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CLINICAL TRIAL CONTRACT WITH THE STUDY SITE 
In ................, on....... of .............., 201..

GATHERED

On the one hand (Centre), Dª. Mª Inmaculada Renart López as Managing Director of the Consorcio Hospital General Universitario de Valencia, and representing this Institution with registered offices in en Avda. Tres Cruces, s/n de Valencia (46014), and CIF No. (Tax Identification Number) Q 460 10 65 H.

On the other (Foundation), Dña Carmen Escobedo Lucea.  as Managing Director of the Fundación de la Comunidad Valenciana Hospital General para la Investigación Biomédica, Docencia y Desarrollo de las Ciencias de la Salud and representing this Institution in Av. Tres Cruces s/n., and C.I.F. G-96792221.

On the other (appointed by Sponsor) Mr./Ms. ……….., as Managing Director, for and on behalf of ………………. with CIF No. ………… and with registered offices at ……………………… with legal capacity to undersign the present Agreement.

AND on the other hand (Principal Investigator) Mr./Ms. ……… with D.N.I (National Identity Card) ……………, attached to the Department of Neurology from the Health Centre as Principal Investigator, acting on his own behalf and in compliance with the obligations assumed.

CONSIDERING

The provisions of the Spanish Legislation in force regulating Clinical Trials with drugs and health products and complying with ethical and Good Clinical and laboratory Practice standards applicable for the performance of Clinical Trials.
DECLARE

The parties respectively acknowledge their sufficient competence and capacity to be bound by the present Agreement.
The present Agreement is AIMED AT the performance at the health centre Consorcio Hospital General Universitario de Valencia of the CLINICAL TRIAL titled: “…………..” with protocol code ………… (hereinafter referred to as Protocol) promoted by  ……... and that will be directed by  ………….. (named Principal Investigator) of the Department of ………… from the health centre Consorcio Hospital General Universitario de Valencia (hereinafter referred to as Centre or Research Centre), in accordance with the clinical Trial Protocol with EUDRACT number ……….
I. THAT for this purpose, the SPONSOR has chosen the most suitable investigator according to its qualification and available sources for the performance, direction and supervision of the trial at the CENTRE facilities, in accordance with the Protocol dated ………….. and the approval of the Spanish Drug and Health Products Agency. 

II. THAT said Trial is intended to determine safety and eficacy of the Product ………, all in accordance with Protocol No. …….. which describes in detail the procedures and scope of the clinical trial to be conducted.

III. THAT the trial shall be conducted after obtaining the required authorization from the Spanish Drug and Health Products Agency and the approval from the Ethical Committee for Clinical Research (CEIC) of       (CEIC of reference) with date       of       of       and statement No.      .

THAT based on these principles and objectives, the parties agree to enter into this agreement under the following terms and conditions: 

CLAUSES 

FIRST. OBJECT OF THE AGREEMENT

Subject to the present Agreement, the CENTRE authorizes the performance of the Clinical Trial in the facilities referred to as in Annex I, II, III and IV. This Clinical Trial shall be performed, directed and supervised personally by the INVESTIGATOR to whom the researching task is expressly conferred. 

On the other hand, the Clinical Trial is performed with an estimated number of 770 participating subjects and within an estimated maximum term of 24 months, as detailed in the Protocol. Said number and term can be modified when deemed necessary with the approval of the corresponding budget. Any modification of said amount shall be communicated by the sponsor to the corresponding Ethical Committee for Clinical Research (CEIC).

The sponsor reserves the right to suspend the inclusion of patients in any of the following cases: a) If the Principal Investigator does not include the agreed upon number of patients within the designated time period, b) If the different researchers of a multi-centre Clinical Trial include the total number of patients agreed upon in this contract in said Clinical Trail.
SECOND. PERFORMANCE CONDITIONS 

2.1. - Protocol and Good Clinical Practice (GCP).

The conditions for the performance of the Trial shall be those laid down in the current legislation, in the GCP guidelines and in the present Agreement and its attached Protocol. The parties herein shall comply with the provisions of the Protocol, including amendments or modifications to be introduced in it provided that they have been signed and accepted by the INVESTIGATOR and the SPONSOR, which shall keep in their files copies of all the amendments and modifications made to the Protocol, prior approval of such amendments and modifications by the Clinical Research Ethics Committee (CEIC), with regard to article 25 of the Spanish Royal Decree 223/2004, of 6 February regulating clinical trials with drugs. 

2.2. - Term and duration.

