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CONTRACT BETWEEN (name of Sponsor) AND PARC TAULÍ FOR THE UNDERTAKING OF THE CLINICAL TRIAL (title of trial - sponsor code - EudraCT code) 

BETWEEN
The CONSORCI CORPORACIÓ SANITÀRIA PARC TAULÍ, with Tax Identification Number (NIF) _______________, with registered office at Parc del Taulí 1, 08208 Sabadell, and represented herein by ____________, of legal age, holder of National Identity Document (DNI) _______________, in his/her capacity as Legal Representative and by virtue of the powers delegated by resolution of the Governing Council dated ____________ (hereinafter, “CCSPT” or “the Site”);
O
n the other part, Mr./Ms. (name of the legal representative of the CRO), acting on behalf and in representation of (name of the CRO conducting the clinical trial) (hereinafter, the “CRO”), with registered office at (full address of the CRO), in (city), (postal code), and with Tax Identification Number (NIF) no. (tax identification number).   

And
 on the other part, Mr./Ms. (name of the legal representative of the Sponsor), acting on behalf and in representation of (name of the company/organization/individual sponsoring the clinical trial) (hereinafter, the “Sponsor”), with registered office at (full address of the Sponsor), in (city), (postal code), and with Tax Identification Number (NIF) no. (tax identification number). 

All the aforementioned parties may be referred to jointly as the “Parties” or individually as a “Party”.

All Parties acknowledge that they have the mutual legal capacity required to enter into this clinical trial agreement involving medicinal products (hereinafter, the “Contract”).

THEY DECLARE
Whereas the Sponsor is interested in conducting a single-center/multicenter clinical trial involving medicinal products, relating to the drug(s) or medicinal product(s) described in the Protocol (hereinafter, the “Product”), entitled (full title of the Clinical Trial), with protocol code (protocol code assigned by the Sponsor), EU CT number (EU CT number), and Site code (protocol code assigned by the Site) (hereinafter, the “Trial”), under the direction of Dr. (name of the Principal Investigator) from the (name of the Principal Investigator’s department/service) (hereinafter, the “Principal Investigator”). The Protocol for the aforementioned Trial is attached as Schedule III to this Contract. 

Whereas, by means of a separate contract, the Sponsor has engaged a Contract Research Organization (hereinafter, the “CRO”) to carry out certain tasks related to the Trial on its behalf, including but not limited to (tasks assigned to the CRO). Notwithstanding the foregoing, the Sponsor shall not be exempt from its responsibilities and obligations set forth in this Contract and under the applicable laws and regulations. 

Whereas the Site, a legal entity, aims to provide healthcare services and includes among its units the (name of the department/service where the Trial will be conducted). 

THEY AGREE

1º
Object: 

1.1.
The Site commits to ensuring that Dr. (name of the Principal Investigator), in the capacity of Principal Investigator, complies with current legislation, adheres to the ethical standards governing clinical trials involving medicinal products, and conducts the aforementioned Trial in accordance with the conditions specified in the Protocol, the obligations assumed under this Contract, the authorizations granted by the competent Health Authorities, and the favourable opinion of the relevant Research Ethics Committee (hereinafter, the “IRB”). 


1.2. 
The Parties declare that they are aware of and commit to conducting the Trial in compliance with all applicable regulations in force in Spain or any regulations that may replace them, including, without limitation:
a) The ethical principles of the Declaration of Helsinki. 
b) The guidelines of the International Council for Harmonisation (ICH) on Good Clinical Practice (GCP), including any amendments in force at any given time. 
c) The legal and regulatory provisions applicable to clinical trials with medicinal products at the national and international levels, and in particular, Royal Decree 1090/2015, of December 4, which regulates clinical trials with medicinal products, research ethics committees, and the Spanish Clinical Trials Registry (hereinafter, “RD 1090/2015”); Legislative Royal Decree 1/2015, of July 24, which approves the consolidated text of the Law on Guarantees and Rational Use of Medicinal Products and Medical Devices (hereinafter, “R.D.L. 1/2015”); Regulation (EU) 536/2014 of the European Parliament and of the Council, establishing the rules for conducting clinical trials in the European Union (hereinafter, “Regulation (EU) 536/2014”); as well as any other applicable and current European regulations. 
d) Law 41/2002, of November 14, the basic law regulating patient autonomy and rights and obligations regarding clinical information and documentation. 
e) The instructions of the IRB and/or regulatory authorities. 
f) The regulations related to the protection of personal data, in particular Regulation (EU) 2016/679 of the European Parliament and of the Council of April 27, 2016, on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, repealing Directive 95/46/EC (hereinafter, the “GDPR”), and Organic Law 3/2018 of December 5 on the Protection of Personal Data and Guarantee of Digital Rights (hereinafter, the “LOPDGDD”), as well as any other applicable and current regulations. 

Likewise, the Parties undertake to comply with their obligations in accordance with applicable anti-corruption and competition laws. 
1.3. 
The Parties declare and warrant that no improper benefit or unfair commercial advantage is given, which could affect public or private decision-making, promote prescription, and/or induce anyone to breach their professional duties. 


1.4.
In the event of a conflict between this Contract and the Protocol, it shall be resolved as follows: (i) the Protocol shall prevail in all matters directly related to the science and conduct of the Trial by the Parties; (ii) the Contract shall prevail in all other matters, especially those of a financial nature.
2º
Start
, Duration, and Suspensive Clause:
2.1.
This  Contract shall enter into force on the date it is signed by the last signatory and shall remain in effect until the completion of the Trial in accordance with the provisions of the Protocol and the obligations assumed under this Contract, without prejudice to the provisions set forth in Clause 12 regarding Suspension and Early Termination of the Contract.
2.2.
The Trial shall not commence until the required authorizations have been issued by the competent Health Authorities and the favourable opinion of the corresponding Research Ethics Committee (IRB), where applicable, as well as any other authorization required by applicable laws or regulations. Therefore, the effectiveness of this Contract is subject to obtaining the aforementioned authorizations.
The Sponsor agrees not to initiate any activity related to the recruitment of Trial subjects at the Site until such authorizations have been obtained.
2.3.
The estimated duration of the Trial is (number of months) months from the date of this Contract or until all subjects enrolled have completed their participation in the Trial as stipulated in the Trial protocol. The duration of the Trial may be shortened if any of the cancellation conditions set forth in Clause 12 occur.
3º
Parties’ Obligations: The Parties agree to cooperate and to keep each other informed regarding the Trial.

