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COLLABORATION AGREEMENT SIGNED BETWEEN LA FUNDACIÓN INSTITUTO DE INVESTIGACIÓN SANITARIA ARAGÓN (FUNDACIÓN IIS ARAGÓN) AND .................................................................... THE SPONSOR OF THE CONDUCT OF A CLINICAL TRIAL TITLED:
...........................................................................................................................................................……………………............................................................................................................................................................…………………….......................................................................................Code of Protocol:
In Zaragoza , on .......... of ............................... 20..
BY AND BETWEEN:
On the one hand:

Mr………………, acting in the name and on behalf of…………………. to the power of attorney granted before the Notary Public of………….., on the ………..day of ………..20…, under the number ……..of his protocol, which is valid –as he states–, and with business address at ……………..

On the other hand: 

Mr Óscar López Lorente with National Identity Card number 25.448.429-X, Executive Director of Instituto Investigación Sanitaria Aragón  with Tax ID number G99426132, and registered address on Centro de Investigación Biomédica de Aragón (CIBA) Avda. San Juan Bosco, 13 50009 Zaragoza,
Mr/Mrs …………………………….. with National Identity Card number ………………………, Sector Manager …., in his/her capacity of legal representative of  Hospital……………….., where the Project is going to be developed.

D…………………………………with National Identity Card number …………………………, of the Service of …………………centre Hospital ………………..acting in his/her capacity of PRINCIPAL INVESTIGATOR 

Given that all of them mutually recognize their necessary legal capacity to grant this agreement,
Recognising themselves with the necessary legal capacity for award of the contract
STATE:
1. That ..................................................... is interested in  promoting clinical trials of the product described in the protocol.
2. That the prinicipal investigator Mr. .................................................... and the collaborator investigators are interested in the perfomance of the clinical trial in the terms and conditions that are established hereinafter.
3. That the centre Hospital……………………………..was aware of the clinical trial protocol-subject matter hereof- and gives its consent to its realization in the Centre, in the terms and conditions later detailed , and shall facilitate the development of the same.
4. On 27 October 2014 a Foundation agreement was signed between the Department of Health, Social Welfare and Family´s Gobernment of Aragon, the Aragon Institute of Health Sciences, the Aragonese Health Service and theUniversity of Zaragoza for the creation of the Foundation Aragón (IIS Aragón).
By virtue of the foregoing, both parts agree establish the following:
CLAUSES:
1. OBJECT OF THE AGREEMENT
The Principal investigator undertakes to conduct the clinical trial proposed           by......................................................in its/his/her capacity of the sponsor of the trial, in accordance with the characteristics described in the Protocol, whose title is provided in the contract header. 

The Principal investigator declares to have knowlegde the legislation currently in force in Spain about Clinical trials and this trial has to be undertaken under the legislation applicable, accoriding to the principles included in the Declaration of Helsinki and according to the rules ICH (International Conference of Harmonization Guidelines) for Good Clinical Practice (GCP), as well as the ethical rules and the National and Internacional anti-corruption legislation, and other applicable legislation.
Furthermore the principal investigator shall ensure all the patients who participate in the trial shall comply with all the requirements required by current legislation
2. PARTICIPANTS