The clinical trial shall begin on the date on which approval is obtained from the Competent Authority (AEMPS) or on the date of execution of this contract, whichever occurs later and will last approximately …. months.

The estimated due date is …..

The inclusion period is estimated to end on …..

In the event that the beginning or the duration of the clinical trial is modified, the SPONSOR shall notify the CENTRE and the CEIC.

2.3. - Modification.

The Protocol may not be unilaterally modified by the PRINCIPAL INVESTIGATOR; it requires prior approval and consent by the SPONSOR. Any modification to the authorized Protocol shall be notified to the relevant Ethics Committee, the Spanish Drug and Health Products Agency, and shall have the approval of the Principal Investigator of the Study. 

Any modifications or amendments to the Protocol shall be notified to the CENTRE, through the local CEIC. The centre may, if such modifications or amendments are considered as essential, either terminate the agreement or by mutual agreement with the Sponsor, proceed with the renewal of the contract. 

2.4.- Ethical and legal Standards.
All the parties agree to comply with the current Spanish Legislation regulating Clinical Trials with Drugs: Spanish law 29/2006, July of 26 on guarantees and rational use of medicines and medicinal products, Royal Decree 223/2004 of February 6, on April 4 Convention for the Protection of Human Rights and Dignity of the Human Being with regard to the Application of Biology and Medicine, (instrument of ratification on 23 July 1999) date of entry into force in Spain 1 January 2000, and other consistent rules. 

Clinical trials with medical products shall be conducted in accordance with the Spanish Royal Decree 1143/2007 of 31 August regulating health products, and the Spanish Circular No. 7/2004 of the Spanish Drug and Health Products Agency regulating clinical research with medical products. 

The performance of the trial is agreed in compliance with the provisions of the Declaration of Helsinki. 

The CENTRE shall ensure that during the conduct of the Trial fundamental human rights are fully observed, in accordance with essential Bioethical standards, health standards and Good Clinical Practice standards applicable to the Trial, without substituting the tasks entrusted to the SPONSOR, INVESTIGATOR and CLINICAL RESEARCH ETHICS COMMITTEE, and Order of the Regional Ministry of Health regulating management of clinical trials and observational post-authorization studies with drugs and medical products.  

Resolution issued on 16 July 2009 of the Regional Ministry of Health, regulating procedures, documentation and deadlines to be observed in the presentation and modification of clinical trial-related processes and observational post-authorization studies with drugs and medical products in the Regional Community of Valencia.

Resolution issued on 16 July 2009 of the Regional Ministry of Health by which the agreement model to be entered into between the Health Centre Management, the sponsor and the investigators, for the conduction of a clinical trial or observational post-authorization studies with drugs and medical products in the institutions of the health services of the Regional Health Ministry of Valencia. 

And in the issues of application of the Law 14/2007, of 3 July, regulation Biomedical Research.

2.5. - Patient’s Informed Consent.

Before a patient is included in a Clinical Trial, the Principal Investigator or its collaborators shall verbally and in writing inform the patient in an understandable language of the nature of the Trial and obtain the informed consent of said patient and/or its representative, in accordance with the current legislation. The patient shall receive a copy of this document.  

The consent shall be prior to the inclusion of the patient to the trial, and shall be dated and signed. The subjects participating in a Trial must be able to give his/her consent after having been duly informed about the nature, importance, implications and risk of his/her participation in the Trial, as well as of the alternative treatments and the confidentiality conditions under the Spanish Data Protection Law. In the event the subject is not capable of giving consent or is unable to do so, the decision shall be made, taking into account the requirements of the Spanish Royal Decree 223/2004. 

In the case of clinical trials involving minors or incapacitated, the Public Prosecutor’s Office shall be informed as provided for by the current Legislation. 

The versions to be used of the Patient Information Sheet (PIS) and the Informed Consent (IC) shall be those approved by the Ethics Committee. 
The CEIC of the Centre shall approve the Patient Information Sheet (PIS) and the Informed Consent (IC). Furthermore, the identification and electronic informed consent by the patient in the information system of the Valencia Regional Health Agency will be enhanced. 

A copy of the informed consent shall be filed with the medical history of the patient and duly kept. 

While the electronic version of the informed consent does not exist or is not available, the copy of the informed consent shall be kept in the Investigator’s file. 

2.6. - Access.

The CEIC shall have access at all times to the documentation of the Trial, necessary for the follow up of Clinical Trials in accordance with the current regulations, specially the informed consent of patients participating in the Trial. 