3.1.
Principal Investigator’s Obligations: 
The Principal Investigator shall direct the practical conduct of the Trial, in strict compliance with the approved Protocol, the provisions regulating clinical trials, and Good Clinical Practice standards, in accordance with the functions established in Article 41 of Royal Decree 1090/2015.
Research Team: The Principal Investigator must have a sufficient and properly qualified team of collaborating investigators to conduct the Trial with the highest possible success. These collaborating investigators shall be designated in the delegation of responsibilities document, which will form part of the Trial’s master file.
Case Report Forms (hereinafter, “CRFs”): The CRFs for patients participating in the Trial shall be completed within 5 working days following each visit or event generating data, including all information related to adverse events at each visit. Requests from the Sponsor to verify, clarify, or correct data contained in the CRFs shall be attended to by the Principal Investigator, whenever possible, within 5 working days.

The Site shall maintain adequate records of patient identification data, medical histories, tests performed, and medication received and used. In the case of electronically archived data, the Sponsor may request a printed copy for verification purposes.

Obligations regarding the reporting of adverse events, including serious adverse events, shall be fulfilled.

Inspections and Audits
: The Site, the Principal Investigator and their collaborators, and the Sponsor shall allow health authorities to inspect their Trial records and associated sources when requested.
The Site, the Principal Investigator, and their collaborators shall also allow any external advisor or auditor designated by the Sponsor to inspect their Trial records and associated sources when requested.
3.2. 
Obligations of the Site: The Site agrees to notify its Pharmacy Department of any term or condition of this Contract that may directly or indirectly affect activities and operations related to the Trial.
3.3.
Obligations of the Sponsor: The Sponsor is responsible for obtaining the required authorizations for the Trial in accordance with applicable regulations.

Furthermore, the Sponsor shall strictly comply with the obligations set forth in Article 39 of Royal Decree 1090/2015 that apply to it.
4
º
Insurance:
  The Sponsor has contracted a civil liability insurance policy covering any damages and losses suffered by the subjects participating in the Trial because of the Trial, under the terms established in Articles 9 and 10 of Royal Decree 1090/2015, of December 4, which regulates clinical trials with medicinal products (hereinafter, “Royal Decree 1090/2015”).
The policy (policy number), contracted with the insurance company (name of insurance company) in Spain, is currently in force as the Sponsor is up to date with the payment of premiums. This policy also explicitly covers the Sponsor, the Principal Investigator and their collaborators—including contracted clinical investigators—the Site, and the Foundation. A copy of the policy or certificate thereof is attached as Schedule IV to this Contract.
The Sponsor guarantees that the civil liability insurance policy contracted does not contain exclusions that contradict the applicable regulations. In any case, the Sponsor assumes the liability regime set forth in Royal Decree 1090/2015 of December 4.
5º
Number of Subjects: The Sponsor intends to include a minimum of (number of subjects intended to be enrolled at this Site) subjects at this Site. The Trial recruitment is competitive, which may affect and cause variation in the number of subjects enrolled.

If the number of subjects ultimately recruited is higher or lower than estimated, payments will be adjusted to the actual work performed, without the need to amend the Contract.
6º
 Budget and Billing:
6.1. 
 Budget: The estimated direct and indirect costs for conducting this Trial at the Site amount to a total of (estimated amount) euros. This amount corresponds to (amount per evaluable subject) euros per evaluable subject and the applicable rates, as set forth in the Budget attached to this Contract as Schedule I, to which I.V.A or the corresponding taxes according to current legislation will be added. The Budget covers all economic aspects of the Trial in accordance with the provisions of Royal Decree 1090/2015, of December 4.
No economic or remunerative aspect, whether free or onerous, of any kind, shall be considered outside the scope of this Contract and its annexes or their corresponding amendments.
6.2. 
General Billing Conditions:
· Initial Billing: At the start of the contract process, an invoice will be requested for management fees related to the start-up of the Trial, archiving of Trial documentation, and contract management.
· Periodic Billing: The remainder of the Trial budget shall be invoiced to the Site quarterly or every six months based on the tasks performed, except for the final payment, which will be made upon completion of all study activities.

The final close-out visit of the Trial cannot take place unless all amounts specified in the Budget (Annex I) have been invoiced and paid in full.
In the event of early termination of the Contract, for any reason, the Sponsor or its delegate shall pay the Site for the work actually performed, in accordance with the Budget, as well as for reasonable and non-cancellable costs incurred by the Site and/or the Principal Investigator pursuant to this Contract.
Invoices shall be issued in the name of:

· Sponsor/CRO: (legal name of the Sponsor/CRO)
· Tax ID:  ((Tax ID of the Sponsor/CRO)
· Registered address: (registered address of the Sponsor/CRO)
Invoices shall be sent to the following email address: (corresponding email)
Any changes to this information must be notified to the following email address.

Invoices must be requested from: facturai3pt@tauli.cat.
6.3. 
 General Payment Terms:
The Consorci Corporació Sanitària Parc Taulí de Sabadell appoints the Fundació Institut d'Investigació i Innovació Parc Taulí as the managing entity for research projects at the Site, and accordingly, all payments will be processed through the aforementioned Foundation, with Tax ID G-60331238 and registered address at Pl. de la Torre de l’Aigua, s/n, Sabadell (08208).
Bank account for payments:
Account holder: Fundació Institut d'Investigació i Innovació Parc Taulí (I3PT).
Account number: _______________
_______________
Swift: _______________


IBAN: _______________
The Sponsor shall make payment of the invoice within a maximum period of 30 days from the invoice date.
Any fees charged by the Sponsor’s payment service provider for currency conversion to euros, if applicable, shall be borne by the Sponsor, applying the rate in effect on the date of each invoice issuance.