For any variation with the members  of the research team, the prior  authorization must be obtained of the trial sponsor and shall be communicated in writing to the Fundación IIS Aragón.
Moreover, the trial sponsor shall designate, for the purpose of supervising the proposed trial follow-up, the following people:
Trial Monitor:
Contact Information: Organisation:
         Address:
                                             Telephone:
                                             Email Address:
In the event of replacing some of them, the sponsor  shall communicate about the identity of the new incorporated to the investigator and to the centre.
3. RESPONSABILITY OF THE TRIAL
The Clinical trial subject of this agreement shall be performed under the direct and personal responsability of the Principal investigator
Moreover, the Principal investigator shall be fully responsible that the clinical trial  complies with the established requirements and conditions in the corresponding  administrative authorization.
4. PLACE OF PERFORMANCE
The Clinical trial subject of this agreement shall be performed at the Service/Unit……………………………of th Hospital…….…………………
5. OBLIGATIONS OF THE TRIAL SPONSOR
1. To Establish standardized working procedures.
2. To sign together with the investigator, the protocol  and any changes introduced into it.
3. To ensure that the investigador performs the study as it is specified in the protocol.
4. To provide all the basic and clinical information available of the product under research and update it during the trial.
5. To provide all the documents required by the current legislation, as well as request the  opinion of CEIM and the AEMPS authorization, communicate the beginning of the trial, the serious infringements of the Protocol, and other necessary information, collecting the authorisations to proceed
6.To provide the medication/ products of the Trial by sending them the Hospital Pharmacy Service detailing the storage and preservation conditions, as well as the encryption type and unblinding(if available); ensure the Good Manufacturing Practised have been complied  and the samples are packaged and labelled properly. The sponsor is also responsible for the storage and delivered samples and make sure that in the centre where the trial is being performed, there is a correct procedure to handle and preserve of these samples.
To do, this the Sponsor must attach in an Annex II as an inseparable part of the current contract, the list of all medication/ products that shall be supplied for each patient, within the meaning of the protocol.
7. To communicate the relevant authorities: 
    a) Adverse, serious, and unexpected events which could relate with the   investigational treatments, according to the applicable law.
b) Any information relating to the subject of the current contract by using animal studies conducted that presents a significant risk to humanbeings, including any teratogenicity or carcinogenicity finding. The sponsor together with the investigator shall take the  necessary measures for the clinical trial subject´s protection
8. To provide the investigator ,when appropiate, any important information which access is provided during the trial
9. To provide financial compensation to subjects in the event of injury or death affected  by research, in the provided terms and the limitations in Royal Decree 1090/2015. 
To provide the investigator with legal and economic coverage in such cases, in the provided terms in Royal Decree 1090/2015, except when the injury is as a result of the investigator´s negligence  or malpractice .
10. To agree with the investigador the obligations with regard with data processing, report writing and the publication of results. In any case, the sponsor is responsible for preparing the final or partial reports and communicate them the Spanish Drug and Healthcare Products Agency.
For the conduct of the Clinical Trial ,subject of this contract, the prior authorization of  the Spanish Drug and Healthcare Products Agency shall be needed.
11. The obligations of the Sponsor shall be, besides all those established  in Royal Decree1090/2015, on 4 th December that regulates the Clinical drug Trials in Spain, Ethics Committees research with medicines and the Spanish Clinical Trials Register.
6. OBLIGATIONS OF THE PRINCIPAL INVESTIGATOR
1. To lead the practical trial conduct and sign, together with the Sponsor, the application, by taking responsability with him.
2. To agree and sign together with the Sponsor the trial protocol.
3. To know in detail the properties of the drugs  under study.
4. To obtain the informed consent of each subject before their inclusión in the trial.
5. To Coordinate, supervise and lead the collaborators