The clinical trial monitor shall also have access in every visit done to the clinical documentation of patients included in the clinical trial. Nonetheless, the monitor shall respect the confidentiality of data in accordance with the current legislation. 

Likewise, the Health Authorities shall have access to the clinical documentation of the patient, when performing GCP inspections. 

2.7. - Publication of results.

The sponsor undertakes to publish the results of the present clinical trial. Said publication shall obligatorily be sent to the CEICs involved in the performance of the clinical trial and the principal investigators for their knowledge. The Principal Investigator shall be free to present the results in an appropriate scientific meeting and/or publish them in a prestigious magazine, undertaking to submit to the Sponsor a copy of the manuscript or original, with sufficient notice, for review and comment of the content contained in such communication/publications within 30 days from receipt thereof.  

The investigator undertakes to comply with the provisions of the study protocol relating to the publication of data, undertaking not to publish/disseminate those obtained in the centre, until the study data has been published as a whole. 

If so requested by the Sponsor, in order to properly secure the protection of inventions or developments arising from the trial, the Principal Investigator agrees to delay the submission of the proposed publication for a period not exceeding six (6) months. 

The sponsor undertakes not to impede and/or hinder the dissemination of those results that, being scientifically sound and unquestionable, reveal the lack of efficacy or adverse effects of the treatment.

The Sponsor shall be bound to comply fully with Article 38 of publications of the Spanish Royal Decree 223/2004, of 6 February regulating clinical trials with drugs. 

After six (6) months the results may be made public in the Program for Clinical Studies of Drugs and Health Products (Programa de Estudios Clínicos de Medicamentos y Productos Sanitarios; PECME) in the Regional Community of Valencia (PECME) of the Regional Health Ministry’s website.

2.8. - Confidentiality and Data protection.

Any information relating to the conduct of the Trial, whether previous or subsequent to the same, provided or obtained, is confidential. In the event that information is disclosed to a third party, this such party undertakes in writing to maintain confidentiality of the information on the same terms contained hereof. 

This confidentiality agreement shall remain in force indefinitely after this contract. The Principal Investigator undertakes that all members of the research team and any third party to whom confidential information relating to this study has been disclosed will sign a confidentiality agreement with terms similar to those provided in this contract, or their adhesion to the content of this contract before their collaboration tasks in this study begin. 

Finally, all the parties and collaborating staff shall take appropriate measures to maintain confidentiality of personal data of which they are aware as a result of the trial, preventing access to said data to unauthorized third parties. The CENTRE shall ensure confidentiality, and together with the PRINCIPAL INVESTIGATOR, shall restrict access to information to those assumptions necessary for the proper execution of the protocol. 

In this sense, strict observance must be made of: Spanish Organic Law 15/1999 of 13 December regulating Personal Data Protection, Law 41/2002 of 14 November, basic regulations and their rights and duties with regard to clinical information and documentation; and Law 1/2003 of 28 January regulating rights and patient information of the Regional Community of Valencia, as well as the Royal Decree 1720/2007 of 21 December by which the Regulation of development of the Organic Law 15/1999 of 13 December is approved, regulating personal data protection.  

Provided that article 2.7 is observed, the CENTRE shall not be entitled to disclose or disseminate by any means the results, data or information arising directly or indirectly from the performance of the Trial not even for scientific purposes unless authorized in writing by the SPONSOR. 

Personal data of the Investigator provided to the Sponsor may be stored in a file of the Sponsor. These data will allow the Sponsor to maintain the relationship with the Investigator, to send information about the products and projects of the Sponsor and may be communicated to other companies with the same purposes. The Investigator may exercise its right to access, cancellation, rectification and opposition by writing to the Sponsor. 

2.9. - Filing of documentation.

Medical histories of patients will have a permanent, dynamic and fast system to identify whether a patient is participating or has participated in a clinical trial.  

The CEIC, shall file all the documentation relating to its operation and activity. In the event of termination of the activity, the documentation must be kept in the institution for at least three years since the completion of the last evaluated study. 

In the event any legal proceedings are initiated, documentation in paper format shall be kept until a court decision is achieved. This documentation shall be filed preferably together, in a place that will guarantee the confidentiality of information during the time required to be filed.  

The obligations under the Law 15/1999 of 13 December regulating personal data protection and its further development (Royal Decree 1720/2007 of 21 December by which the Regulation of development of the Organic Law 15/1999 of 13 December is approved, regulating personal data protection) must be guaranteed. 