Payment of the amount specified in the Budget shall satisfy all remuneration obligations of the Sponsor under this Contract. In any case, payments must correspond to the work actually performed.
7º
Other Agreements
: The Sponsor declares that, in relation to the conduct of this Trial at the Site, no agreements have been or will be made outside of this contract with the Principal Investigator or collaborating investigators of the Site. Are excluded from this clause meeting expenses related to the organization of the Trial, if multicenter, as well as any facilities the Sponsor may provide in the future for dissemination of Trial results in scientific meetings and publications.
8º
Confidentiality
: The Principal Investigator and collaborators, the Site, and the Foundation agree to keep confidential all information provided directly or indirectly by the Sponsor, generated in connection with the conduct of the Trial, and the results thereof (hereinafter, the “Confidential Information”).
The Principal Investigator and collaborators, the Site, and the Foundation shall refrain from making any use of the Confidential Information except for the conduct of the Trial.
Such obligations shall not apply to any part of the Confidential Information that:

a) Is in the public domain at the time of disclosure by the Sponsor or at the time the results become available.
b) Subsequently becomes public domain, except if such public disclosure is due to the fault of the Principal Investigator, their collaborators, or the Site

c) The Principal Investigator, their collaborators, or the Site can demonstrate in writing was known to them prior to disclosure by the Sponsor or prior to the availability of the results, without breaching any pre-existing confidentiality obligations.
d)  The Principal Investigator, their collaborators, or the Site can demonstrate was disclosed to them by a third party with the right to disclose such information.

Nevertheless, the Principal Investigator is authorized to disclose the Confidential Information to their collaborators strictly on a need-to-know basis for the conduct of the Trial. The Principal Investigator shall exercise due care and take necessary precautions to prevent unauthorized disclosure or use of the Confidential Information by their collaborators.
9º
Personal Data Protection

9.1. 
Processing of Trial Data: The Parties undertake to strictly comply with the provisions of Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 (General Data Protection Regulation, hereinafter “GDPR”), as well as Organic Law 3/2018 of 5 December on the Protection of Personal Data and Guarantee of Digital Rights (“LOPDGDD”). This legislation shall also apply to any personal data contained in this Contract. Where necessary, the Parties shall enter into the required agreements to ensure compliance with these legal obligations.

Both the Site and the Sponsor shall be considered independent data controllers with respect to the following processing activities, and each shall be responsible for complying with their respective obligations under data protection legislation:
· Specifically, the Site shall be the data controller for the personal data contained in the patient’s medical record, as well as for any personal data of patients participating in the Trial that is collected as a result of the Trial.
· The Sponsor shall be the data controller for the pseudonymised (coded) data of the patients participating in the Trial.

The Parties agree that the Sponsor shall not participate in the data collection process involving the participants in the Trial.

Accordingly, the Site, through the Principal Investigator, shall be responsible for fulfilling the duty of information toward Trial participants by providing them, at the time of delivery of the informed consent form, with a specific document (provided by the Sponsor) that includes all the necessary information regarding the processing of their personal data in the context of the Trial.

The Parties agree that the Site/Principal Investigator shall be responsible for the coding of participants’ personal data within the Trial.

To that end, the Site, through the Principal Investigator, shall implement a procedure ensuring that no directly identifiable personal data of Trial participants is included in the information sent to the Sponsor, and in particular, in the Case Report Forms (CRFs).

The Site, through the Principal Investigator, undertakes not to provide the Sponsor with any information that would allow direct or indirect access to participants’ identifiable personal data. Specifically, but not limited to, the Site, through the Principal Investigator, undertakes to submit the CRFs to the Sponsor without including any directly identifiable personal data and without any information that may enable the Sponsor to identify participants. The data will only be linked to the code assigned to each participant in accordance with this Clause. Under no circumstances will information on the coding process used be disclosed.
Likewise, the Site, through the Principal Investigator, shall adopt measures that allow traceability of any access to personal data in the event of accidental access.

Furthermore, the Sponsor undertakes not to access any Trial documentation containing directly identifiable data of participants, unless required to do so by applicable regulations or good clinical practice guidelines. The Site, through the Principal Investigator, in turn guarantees that access to non-pseudonymised personal data of the subjects shall only occur as permitted under the informed consent and the protocol, and in the exercise of the Investigator’s professional duties.

The Site, through the Principal Investigator, shall notify the Sponsor if any information provided to the Sponsor regarding Trial participants does not comply with the coding requirements. In such cases, both Parties shall cooperate to rectify the issue, and the Site shall provide the properly coded information as soon as possible.
The Site, through the Principal Investigator, shall serve as the main point of contact for Trial participants regarding their personal data. Accordingly, the Site undertakes to respond to any inquiries from participants and to handle data subject rights requests (access, rectification, erasure, restriction) within the applicable legal timeframes.

The Sponsor shall be responsible for contracting the monitor and auditor and shall sign a data processing agreement with each of them in accordance with Article 28 of the GDPR. The Sponsor must also require them to comply, at a minimum, with the same obligations applicable to the Site under this Contract and relevant data protection regulations. Monitors and/or auditors designated by the Sponsor may access the clinical information and documentation of Trial participants held at the Site solely for the purpose of verifying the accuracy and reliability of the data provided by the Principal Investigator. The Site shall also grant access to such information to regulatory authority inspectors as required under applicable regulations.
If any member of the research team involved in the Trial is not an employee of the Site, the Site shall be responsible for contracting them and ensuring the signing of confidentiality and secrecy agreements, as well as a data processing agreement, under the same terms as described above.