6.To collect, register and report data in accordance with the regulations  on Good Clinical Practice (GCP)
7.To notify the Sponsor inmediately the serious events except in cases referred to in the Protocol as events not requiring inmmediate reporting
8.To ensure that everyone envolved shall respect the confidentiality of any information  about the trial subjects
9. To report regularly thel CEIM on the trial progress
10. Take responsability with the Sponsor in the preparation of the final report, given his agreement to him with his signature
11. To follow all strict Good Clinical Practices, nowadays recognised by the scientific community (and mandatory according to Spanish legislation), including the obligation to keep the identification codes of the study 
participants subjects for 15 years after the completion or dicontinuation of the trial.
12. To Start and finish the study within the deadlines established in Protocol
13. To hand, at the request of the Sponsor, a summary of the study ending within 60 days of the end of the trial, as well as a clinical report
14. To attend and participate personally or through delegation, in researches´ meetings convened by the Sponsor.
15. To receive and collaborate with the Project manager, trial auditors and monitors to guarantee and the trial quality control.
16. In the case the investigador declines to participate in the trial due to a termination or move or another reason, is commited to provide a replacement and manage his acceptance by the Sponsor, by the Fundación IIS Aragón and the Ethics Committee for Clinical Research to ensure the continuity of the trial.
7. OBLIGATIONS OF THE SUPERVISOR
Those established in Article 40 of Royal Decree on 4 December by the Ministre of Health, Social Services and Equality.
8. OBLIGATIONS OF THE FUNDACIÓN IIS ARAGÓN AND OF THE CENTRES
The Fundación IIS Aragón shall be responsible for the material management of the financial funds for the trial development, in accordance with the enclosed Financial Report, including the Compensation for the investigators, the participation of the maintenance cost,  of research capacity, development and innovation of the research team and the Centre, the costs incurred by the centre arising from the trial and the administrative costs. To do this the FUNDACION IIS ARAGON shall establish the appropiate procedures with the Aragonese  Healthcare Service and the centres dependent on them.
The Fundación IIS Aragón shall incorporate  the information related to the medical resources used in the central system of clinical research Project management developed within the Community of Aragón, ensuring confidentiality of the trial data and adjusting to what is established in Law on Data Protection.
To do this, the collection, entry and management of data regarding to the health resources used in clinical research, the data quality control and the statistical analysis of the information obtained shall be carried out.
The development of the clinical trial shall be provided on the premises by the centre, under the terms here agreed.
9. INFORMED CONSENT
The established enforcement by Royal Decree 1090/2015 on 4th December by the Ministre of Health, Social Services and Equality must be guaranteed.
10. FINANCIAL AGREEMENT
The Sponsor agrees with the amount of…………€ (excluding VAT) for the performance of this trial at the listed centre. The above amount the Sponsor states, represents the usual cost (market value) for the investigation services that shall be performed, which, has been determined by mutual agreement and hasn´t been established taking into account the turnover or value of other operations or business generated between the parts by other means.
THE DETAILED FINANCIAL AGREEMENT is attached in the economic report, WHICH IS AN INSEPARABLE PART of this contract as Annex I
The economic report provides the total budget of the trial and will cover at least the following sections according to current instruction.
-Compensation to investigators(*) and the investigation group (compensations to pharmacy group and other centre staff  icluded) 60%
-Participation in the maintenance expenses investigation capacity, development and innovation at the centre 10%.
-Costs incurred by the centre derived from diagnostic and therapeutic process caused at the centre as a result of the trial15%
-Aministrative expenses of the FUNDACION IIS ARAGON: 15%
(*) From the part of the budget corresponding to the payment as a complement of variable productivity of the researchers involved, the responsible health personnel may receive remunerations that will have an annual limit of 50% of the maximum compensation that could correspond annually to their category of health personnel in full-time dedication regime for all expected remuneration concepts, except for continued activity (guards).