Relevant documentation shall be stored in secure places that guarantee that the documents remain complete and legible and shall be available to the competent authorities in case they are requested during the period provided for storage. 

When essential documents are stored in electronic format it must be guaranteed that any modification to the records is traceable, making able to know the initial and corrected data, as well as the date and signature of the author, including at least the following: 

- Accreditation resolutions and further amendments. 

- Curriculum Vitae of current members or from those who have belonged to the Committee. 

- Meetings and records of the Committee 

- Standard operating procedures of the activity of the Committee, current version and historical file.

- Record book.

THIRD. PARTICIPANTS AND CONDUCTION SITE 

3.1. - Participants. 

3.1.1. - Sponsor

3.1.2. - Principal Investigator. The PRINCIPAL INVESTIGATOR shall ensure that all trial participants and especially, the collaborators faithfully meet all the requirements set forth in this agreement, after being duly informed of the same.   
3.1.3.  - Collaborators.
3.1.3.1-. Collaborative team:
The collaborative team of the INVESTIGATOR shall be approved and shall be able to successfully accomplish with the intended clinical trial, satisfying the requirements of the suitability certificate of Annex IV. 

The Principal Investigator shall notify the CEIC and the Management of the Centre all the modifications and updates of the tasks of the team involved in the agreement. 

3.1.4.- Other staff: If for the conduction of the present clinical trial staff unrelated to the CENTRE is required to be hired, it shall be notified to the CENTRE for inspection and access authorization and participation in the protocol by means of the appropriate accreditation. 

None of the requirements of this agreement constitutes an employment relationship between the CENTRE and the hired staff unrelated to the CENTRE participating in the trial. 

3.1.5. - Monitor: The Sponsor, in compliance with Articles 35 and 36 of the Spanish Royal Decree 223/2004 of 6 February, appoints as monitor of the Trial Ms. ……………of the company ……
In the event the monitor is replaced, the Sponsor shall notify the identity of the new appointed monitor. 

3.2. - Site. 

The clinical Trial subject matter of this agreement shall be conducted in the Service, Unit, Department/s, centre/s of ……. of the health centre Consorcio Hospital General Universitario de Valencia.
FORTH. FURNISHING OF PRODUCT AND EXTRAORDINARY EQUIPMENT 

4.1. – Product.

The SPONSOR undertakes to provide through the Pharmacy Department (in the case of clinical trials with drugs) or the Supplies Department (in the case of medical products), the products for the conduction of the Trial, with no cost for the centre as provided in Article 35 of the Spanish Royal Decree 223/2004; in exceptional circumstances and after written consent is obtained, other routes of supply and financing may be used. Said product may not be used, commercialized nor supplied to any third party without prior written consent by the SPONSOR. 

In the event that after the conduction of the Trial there is product left over, the INVESTIGATOR and the CENTRE shall be bound to promptly return it to the SPONSOR. For this purpose the CENTRE shall take the necessary measures for such restitution. After the completion of the Clinical Trial, the Sponsor shall agree with the Centre the withdrawal, destruction or transfer procedures of the surplus product (if they are commercialized products), in accordance with Article 29 on treatment continuation after the trial completion of the Spanish Royal Decree 223/2004 of 6 February regulating clinical trials with drugs. 

4.2. – Equipment.

On the assumption that extraordinary equipment is required for the performance of the Protocol, this shall be purchased and installed by the SPONSOR, with the authorization and supervision of the CENTRE. Moreover, the SPONSOR shall be liable for the maintenance expenses for the duration of the study. Upon completion of the Protocol, the SPONSOR is entitled to withdraw the extraordinary equipment at its sole cost. In the case of transfer of machinery by the Sponsor, the appropriate contract execution shall be made. 

In the present Trial the equipment shall be the following: …….
4.3. – Additional Tests.

The tests to be conducted to the patients in the Centre in order to carry out the Trial, unforeseen during the stay at the Centre, shall be borne by the Sponsor, who will be invoiced in accordance with Annex III.  

FIFTH. ECONOMIC RELATIONS 
The Financial statement for the clinical trial shall specify the following sections: 

5.1. Budget and financial statement. 

According to the financial statement enclosed as Annex III herein: The initial budget of the trial shall contain all the payments to be made, namely, payments to the CENTRE AND FOUNDATIONS, (clinical trial management, direct and indirect costs), to the researching team and patients and shall be broken down in the following sections: 

I. Extraordinary costs for the centre and patients:

I.a. Administrative management of clinical trial.