Taking into account the state of the art, implementation costs, and the nature, scope, context, and purposes of the processing—as well as the risks of varying likelihood and severity to the rights and freedoms of natural persons—the Parties shall each implement appropriate technical and organisational measures to ensure a level of security appropriate to the risk.

In the event of a personal data breach in any of the information systems used by the Parties in the execution of this Contract, the Parties shall notify each other without undue delay, and in any case, no later than 24 business hours from becoming aware of the breach, including all relevant information for documenting and communicating the incident in accordance with Article 33.3 of the GDPR.

Each Party, to the extent applicable, shall notify the relevant Data Protection Authority and/or the data subjects of the breach, in accordance with applicable regulations. Prior to such notification, the Parties shall inform one another of its content and of the measures to be adopted in response to the breach, with the aim of reaching consensus where appropriate.

The Parties hereby provide the contact details of their respective Data Protection Officers:

· DPO of the Site: dpd@tauli.cat 

· DPO of the Sponsor: [email address]
The processing of personal data for any purposes outside the scope of the Trial that justifies its collection and access is strictly prohibited. No personal data of Trial participants shall be disclosed unless required by law or authorised by the informed consent.

If the Trial involves international data transfers to countries outside the European Economic Area (“EEA”), such transfers must be carried out in accordance with the safeguards provided in Chapter V of the GDPR.

9.2.
Processing of the Parties’ Data: Each Party is hereby informed that professional contact details (including those of their representatives under this Contract) may be processed by the other Party for the purpose of managing this Contract. The legal basis for such processing is the execution of the Contract. Personal data will be retained for the duration of the contractual relationship and for the time required to address any potential legal liabilities. Data may be accessed by third parties for the purposes described above. Otherwise, data shall not be disclosed to third parties, except where legally required, justified by another lawful basis, or shared with companies within the Sponsor’s corporate group. Data subjects may exercise their rights of access, rectification, restriction, erasure, objection, and portability at any time by contacting the respective Data Protection Officers of the Parties.
Data subjects may also lodge a complaint with the Spanish
 Data Protection Agency (AEPD) or the Catalan Data Protection Authority (Autoritat Catalana de Protecció de Dades), as applicable.

9.3. 
Trial
 Master File: The Sponsor and the Principal Investigator shall be responsible for maintaining the Trial Master File, in accordance with Article 43 of Royal Decree 1090/2015. The Parties agree that the Sponsor, the Site, and the Principal Investigator shall retain the Trial Master File, in paper or digital format, for a period of at least twenty-five (25) years following the end of the Trial, or longer if required by applicable regulations, in accordance with Article 43.2 of the aforementioned Royal Decree.

Under no circumstances shall the Sponsor be responsible for the storage or safekeeping of any documents that allow the identification of Trial subjects.
Medical records shall be kept and preserved in accordance with Law 41/2002 of 14 November, the basic law regulating patient autonomy and rights and obligations in terms of clinical information and documentation, and for the maximum period allowed by the Site, in accordance with Article 43.4 of the same Royal Decree.

10º
Intellectual
 and Industrial Property:
10.1.
Ownership of Results: All data, results, discoveries, inventions, methods, and information, whether patentable or not, created, obtained, or developed during the Trial by the Principal Investigator, the research team, and/or any other person involved in the conduct of the Trial, shall be and remain the exclusive property of the Sponsor.
10.2.
Industrial Property: The Parties agree that all rights over any invention, whether patentable or not, conceived and/or implemented as a result of the work carried out under this Contract (hereinafter, the “Invention”), shall be the exclusive property of the Sponsor and/or its designee.
The Site and the Principal Investigator shall notify the Sponsor immediately and in writing of any Invention, and agree to assign exclusively to the Sponsor, or to whomever it designates, all rights over such Invention. Furthermore, the Site and the Principal Investigator will cooperate with the Sponsor in all administrative procedures that may be required under applicable law for the Sponsor to acquire ownership and be able to use any Invention. The Site and the Principal Investigator undertake to ensure that all members of the research team comply with these obligations.
10.3. 
Intellectual Property: Any work subject to intellectual property rights created on the occasion of the conduct of the Trial and contained in any information owned by the Sponsor in accordance with the provisions of this clause shall belong to the Sponsor or to whomever it designates.

In this regard, the Principal Investigator, on their own behalf and on behalf of their research team, agrees to exclusively assign to the Sponsor, with the power to sublicense to third parties, exclusively or not, worldwide and until it enters the public domain, by any means and in any form, all proprietary intellectual property rights over any copyrighted work created on the occasion of conducting the Trial.
The provisions of the preceding paragraphs shall not prevent the Principal Investigator and the Site from using the results in their non-commercial professional research and teaching activities, safeguarding the Sponsor’s industrial and intellectual property rights and complying with the Protocol as well as the provisions established in the Publications clause.
11º
Publication and Dissemination of Results: The Sponsor undertakes to publish the results of the Trial, whether positive or negative, preferably in peer-reviewed scientific journals, before any disclosure to the non-healthcare public. All publications must explicitly state the source of the funding that made the Trial possible, in accordance with the provisions of Article 42 of Royal Decree 1090/2015, and must acknowledge the participation of the Site in its development.
After the completion of the Trial, the Site, the I3PT, the Principal Investigator, and the researchers participating in the Trial may publish the results obtained, expressly mentioning the Sponsor and complying with the conditions established in Article 42 of Royal Decree 1090/2015. To do so, they must send the Sponsor the texts they intend to publish. The Sponsor will have a period of sixty (60) days to review articles and reports, and fifteen (15) days to review posters, abstracts, or other limited texts.
At the Sponsor’s request, made during the corresponding review period and based on justified opposition due to the need to protect confidential rights, publication shall be postponed for a maximum period of thirty (30) days.