In the case of reaching this annual limit, the remaining amount of the fund for the payment of researchers as variable productivity, if any, should be devoted entirely to the research group and whose purpose will be the research activities of that group.
If it exists, the compensations to be made to non-staff of the centre  and the costs of diagnostic and therapeutic process to be carried out on other institutions and entities caused by the trial, should be provided (IT MUST BE STATED ONLY IF THERE IS EVIDENCE, IN THOSE CASES WITH NO EVIDENCE, IS IRRELEVANT).

Invoicing, on the part of the Institute, shall be calculated per patient, according to the degree of development of the trial. The said development shall be calculated according to the recruitment of patients and the visits made to them. These shall be valued according to the following table. 

( Recruitment:
Visit 1: ______€
Visit 2: ______€
Visit 3: ______€
The amount to remunerate will be payable, once the data  are fully completed, in accordance with the attached economic report.
Further payments/extraordinary proof(…). 
Note.-Case by case shall be reviewed.
On administrative management concept of the clinical trial, the amount of 1.300 € + IVA shall be paid on signing contract in a single instalment. The payment shall be made, upon receipt of the invoice
The calculation of the degree of the trial conduct for invoicing purposes shall be notified biannually by the Sponsor to the Fundación IIS Aragón according to the same visit schedule described above.
- (In case of being an uncompetitive trial) The estimated number of patients to include will be of……… patients.
- (In case of being a competitive trial) For being a competitive trial the number of patients to include will be of………… patients at this centre this number may be modified regarding inclusión  on the other half of the participants.
(These two paragraphs are alternative, the not applicable paragraph have to be removed and the contents of the parentheses have to be removed)
The patients who must leave the study by an adverse effect attributable to them/ the medicines/ or sanitary materials in investigation the amount to pay shall be calculated  in proportion to the visits made.
In case of patients leaving for other reasons, the amount to pay shall be calculated  in proportion to the visits made.
The financial funds to whose delivery the Sponsor is obligued for the development of the clinical trials shall be collected  in the current account designated for that purpose by the Fundación IIS Aragón, as administrator of the same .

The general and economic obligations arising from this contract, are in exclusive relationship and may not be extended nor associated tacitly, other type of relationships and business operations between .......................................................... and the Hospitals and the investigators taking part in the study.
None of the parts involved shall be able to carry out with another part involved or with third parts nor agreements neither economic exchange of any kind related with the trial conduct, outside the terms of this contract. The meeting expenses for the trial set up are excluded of this clause, in case of being multicentre.
Nothing in this current contract shall be construed in any way as constituting an obligation or induction to prescribe, purchase, use or book  the use of any product of the Sponsor or of their members. 
Invoicing Data:
· Name:……………………….

· Address:…………………….

· TAX ID.NUMBER (VAT NUMBER) ………………………….

· Delivery address:…………..

· Telephone number:………….. 

In case of  invoicing different person from the Sponsor, shall be added:
“The Sponsor requests and approves the Fundación IIS Aragón that the invoicing referred to this contract is issued to: (Invoicing Data……) However the Sponsor shall maintain his obligation of payment apart from the invoicing made to a third part designated, dependent on the Fundación IIS Aragón in the event of non payment for any reason, even the competition of the said third part, invoicing directly to the Sponsor the amounts due”. 
Nevertheless, the payments made by the CRO / representative of the Sponsor shall constitute discharge nature
  Compensation to trial participants
In addition, the Sponsor provides for reimbursement to patients for proven reasonable expenses associated with their participation in the Trial as established in the informed consent. This reimbursement will be made through the Sponsor, without the IIS Aragón Foundation being involved in this management.
11. DURATION OF TRIAL
The trial will not be initiated, in any case, without the compulsory authorisation of the AEMPS, the related opinión of the CEIm  and any other authositation if required , by the applicable regulation. The efficacy of the current contract is suspended to obtain of the referred authositations. The trial must start when the Sponsor  provides for delivery of the test material, once you obtain the licences and the medication import, and shall be finished in ………..months after its beginning. If the recruitment or the experimentations hadn´t finished within their respective deadlines, the Contracting Parts shall take the necessary measures, by agreement, the arrangements considered appropiate.
12. INCLUTIONS OF PATIENTS


The period to include patients should be finished before: ..............................., this period may be extended with the prior written notification.by the Sponsor to the Fundación IIS Aragón. The Sponsor reserves the right to interrupt  the inclusions of patients in the following cases:
1. If the Principal investigator, does not include, without accepted justification by both parts, the agreed number of patients  during the appointed period in the previous paragraph.
2. If the patients who have to be included in the trial is reached by the different  investigators involved, in case of a multicenter trial.
If there are justified reasons to make any modifications here of the current agreement, such modifications shall be established by mutual agreement and in writing between both parties hereto.
13. SUSPENSION OF THE TRIAL 
The trial may be suspended before completion by sending a notification in writing to CEIm, the Fundación IIS Aragón and  the health authorities concerned, if any of the following cases:
a) If it is inferred from the available data that is not safe or justified to continue administering the trial drug and/or the comparative drug or the placebo to patients
b) For failure by the Principal investigador any of the terms of this contract.