I.b. Compensation to Institution.

I.c. Compensation to patients.

II. Regular costs of the trial (recruited patient):

II.a. Indirect costs (phase I and II studies will be the 30% of the recruited patient, in the phase III and IV will be the 40% of the estimated cost for each recruited patient).

II.b. Compensation for Investigator and collaborators (in the phase I and II studies up to 70% of the estimated cost calculated for each evaluable recruited patient, in the phase III and IV studies up to 60% of the estimated cost calculated for each evaluable recruited patient). 



- Principal Investigator



- Collaborators



- Compensation to other services



- Other staff costs

III. Patients not completing the study.

5.1.1. – Extraordinary costs for the centre and patients:

a) For the payment of administrative management of the clinical trial, the amount of 500 € + VAT shall be paid.  The payment to the FOUNDATION shall be made upon presentation of an invoice no later than thirty (30) days from the signing of the compliance document of the management of the centre, and before the start of the trial to the following address and bank account: 

Bank Name: BANCAJA

Adress: Avda. Tres Cruces, s/n – 46014 - VALENCIA.

Account No.: 2077.0066.97.3101080602

Account name holder: FUNDACIÓN Hospital universitario DE VALENCIA para la INVESTIGACIÓN biomédica, DOCENCIA Y DESARROLLO DE LAS CIENCIAS DE LA SALUD.

b) Extraordinary direct costs of the centre shall cover all those specific tests and materials necessary for the conduction of the trial. Extraordinary direct costs shall be specified in detail by the PRINCIPAL INVESTIGATOR in Annex III being accepted by the SPONSOR and the CENTRE. Extraordinary costs of the centre shall be invoiced to the Sponsor, taking as reference the rates established in the Ley de Tasa de la Generalitat Valenciana (Tax-rate Law of the Generalitat Valenciana) for the invoicing of Health Services, of the Valencia Regional Health Agency, or else, for the cost of the same.
c) Compensation to patients. Where appropriate, subject to applicable laws and regulations, due to the participation in the clinical trial, and as agreed with the Sponsor, patients shall be paid the amount estimated in Annex III. 
5.1.2. – Regular costs of the trial (recruited patient):

a) The Sponsor agrees to pay the amount of ….. € per concluded and evaluable patient as described in the Protocol. The estimated maximum number of patients to be included shall be of …. patients. 

b) As general collaboration (indirect costs) for the performance of the clinical trial, the amount of ……€ shall be paid. Said amount shall is deemed to cover indirect costs, and the corresponding invoice will be issued by the health centre, to which the corresponding VAT will be assessed. 

c) The payment of compensations to the INVESTIGATOR, as well as the additional legal obligations (I.R.P.F [Personal Income Tax] deductions) shall directly correspond to the SPONSOR. Payment to investigators shall be ….. € per patient …..€  will be deducted as extraordinary tests and procedures carried out at site. Whenever possible, if there is capacity for it, payments to investigators should be made by the Foundation or Centre, not directly by the sponsor.
5.1.3. – Financial statement:
The overall cost of the clinical trial is estimated at “…… Euros” per patient (VAT excluded).  The breakdown of the same is contained in the Annex III herein (Financial statement of the clinical trial), where both direct and indirect costs of the trial are specified (economic compensation to investigators, administration expenses, expenses of the centre in tests and processes, economic compensation to trial subjects, and other expenses). 

In the event that a patient, for whatever cause, withdraws the clinical trial before the study is concluded, the Sponsor shall be bound to pay the prorated amount based on their participation in the study. To said amounts the corresponding VAT shall be assessed, and these shall be made effective by the Sponsor in accordance with clause 5.1.2 herein.
In case of early termination of the trial for whatever reason, the amount to be paid shall be modified based on the number of patients included and how long they have participated in the trial. 

5.1.4. – Payment methods:

Payment shall be made as follows:

· XX% for each evaluable and completed patient for which all the data has been completed and verified in the CRF. at the inclusion of XX completed patients…….XXXXXX €

· XX% at the inclusion of XX completed patients…….XXXXXX €

· XX% pending will be payed at the moment of the close of the site and once the CRF will be completed and locked.

If new patients are included in the trial, the SPONSOR shall notify the CENTRE the modification of the protocol and the financial statement will be reviewed as an Annex to the same of the chargeable items. 