Notwithstanding the above, if the Sponsor is in the process of obtaining a patent based on the Trial results, the Sponsor may delay authorization for the publication of the Trial results by the Site, the I3PT, the Principal Investigator, and the participating researchers until the date of the international patent registration. 

If, during the corresponding review period, the Sponsor does not request any postponement or does not respond regarding the texts intended for publication, authorization for publication shall be understood to have been granted.
Furthermore, in the case of a multicenter trial, no publication shall be permitted until the final results of the clinical trial have been published in all Sites, which must occur within a period not exceeding one (1) year from the completion of the Trial in all Sites. Once this year has elapsed, the Site, the I3PT, the Principal Investigator, and the participating researchers may publish the results obtained at the Site under the conditions specified in this clause.
The I3PT, the Site, the Principal Investigator, and the participating researchers will retain all intellectual property rights established by law for their respective publications.

Use of the Site’s Trademark: The use of trademarks owned by the Site and/or the I3PT by the Sponsor and, if applicable, the CRO, is not permitted unless authorized in writing by the legal representatives of the Site and the I3PT.
12º
Suspension
 and Early Termination of the Contract: The Contract shall be suspended or terminated in the cases provided for in Article 27 of Royal Decree 1090/2015, of December 4, which regulates Clinical Trials with Medicinal Products, where suspension or revocation of the Trial is applicable.
Furthermore, either Party may unilaterally terminate the Contract early in the following cases:

a) Breach or defective compliance with the obligations assumed by any of the other Parties, provided that such breach is not remedied within fifteen (15) business days from the date the affected Party notifies the other Party in writing to comply.

b) Impossibility of recruiting a minimum number of subjects that allows for the final evaluation of the Trial within a reasonable period according to the characteristics of the Trial.

c) If, based on an interim analysis of the data or other available information, it is inferred that it is not safe or justified to continue administering the investigational medication to the Trial subjects.

d) By mutual agreement between the Parties, expressed in writing.

e) By the will of one of the Parties, expressed in writing with a minimum of one month’s notice.

In the event of suspension of the Trial, the Sponsor shall pay the Site the amount corresponding to the work performed, in accordance with the economic budget attached as Schedule I to this Contract.

The termination of the Trial entails the necessary discussion and coordination between the contracting parties to guarantee the safety of the subject, assess the continuity of treatment, and comply with the applicable legal regulations.
13º
Indemnification for Damages and Liability Regime: In accordance with Articles 32 and 33 of Royal Decree 192/2023, the Sponsor shall ensure that the subject is compensated for any damages suffered as a consequence of the Trial, being responsible for contracting insurance for this purpose. The Sponsor shall assume all consequences arising from any insufficiency of the insurance and shall hold the other Parties harmless from liability in this regard.
Each Party shall hold harmless the other Party from any claims, demands, costs, damages, expenses, losses, or injuries to persons or property caused by (1) the breach of this Contract or (2) due to the wilful misconduct or negligence of the breaching Party.
14º
Anti
-Corruption: The Parties, as well as any third party acting on their behalf or for their account, agree not to have any interest, relationship, or commitment that may conflict with or prevent the fulfilment of their obligations under this Contract.
The Study shall be conducted in strict compliance with applicable ethical standards and anti-corruption laws, promoting integrity and transparency, and applying a zero-tolerance policy towards any corrupt practices.
The Site, the Principal Investigator, and any third party acting for or on their behalf shall refrain from directly or indirectly making payments, offers, promises of payment, or transfers of economic value, as well as from agreeing, promising, or transferring any economic benefit to public officials or employees, political parties, candidates for political or public office, or any other third party, with the purpose of obtaining an undue advantage or improperly influencing decisions related to the Sponsor’s products, affiliates, or business activities.
The Site shall keep an accurate and transparent record of all financial transactions arising from this Contract and, upon written request from the Sponsor or its designee, shall provide the documentation necessary to verify compliance with the obligations set forth herein.
The Parties further declare that the agreed compensation (i) constitutes fair compensation (market value) in exchange for the services subject to this Contract, based on their knowledge and experience; (ii) does not constitute an incentive for, or in exchange for, past, present, or future prescriptions, purchases, recommendations, use, obtaining preferential status, or dispensations of any product of the Sponsor; and (iii) does not alter the judgment of the Principal Investigator and/or the Site regarding the care and treatment of the Study patients.

Any breach of the provisions of this clause shall be considered a material breach of this Contract and shall entitle the non-breaching Party to terminate the Contract immediately by written notice to the other Parties, without prejudice to its right to claim the corresponding compensation for damages and payment of interest, without the non-breaching Party incurring any liability or being obliged to pay any compensation or indemnity of any kind.
15º
Post
-Trial Drug / Compassionate Use / Continuity of Supply to Patients: In compliance with the provisions of Article 31 of Royal Decree 1090/2015, Instruction 05/2010 of “CatSalut,” and the recommendations of the Declaration of Helsinki, following the conclusion of the Trial, the continuity of treatment for participating patients shall be governed by the rules established in Royal Decree 1015/2009, of June 19, regulating the availability of medicines in special situations. Specifically, in cases where the Trial ends and the drug is either not authorized or is marketed but administered under conditions and/or indications different from those included in the summary of product characteristics, the Sponsor may continue supplying the drug under the conditions established by the applicable legislation. However, this clause shall be applied taking into account the subjective and objective characteristics of each patient, requiring the Sponsor’s acceptance, and shall be determined according to the circumstances of each specific case.
16º
Monitoring: The Trial Monitor is (legal name of the Monitor), with Tax ID (Monitor's Tax ID) (hereinafter, the “Monitor”), who will be responsible for the direct oversight of the conduct of the Trial, in accordance with the provisions of Article 40 of Royal Decree 1090/2015.
The Monitor shall notify the investigative team in writing at least five (5) business days in advance of any monitoring visit intended to be conducted, except in cases where the Sponsor attaches a monitoring plan for the Trial as an annex to this Contract and the visits strictly adhere to said monitoring plan.
The Site and the Principal Investigator shall allow the competent authorities, the Sponsor, the Monitor, and auditors appointed by the Sponsor to access clinical information and documentation of the Trial patients for audit purposes. Except for competent authorities, audit visits must be requested in writing at least five (5) days in advance. For such audit visits, the Sponsor must appoint individuals independent from its clinical trials team, as required by the Good Clinical Practice guidelines. Under no circumstances shall personnel from the Sponsor, the Monitor, or auditors collect any personally identifiable data of the Trial subjects.