c) If the protocol compliance is deficient or the data are incomplete or inaccurate repeatedly.
d) By mutual agreement between the Contracting Parties.
This agreement must be expressed in a writing document.
The conclusion of this agreement and the ongoing clinical trials, shall require discussion and coordination in order to ensure the safety of the patient, the continuation of treatment and the compliance with the legal regulations applicable to this matter . 
In either case a report must be elaborated and signed by both parts, setting out the reasons of the suspension of the trial.
To the termination or suspensión of the trial, the Principal investigator shall refund the promotor the material supplied and all not used medication in his power..
In the case of early termination of the trial, only the services provided  up until early end date shall be paid by the trial Sponsor.

14. CONFIDENTIALITY AGREEMENT
Considering the confidencial nature of all the documents related to the drug owned by the trial Sponsor, the Principal investigator, the collaborator staff or the trial participant are comitting to:
1. To receive and to keep  all the confidential information.
2. To use the information received only for purposes and objetives established in this agreement. 
3. To reveal the said information to  third parties with the prior writen consent of  the trial Sponsor, and  provided that the third party is envolved in the clinical trial and undertakes in writing, to respect the confidentiality of the information in the terms established herein.
4.This confidentiality Agreement is not only for the investigator but also for all people who cooperate with him, or participate directly or indirectly in the clinical trial.
What precedes shall not be applicable to any information that:
1. It is or becomes part of the public domain without any responsability of the investigator or the collaborating staff or the trial participant.

2. It is received legitimately by third parties without the Principal investigator or the collaborating staff or participant in the trial having failed to comply with this confidentiality agreement.
3. It is known previously by the Principal investigator or collaborating staff or participant in the trial 

4. If it was necessary to reveal such information by legal obligation
The Principal investigator, collaborating staff or the study participant, must not use the information provided or part of it for their own benefit or in the benefit of third parties , and any material with confidential information shall not be shared, unless it is provided in this agreement. In this respect, the Organic Law 15/99, on December 13 th must be interpreted in stricted compliance, , on the Personal Data Protection.
The obligation of confidentiality referred to above shall link the Principal investigador and the Hospital, even after the conclusion of the trial, by comitting both to enforce the confidentiality obligation of each participant who have access to information derived from this trial.
The Fundación IIS Aragón, notwithstanding the foregoing , may register and process the information concerning assistance acts, consultations, tests and others for the purpose of management of assistance resources, carried out in patients enrolled in the trial. To do this, protocol information, manual for collecting Data and other needed may be used . 
15. PERSONAL DATA PROTECTION
Concerning the thoroughness of the trial and the obligations and responsibles for the processing of personal Data, when the personal Data of the investigators and/or patients are collected and processed, appropiate measures must be taken to protect them and to prevent access by unauthorised third parties, even following the expiration of the agreement. The parties agree the Data collection, treatment and disclosure, as well as the medical information and of the trial subject, and the personal data related to the Principal Investigator and to the investigation team shall be carried out in compliance with applicable laws and regulations on the subject of personal data protection and, specifically with Organic Law 15/99, of December 13, about Protection of Personal Data. The Principal investigator, if stipulated by the trial protocol, shall properly dissociate the data of the trial subjects, according to the apllicable legislation.
· Personal data included in this Contract.  

In compliance with the Organic Law 3/2018, of December 5, on the Protection of Personal Data and Guarantee of Digital Rights (hereinafter, the "LOPD") and the General Data Protection Regulation (EU) 2016/679 (hereinafter, the "GDPR"), the Parties agree and establish that: 

 1. The data contained in this Agreement shall be processed for the purpose of this Agreement, the legal basis for the processing being Article 6.1.b) of the GDPR and Article 19 of the LOPD; 

2. The data will be kept during the execution of this Contract and, after its termination, for the period necessary to comply with those legal obligations that are applicable to the Parties. 

