at least sixty (60) days before it is sent for publication. If there is no response by the Sponsor within that period, the proposed publication shall be understood as approved.
5. The lack of authorisation to publish the results shall not prevent the SESCAM, the Principal Investigator or the Centre from using said results in their professional activities.
6. Neither the Principal Investigator nor the Sponsor can use the corporate image of the SESCAM health Centre in the results publication. In the event that this is appropriate, they should make the honorary mention appropriate for the degree of participation of the SESCAM health Centre in the OS and its future projection.
7. The provisions of article 42 of Royal Decree 1090/2015 shall be complied with for all purposes.
8. In the event of Agreements with zero-payment financial report, the parties agree that the intellectual and industrial property of the results arising from the present study is shared 50/50 by the Sponsor and the Investigator. Said circumstance of co-ownership shall be expressly stated in the knowledge protection instruments generated. The necessary costs arising for protection of said ownership shall be assumed by the Sponsor and the Centre.
THIRTEEN: Anti-corruption clause
1. The Parties agree that the stipulated compensation: a) is, in their experience, a fair compensation for the services provided; b) that it is not an incentive for, or in exchange of, past, present or future prescriptions, purchases, recommendations, use, obtaining a preferential formulaic status or dispensing of any product of the Sponsor or, in any way, conditional on any similar activity; and, c) does not involve an alteration in the opinion of the Principal Investigator and Centre in relation to the advice and care of each one of the subjects.
2. The anti-corruption policy establishes that none of the Parties’ employees, and any third party acting for them or on their behalf, may have any interest or commitment which comes into conflict with, or prevents them from, performing their obligations under this Agreement. All activities must be performed with strict respect for, and compliance with, the applicable ethical standards and legislation.
3. The Parties consider that behaving with integrity and transparency is essential, applying a zero tolerance policy towards any corrupt practices. They commit to perform the clinical research, fostering the effective control mechanisms and supervising the compliance with any other regulation published to combat cases of corruption.
4. The Parties’ employees, and any third party acting on their behalf, will not make payments of any kind, under any circumstances, either directly or indirectly, to any of the Parties taking part in the Trial for the purpose of obtaining an unfair advantage or unduly influencing any decision making. This concept includes payments, or promises of payments, in kind and/or in cash, and any other offer of goods or services.
5. The Centre or Foundation will accurately record all financial transactions arising from this Agreement and will, when requested to do so in writing, make the relevant documentation available to the Sponsor that allows verifying compliance with the commitments included in this document.
FOURTEEN: Applicable legal regime and jurisdiction
The provisions of this Agreement shall be regulated and interpreted pursuant to applicable legislation in relation to clinical trials with medicinal products for human use, i.e. currently the provisions of Royal Decree 1090/2015, of 4 December, regulating clinical trials with medicinal products, Drugs Research Ethics Committees and the Spanish Clinical Studies Registry, and Royal Decree 192/2023 of March 21, which regulates medical devices, as well as the applicable regulations in this area. In the event of dispute about the interpretation or compliance with this Agreement, the Parties, expressly waiving any other jurisdiction which may correspond to them, submit to the jurisdiction of the courts and tribunals of the municipality of the Community of Castilla-La Mancha where the Centre is located.
In witness whereof, they sign the present document. 
                 By the Centre:




        By the SPONSOR:
(name of legal representative)



(name of legal representative)
______________________________


______________________________
By the Foundation:
(name of legal representative)
______________________________
And accepting the commitment of the terms that appear in this Agreement:
      Principal Investigator



 Monitors/CRO:
(name of principal investigator)



(name of monitor)
______________________________


______________________________
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