17º 
Outsourcing
 of activities to suppliers: The Parties acknowledge that it is necessary to contract a third party [include legal name of the Supplier if possible and known at the time of signing] (hereinafter, the “Supplier”) to carry out the activities described below, in order to ensure that the Trial is conducted within the timeframes and/or according to the quality criteria established in the Protocol.
The contracting of these services responds to a prior and express request from the Site and/or the Principal Investigator, which will enable the provision of [detail the service].
The Sponsor, or whomever it designates, shall be responsible for contracting and paying for the activities commissioned, as the Site/Principal Investigator does not have the necessary material/economic resources to carry them out.

- [Detail the activities to be delegated/subcontracted]
The subcontracting of such activities will remain in place even if the initially designated Supplier changes.
The Supplier will take into account the instructions/guidelines of the Principal Investigator, who is ultimately responsible for the subcontracted activities, especially regarding the qualifications required of the personnel performing those activities.
Without prejudice to the subcontracting mentioned above, which implies delegation of activities under the responsibility of the Principal Investigator, the Principal Investigator will at all times supervise the activities performed by the Supplier’s personnel, being ultimately responsible for their proper execution in accordance with applicable legislation, ICH guidelines, the directives issued by the Authorities, as well as the Protocol and the instructions provided by the Sponsor in any applicable training or guide. Neither the Principal Investigator nor the Site will allow the Supplier or its personnel to perform activities other than those strictly subcontracted as provided in this clause and in accordance with the Protocol.

Furthermore, the functions and responsibilities related to the delegated activities shall be included in the delegation of responsibilities log of the Principal Investigator for the Trial, in accordance with Article 41.5 of Royal Decree 1090/2015.
a) The Sponsor undertakes not to interfere at any time in the performance of such activities by the subcontracted Supplier personnel in order to guarantee the independence of decision-making of the Principal Investigator as the person responsible for the Trial. 

b) The Parties shall allow monitoring to cover the process of the services contracted with the Supplier to ensure that their practices comply with the Protocol, that collected data is accurate and relevant, that participant rights are guaranteed, and that practices are in line with Good Clinical Practices, as well as the training, instructions, and documentation provided and known by the Site and the Principal Investigator.

c) If the Supplier requires access to medical records and/or other personal data of subjects included in the Trial during the performance of subcontracted activities, it must process patient data at all times following the instructions of the Principal Investigator and observing the provisions of the personal data processing contract that the Supplier must formalize with the Site, in accordance with Article 28 of Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on data protection.

d) The Sponsor makes the Supplier’s services available to the Site where the Trial is conducted, so that the Site can perform its own functions. The Sponsor shall not participate in any way in the processing of patient data resulting from the services provided by the Supplier. Therefore, the Supplier will be considered a data processor on behalf of the PI/Site, which must sign the corresponding data processing agreement.
18º
Use or destruction of leftover medication (in accordance with Article 37 of Royal Decree 1090/2015): Outside the cases provided for in Article 37 of Royal Decree 1090/2015, after the completion of the Trial, the Sponsor shall agree with the Site on the procedure for the withdrawal or destruction of leftover medication from the Trial, ensuring that the Site maintains traceability of such medication, in accordance with the Sponsor’s instructions and applicable legislation.

The Sponsor is responsible for the destruction of unused and/or returned investigational medicinal products at the end of the Trial. Therefore, investigational medicinal products must not be destroyed without prior written authorization from the Sponsor.

19º
Equipment Transfer: 
In the event that, exceptionally, the Site lacks the necessary material or equipment (hereinafter, the “Equipment”) to properly conduct the Trial considering its specific characteristics, upon prior and express request from the Site and/or the Principal Investigator, the Sponsor may provide the Equipment to the Site free of charge by transferring its use, either directly or through a third party, for the duration of the Trial. Likewise, the Sponsor will assume the costs of delivery, supply, installation, transport, maintenance, calibration, and removal of the Equipment.
The Site and the Principal Investigator, for their part, commit to (i) keep the Equipment in good condition (except for normal wear and tear), (ii) use it according to the manufacturer’s and/or Sponsor’s instructions, and (iii) be solely responsible for any damage, loss, or theft of the Equipment resulting from negligent, improper use or use contrary to the manufacturer’s and/or Sponsor’s instructions. Damage, loss, or wear caused by normal use of the Equipment, in accordance with the instructions received, will be assumed by the Sponsor. The Site states that it will apply the same security measures for the protection of the Equipment as it does for its own equipment.
The Site and the Principal Investigator will not be liable for damages caused by (i) defects in the Equipment, (ii) ordinary use of the Equipment, (iii) use of the Equipment in accordance with the Sponsor’s instructions, (iv) use of the Equipment according to its specifications, or (v) force majeure. They will only be liable in cases of negligence or wilful misconduct. The Sponsor shall exempt the Site and the Principal Investigator from any liability arising from malfunction of the Equipment for reasons not attributable to the Site or the Principal Investigator.
The Equipment shall remain the exclusive property of the Sponsor or a third party designated by it and shall only be used for the purposes of the Trial and in accordance with any instructions communicated by the Sponsor.
The Sponsor shall be responsible for any accident caused by the Equipment or its use while in custody of the Site, except in cases of negligent use or use contrary to the provisions of this Contract. The Sponsor agrees to contract liability insurance for an adequate amount to cover any damage caused by the Equipment. Likewise, the Sponsor will be responsible for the maintenance of the Equipment, including its replacement if necessary. Should the Equipment require consumables for its operation or maintenance, the Sponsor will provide them to the Site and the Principal Investigator at the Sponsor’s sole expense.