3. The interested parties may exercise their right of access, rectification, deletion, opposition, limitation and portability of their data by sending an e-mail with a photocopy of the ID card, or supporting document, by the Sponsor to the address ______:  

In addition, interested parties may file a complaint with the competent Control Authority (www.aepd.es). 

4. The Parties have designated a Data Protection Officer who can be contacted by e-mail: 

The Center has designated a Data Protection Officer who can be contacted through the following e-mail address: dpd@salud.aragon.es .  

The IIS Aragón Foundation has designated a Data Protection Delegate who can be contacted through the following e-mail address: dpd@iisaragon.es.  

The Sponsor has designated a Data Protection Delegate, available at ______.

· Personal data of the Patient subject of study  

1. The Parties will have, in relation to the processing of the personal data derived from the performance of the Study, the condition of independent controllers in the data processing, for which reason they will respond respectively and not jointly and severally for the obligations incumbent upon them in the aforementioned processing in accordance with the provisions of this contract and with the regulations in force on personal data protection.  

Specifically, the Center and/or the Principal Investigator is responsible for the processing of the personal data contained in the patient's clinical history. For its part, the Sponsor will be responsible for the coded data of the patients participating in the Study obtained by the Sponsor as a consequence of the same. 

For this puspose, both Parties represent and warrant that they are aware of, are able to comply with, and will comply with their obligations under the applicable personal data protection regulations, as well as the sectoral regulations and any other rules applicable to the processing of personal data in the context of the Study.  

 2. The Sponsor shall not participate, under any circumstances, in the data collection process of the participants in the Study and undertakes not to access documentation related to the Study that contains identifying data of the participants in the same, unless it is strictly necessary for the fulfillment of the obligations applicable to it by virtue of the applicable regulations. The Center and/or Principal Investigator will establish the technical and organizational measures to prevent such access by the Sponsor.   

For this purpose, the data of the participants in the Study will be subjected to a codification process by the Center, through the Principal Investigator, so that the information of the participants is only linked to a code referring to each one of them. This coding procedure will be carried out by the principal investigator under the responsibility of the Hospital, and the Sponsor will not have access to it. This coding process must guarantee that the information received by the Sponsor, and in particular that contained in the data collection notebooks, does not contain any identifying information about the participants in the Study or any other information that would allow the Sponsor to identify the participant.  

In this sense, the Center and/or Principal Investigator guarantees that it will not provide any information to the Sponsor that would allow it to access and know, directly or indirectly, the identity of the participants in the Study and, in particular, about the coding process that has been used. 

3. The Center undertakes to provide the participants, through the principal investigator, with the informed consent form (approved by the respective ethics committee), with the information related to the processing of their personal data within the framework of the Study in the terms required by the data protection regulations.  

4. The Parties declare that the data processing activity for the purposes of the Research is recorded in their respective Records of Processing Activities, carried out in accordance with the requirements of the regulations on personal data protection.  

In addition, both Parties state that they have appointed a Data Protection Officer in accordance with the provisions of the aforementioned regulations: 

The Center has designated a Data Protection Delegate who can be contacted by e-mail: dpd@salud.aragon.es .  

The IIS Aragón Foundation has designated a Data Protection Delegate who may be contacted by e-mail at: dpd@iisaragon.es.  

The Sponsor has designated a Data Protection Delegate, available at ______.

5. The Center, through the principal investigator, guarantees that the processing of the personal data of the participants in the Study and, in particular, with regard to the inclusion of such data in the Data Collection Notebook, will at all times comply with the principles of minimization, accuracy and updating established in the rules of personal data protection. 

6. As established in the clinical trial regulations, it is the responsibility of the trial sponsor to ensure, among other aspects, the quality of the Study data collection through the hiring of the Study monitor(s). If the monitor (and/or the Study auditor) is not the Sponsor's own staff, the Sponsor undertakes to sign with each of them the corresponding data processor contract in accordance with the provisions of Article 28 of the GDPR. Although these data processors may access the personal data of the participants in the Study on behalf of the Sponsor, the latter undertakes to include in the contract signed with them a firm commitment not to access such identifying data, in accordance with and under the terms indicated in section 2 of this Clause.