For the purposes of this clause, the Parties agree that the Sponsor will provide the Site with the following Equipment:
	Name
	Description and Characteristics
	Serial Number
	Units
	Unit Value
	Total value

	[…]
	[…]
	[…]
	[…]
	[…]
	[…]

	[…]
	[…]
	[…]
	[…]
	[…]
	[…]

	[…]
	[…]
	[…]
	[…]
	[…]
	[…]



If while the Trial it becomes necessary to provide additional Equipment, the Parties will sign an addendum to this Contract to identify the additional Equipment provided, and such Equipment will be subject to the provisions of this clause.
Once the Trial has ended, the Sponsor, or a third party designated by the Sponsor, will collect the Equipment at the Sponsor’s sole expense.

Equipment loaned to patients
: Neither the Site nor the Principal Investigator shall be responsible or have any obligation of any kind regarding Equipment in the possession of patients, nor shall they be responsible for the non-return of Equipment by any patient participating in the Trial. In any case, the Site and the Principal Investigator will inform patients that they must return any Equipment loaned to them.
20º 
Patient Reimbursement: The Sponsor undertakes the obligation to reimburse patients for reasonable and substantiated expenses (upon presentation of the corresponding receipt) incurred because of their participation in the Trial, in accordance with what is established in the informed consent. If the amount of the expense per visit exceeds [···] €, prior approval from the Sponsor will be required.

The Sponsor will provide patients with a taxi service or similar, at no cost to them, to cover transportation expenses to attend the Site for Trial visits.
Such reimbursement will be made through the [Site/provider contracted by the Sponsor], without the Sponsor having access at any time to the identity of the patients. 
21º
Use of Human Biological Samples
: The use of biological samples during the course of the Trial must comply with the provisions of Law 14/2007, of July 3, on Biomedical Research, and Royal Decree 1716/2011, of November 18, which establishes the basic requirements for authorization and operation of biobanks for biomedical research purposes and the handling of biological samples of human origin, and regulates the functioning and organization of the National Registry of Biobanks for biomedical research (hereinafter, “R.D. 1716/2011”).

22º
Miscellaneous.
22.1.
This Contract, together with its Schedules, constitutes the entire agreement between the Parties concerning the subject matter hereof and supersedes any prior written or oral agreements or communications between the Parties.
22.2.
Neither Party shall act or make legally binding statements on behalf of the other Party.
22.3.
Neither Party shall be entitled to assign or transfer its rights and obligations under this Contract, in whole or in part, to any third party without the prior written consent of the other Party.
22.4. 
Any amendments to this Contract shall only be valid if made in writing and signed by persons authorized by each Party.
22.5.
If any provision of this Contract is found to be invalid, illegal, or unenforceable, in whole or in part, this shall not affect the validity of the remaining provisions. In such case, the Parties shall negotiate a new provision that is valid, legal, and enforceable and that fulfils, to the greatest extent possible, the original purpose of the provision.
23º
Notices: All notices and communications required under this Contract shall be made in writing and by reliable means, either by postal mail or email, and shall be addressed to the persons and addresses listed below:
To the Site: 

At. Unidad Jurídica (ref. Protocol Code assigned by Site)

FUNDACIÓ INSTITUT D’INVESTIGACIÓ I INNOVACIÓ PARC TAULÍ (I3PT)

Plaça de la Torre de l’Aigua s/n

08208 Sabadell
contractesceim@tauli.cat 

Sponsor:

At. [  ]
[  ]
24º
Submission to Jurisdiction: To resolve any dispute that may arise regarding the application or interpretation of the provisions of this contract, both parties hereby submit, expressly waiving any other jurisdiction that may correspond to them, to the jurisdiction of the courts and tribunals of the domicile of the Site.
And, for the record and as proof of agreement, both parties formalize this document by electronic signature, sending a copy thereof to each party for a single purpose.
Sabadell, date of the last of electronic signature.
 Promotor





 Consorci Corporació Sanitària Parc








Taulí

(Name of the legal representative
(Name of the legal representative
of the sponsor)
of the Site)
Legal Representative
Legal Representative
Also signs this contract, as proof of acceptance and agreement to the obligations assumed in the capacity of Principal Investigator of the Trial at the Site.
Name of the Principal Investigator of the Trial at the Site
	SCHEDULE I. FINANCIAL SUMMARY OF THE CONTRACT BETWEEN (NAME OF THE SPONSOR) AND PARC TAULÍ, FOR THE CONDUCT OF THE TRIAL (TRIAL TITLE - SPONSOR CODE – SITE CODE - EU CT CODE).

	Note: IVA not included

	

	1.- IRB Fee (when applicable)
	0,00 €

	 

	2.- Trial Costs  ((a)x(b)): 
	0,00 €

	 

	(a) Total number of expected patients (PARC TAULÍ):    
	 

	Per evaluable patient:

	

	 
	2.1 Investigator Compensation (60%)
	0,00 €
	 

	 
	 
	 
	 

 

 

	 
	 
	 
	

	 
	 
	 
	

	

	 
	2.2 Pharmacy expenses, hospital consumables and institutional fee (40%)
	0,00 €
	

	 
	 
	 
	 

 

 

	 
	 
	 
	

	 
	 
	 
	

	

	 

	(b) Cost per evaluable patient
	0,00 €
	

	 

	 

	Total cost of Trial 
(excluding, if applicable, any additional costs)
	0,00 €

	

	3.- Extra Costs (costs not affecting all patients. Only when applicable)

	Concepts
	Unit Price
	Institutional Fee
	Total Price

	 Archive Fee
	900€
	
	900€

	 Start-up management (when applicable)
	2.100-3.500€
	
	2.100-3.500€

	Clinical Trial contract management (when applicable)
	2.035€
	
	2.035€

	 
	
	
	

	 
	 
	
	

	 


SCHEDULE II. COMMITMENT OF THE PRINCIPAL INVESTIGATOR OF THE TRIAL AT THE SITE
(Name of Principal Investigator), from the (service/unit of the Principal Investigator) of (name of the Site),
HEREBY CERTIFIES
That they are aware of and agree to participate as Principal Investigator in the Trial with protocol code (protocol code assigned by the Sponsor) entitled (full name of the Trial).
That they commit to ensuring that each Subject is treated and monitored following the provisions established in the authorized Protocol.