7. In the event of (i) a loss or misuse (by any means) of Personal Data, (ii) the inadvertent, unauthorized or unlawful processing, disclosure, access, alteration, corruption, transfer, sale, rental, destruction or use of Personal Data or, (iii) any other act or omission that compromises or may compromise the security, confidentiality or integrity of Personal Data ("Security Incident"), the following shall apply: 

a) The parties shall notify each other promptly (in no event later than one (1) business day after such incident has occurred) in the event of discovery of a breach of security of Personal Data or Confidential Information.  

To notify the Sponsor, an email will be sent to _____________  

To notify the Hospital, an email will be sent to dpd@salud.aragon.es. . 

b) During notifications between the parties, the parties shall, to the extent possible, provide each other with sufficient information to enable the parties to jointly assess the Security Incident in question and notify, as appropriate, the competent supervisory authority within the timeframe required by the applicable data protection rules. Such information shall include, without limitation: 

The nature of the Security Incident, the category to which it belongs and the approximate number of data subjects or records affected;  

The potential consequences of the Security Incident, to the extent these can be determined; and 

The measures implemented to address or mitigate the Security Incident.  

c) The parties will jointly decide based on available information and applicable law whether the Security Incident should be notified and will arrange for notification to the relevant data subjects and/or supervisory authorities. If such notification is required by data protection regulations, the party that suffered the Security Incident shall be responsible for making the notification, as well as for implementing the agreed corrective actions. 

d) In the event that either party suffers a Security Incident related to personal data and/or confidential information collected or received under this agreement, the other party agrees to assist and cooperate fully with the other party in any investigation, whether internal, external or by third parties, by providing such information as may be necessary, making employees available, conducting interviews, providing materials, databases and/or any other information as may be required to investigate and resolve such incident. Likewise, the parties agree to provide the necessary information for the preparation of any notifications that may be necessary to carry out.  

e) Neither party shall, without the prior written approval of the other, disclose information relating to the alleged Security Incident to a third party other than a vendor subject to confidentiality obligations engaged to investigate/mitigate such Security Incident, except as required by applicable law. 

f) The Hospital shall indemnify the Developer from all losses resulting from a Security Incident arising from willful misconduct or negligence on the part of the Hospital, its agents, members/affiliates, or any supplier designated by the Hospital, including, but not limited to, damages, administrative penalties and/or mitigation expenses.
8. The Center, through the Principal Investigator, will act as a point of contact for the participants in the Study, and will be responsible for answering any queries they may make in relation to the processing of their personal data. Likewise, it will be the responsibility of the Center and/or Principal Investigator to attend to requests for the exercise of the rights of access, rectification, suppression, limitation of processing, data portability and opposition sent by the participants in the Study, responding to them within the time limits established for this purpose in the personal data protection regulations. 

9. In the event of non-compliance by any of the Parties and/or their employees or subcontractors of any of the obligations set forth herein regarding data protection; as well as in case of lack of truthfulness or inaccuracy of the declarations and statements contained herein and/or non-observance of the obligations derived from the applicable legislation on data protection, the non-compliant Party shall be held responsible, and specifically assumes full liability that may be incurred by the other Party, who shall be held harmless as a consequence of any type of administrative sanctions imposed by the corresponding authorities, as well as damages for judicial or extrajudicial proceedings, including in any case expenses for the fees of lawyers, attorneys and any other professionals.  

10. In the event of any discrepancy between the provisions of this clause and the rest of the Contract and/or Annexes, the applicable legislation in force shall prevail. 

11. The data shall be kept for as long as the contractual relationship subsists and until the eventual liabilities derived from it expire. Furthermore, the Parties shall not transfer the data to third parties, except as required by law.
12. In general, transfers of Personal Data to recipients established in countries that do not provide an adequate level of protection, under the terms of the RGPD, will not be allowed. 