That they will comply with the ethical standards applicable to this type of Trial.

That the Trial will be conducted with the collaboration of the following collaborators:

(Collaborator Name
(Collaborator Service Unit)

Collaborator Name
(Collaborator Service Unit)
Collaborator Name
(Collaborator Service Unit)
Collaborator Name
(Collaborator Service Unit)
Sign:

(Signature of the Principal Investigator)
SCHEDULE III. COPY OF THE TRIAL PROTOCOL SUBJECT TO THE CONTRACT
The latest version of the protocol, which has received a favourable opinion from the corresponding Ethics Committee (IRB) and authorization from the Spanish Agency of Medicines and Medical Devices (AEMPS), including any amendments made during the term of this contract, is considered an annex to this contract.

At the time of signing this contract, the Sponsor shall provide the Site with the latest version of the protocol that has received favourable opinion from the corresponding IRB and authorization from the Spanish Agency of Medicines and Medical Devices. Likewise, the Sponsor agrees to provide the Site, upon request at any time, with the current approved version of the protocol authorized by the Spanish Agency of Medicines and Medical Devices.

SCHEDULE IV. COPY OF THE INSURANCE POLICY OR CERTIFICATE
�The following documentation must be submitted prior to the Site’s review of the Contract:


Authorization from the Sponsor for the CRO to sign on its behalf


Power of attorney of the CRO’s legal representative


All documentation must be notarized or bear the Hague Apostille (POA), if applicable.�For further details, please refer to the “Clinical Research Contract Requirements” available at: 


� HYPERLINK "https://www.tauli.cat/institut/wp-content/uploads/2025/07/I3PT_Requisits-contractes.pdf" �https://www.tauli.cat/institut/wp-content/uploads/2025/07/I3PT_Requisits-contractes.pdf� 


�Only applicable in the case of a CRO. If not applicable, respond to this comment with “N/A” and delete.


�The following documentation must be submitted prior to the Center’s review of the Contract:


Power of attorney of the person signing on behalf of the Sponsor, provided through notarized documentation or with the Hague Apostille (POA).**


For further details, please refer to the “Clinical Research Contract Requirements” available at:


� HYPERLINK "https://www.tauli.cat/institut/wp-content/uploads/2025/07/I3PT_Requisits-contractes.pdf" �https://www.tauli.cat/institut/wp-content/uploads/2025/07/I3PT_Requisits-contractes.pdf�


�Only applicable in the case of a CRO. If not applicable, respond to this comment with “N/A” and delete.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified beyond the adjustments expressly foreseen in the text itself and highlighted in grey.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified beyond the adjustments expressly foreseen in the text itself and highlighted in grey.


��Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified.


�Submission of the insurance policy certificate is required.�For further details, please refer to the “Clinical Research Contract Requirements” available at: � HYPERLINK "https://www.tauli.cat/es/institut/recerca/cei-ceim/" \l "requisits-documentacio" \t "_new" �https://www.tauli.cat/es/institut/recerca/cei-ceim/#requisits-documentacio�


��Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified.


�Include the Sponsor’s and/or CRO’s details for billing purposes. Specify the entity to which invoices will be issued, the party responsible for processing payments, and the contact details of the relevant representative.


�This clause excludes meeting expenses related to the organization of the Trial, in the event that it is multicenter, as well as any future arrangements the Sponsor may make for the dissemination of the results obtained from the Trial in scientific meetings and publications.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified.


�Clause adapted in accordance with the � HYPERLINK "https://www.aepd.es/documento/codigo-conducta-farmaindustria-cc-0007-2019.pdf" ��Code of Conduct on the processing of personal data in the field of clinical trials, other clinical investigations, and pharmacovigilance�, as well as the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified beyond the adjustments expressly foreseen in the text itself and highlighted in grey.


��The Sponsor is kindly requested to specify the competent authority


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified beyond the adjustments expressly foreseen in the text itself and highlighted in grey.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified.


�Clause adapted in accordance with the � HYPERLINK "https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://www.medicamentos-innovadores.org/sites/medicamentosinnovadores/docs/PRODF212251.pdf" ��proposed Catalogue of Harmonised Clauses for inclusion in Clinical Trial Agreements involving medicinal products� by Farmaindustria.





This clause cannot be modified beyond the adjustments expressly foreseen in the text itself and highlighted in grey.





Only applicable in the event that this contracting is requested by the Site or Principal Investigator. If not applicable, respond to this comment with “N/A” and indicate in the clause text: “Clause intentionally left blank.”


�This clause cannot be modified beyond the adjustments expressly foreseen in the text itself and highlighted in grey.





Only applicable in the event of equipment transfer at the request of the Site and/or Principal Investigator. If not applicable, respond to this comment with “N/A” and indicate in the clause text: “Clause intentionally left blank.”


�The equipment and/or materials being provided must be clearly identified, along with their corresponding market value.


�This clause cannot be modified.





Only applicable in the event of equipment being provided to patients. If not applicable, respond to this comment with “N/A” and indicate in the clause text: “Clause intentionally left blank.”


�This clause cannot be modified beyond the adjustments expressly foreseen in the text itself and highlighted in grey.





Only applicable in the case of use of biological samples. If not applicable, respond to this comment with “N/A” and indicate in the clause text: “Clause intentionally left blank.”
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