In the event that an International Data Transfer is necessary for the execution and development of this Trial, the Sponsor and the Center and/or the Principal Investigator undertake (i) to comply with the applicable legislation on international data transfers to a third country or international organization, and expressly, with the provisions of Articles 44 and following of the RGPD, and (ii) to provide additional safeguards that may be necessary to protect the transferred data.  

The foregoing shall not apply when the receiving country has been declared adequate level of protection by the European Commission.

16. OWNERSHIP OF THE RESULTS
For this clause as approved by the protocol shall be aplied for this trial
The industrial and intellectual property rights that might arise from the experimental assessment subject to this agreement, shall belong to the Sponsor, without prejudice to the rigths that the Law grants investigators 
The Sponsor shall be able to use the results of this study to be presented to the governmental authorities of any country.
17. INTELLECTUAL PROPERTY AND PUBLICATIONS
For this clause as approved by the protocol shall be aplied for this trial
The disclosure or publication of Data, informations or results of the trial shall be governed in accordance with protocol duly approved by appropiate authority and and in any event, must safeguard the rights of intellectual and industrial property.
If the trial is part of a multicentre Clinical trial, neithe the Centre nor the Principal investigator shall publish Data and/or results of the trial until such time as the combined results of the trial have been published in a  shared and multicentre publication.
The Principal investigator and/or Centre shall not disclose the investigation results to third parties except when following the procedure included in this agreement.
18. INSURANCES AND LIABILITIES
The Sponsor declares  to have taken out an insurance policy under the terms and conditions required in Royal Decree 1090/2015 policy number…….
NOTE- (if the trial is low level of intervention, the Sponsor must notify it in this point. Otherwise there shall be an obligation of taking out an insurance policy)
The minimum amount insured for each individual of the trial shall be the legally established by the applicable legislation, according to the insurance policy underwritten which, duly reviewed by the CEIm adapts to the Royal Decree 1590/2015, as the sponsor states.
19. VALIDITY AND WITHDRAWAL
The effectiveness of this agreement is subject to obtaining the Sponsor of the relevant authositasions for the execution of the trial and shall be in effect during the time of the trial conduct The end of it shall take place when the Principal investigator provides the final report to the Sponsor.
This agreement shall expire when the clinical trial is suspended by any exposed causes by aplicable legislation, by finishing  by mutual agreement or at the request of any parties in the following cases:
· The impossibility to include a minimum of patients to allow the final assessment of the trial within a reasonable time limit.
· Force majeure events.
· In the case of  an interim analysis of existing data were to make  this advisable.
· At the request of the Sponsor or Principal investigador  where there is duly justified cause.
In all cases, the Sponsor shall pay the corresponding amount to the work carried out, as established in CLAUSE 10.
20. JURISDICTION.

In any case, to resolve any divergence arising as a result of the interpretation and/or implementation of this agreement, both sides agree, with expressed resignation to the own law which may correspond to them, to the jurisdiction of the Courts and the Courts of Zaragoza. Spanish law shall apply to this contract , for its compliance and interpretation.
In witness thereof, this agreement is signed by quadrupled copy and and to one effect, at the place and on the date above mentioned.
21. In case of having this contract in different language, the Spanish version shall prevall.
This agreement may be signed in two or more counterparts, each of which shall be deemed as original, and all counterparts will constitute the only and same instrument. The parties may sign this agreement (i) in wet-ink (ii) or sign this agreement and send it electronically, such electronic signature will be valid and binding for all matters as if it was a wet-ink signature.
For the Centre 




For the Sponsor
Mr. ……………………………


 Mr. ……………
For the Principal investigator 
For the Fundación Instituto de    Investigación Sanitaria Aragón

Mr…………………………… 


Mr. Óscar López Lorente
�Please, complete


��Please, complete


�Please, complete


��Please, complete
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