The sponsor agrees to deliver to the economic management of the Fundación de la Comunidad Valenciana Hospital General para la Investigación Biomédica, Docencia y Desarrollo de las Ciencias de la Salud once the clinical trial with code …. and titled “…....” is concluded a copy of the statement of expenditures corresponding to said trial.

The Sponsor Entity states that no other agreements have been or will be executed neither with the Principal Investigator, its collaborators nor with any other institution involved directly or indirectly with the conduction of the present Clinical Trial, from which additional economic payments or considerations in kind result. In the event that for any reason the execution of an additional agreement is necessary, it shall be attached in accordance with the model of Annex V herein. 
SIXTH. DUTIES OF THE TRIAL SPONSOR 

Those referred to in the current legislation regarding clinical trials.

· Regarding clinical trials with medical products, the SPONSOR, agrees to provide free of charge said products through the Supplies Department of the centre Consorcio Hospital General Universitario de Valencia, taking into account the current legislation regarding administrative contracting. 

· Equipment. In the event extraordinary equipment is required for the performance of the protocol, this shall be acquired and installed by the SPONSOR, with the authorization and supervision of the CENTRE, with no obligation of compensation by the Hospital. Furthermore, the SPONSOR shall be responsible for the maintenance costs during the conduction of the Trial. Upon termination of the trial, the equipment may be withdrawn/assigned to the CENTRE by the SPONSOR. This point shall not contradict section 4.2 herein. 

· In the present Trial the extraordinary equipment shall be the following: ……
The sponsor shall notify to the CEIC and the Centre Management of the beginning of the clinical trial in the centre. 
The sponsor shall conduct an initial visit to the Pharmacy Department in order to settle down the details of the development of the clinical trial with drugs. 
SEVENTH. DUTIES OF THE MONITOR

Those referred to in the current legislation regulating clinical trials.

EIGHTH. DUTIES OF THE PRINCIPAL INVESTIGATOR 

The principal investigator is responsible for carry out the clinical trial as per the requirements and conditions referred in the relevant administrative authorization, those referred to in the current legislation regulating clinical trials.

NINTH. DUTIES OF THE DEPARTMENT OF PHARMACY 

a) Keep updated a file in which the Trial drugs shall be detailed until the termination of the Trial. Upon termination of the study, such file can be transferred together with the master file of the trial, as well as with the control of the provided quantities and the respective issue dates. 

b) If agreed with the sponsor, the Department of Pharmacy shall ensure that the randomization codes are kept in an accessible place in case of emergency. 

c) Shall be accountable for the correct handling and conservation of the drug, that is to say: control in the reception of the drug, correct storage, drug dispensing and return to the sponsor of the left-over drug.  

d) The Department of Pharmacy shall take part in the decision of beginning any clinical trial requiring their collaboration. If the investigator does not notify the Department of Pharmacy of the beginning of the trial, this may not provide the trial drug, and therefore, the agreement may be cancelled. 

TENTH. CLINICAL TRIAL DOCUMENTATION 

a) The trial sponsor is accountable for the trial documentation file.  

b) The investigator will ensure that identification codes of subjects are kept for at least fifteen years after the termination or discontinuation of the trial. 

c) Medical histories of patients and other original data shall be kept in accordance with the current legislation. 

d) The sponsor or data owner shall keep the remaining trial-related documentation during the period of validity of the drug according to the current legislation regulating clinical trials and the internal rules of the centre. 

e) Any change in relation to data ownership shall be documented. 

f) All data and documents shall be made available to the competent authorities at their request.  

g) Confidentiality of data and documents contained in the file shall be ensured at all times.  

h) In all cases, the parties agree to adjust to the ICH guidelines (International Conference of Harmonization Guideline) for Good Clinical Practices (GCP). 

ELEVENTH. REPORTS AND OWNERSHIP OF RESULTS 

11.1. – Reports. The parties agree to cooperate and reciprocally inform of any issues relating to the trial, its follow-up, and the results arising from the same, abiding by Article 27 of the Spanish Royal Decree 223/2004. Within one year after the termination of the trial, the Sponsor shall send to the Spanish Drug and Health Products Agency and the involved Ethics Committee for Clinical Research a summary of the final report concerning the trial results.
11.2. – Ownership of results. The parties agree that all rights, data, results and discoveries or inventions, patentable or not, made, obtained or generated in connection with the Trial shall be exclusive property of the SPONSOR. 

In the case of agreements that have a financial statement of zero, the parties agree that the intellectual and industrial property of the results arising from the study herein shall be shared, in proportion to the contribution of each of the parties to the investigation herein. The expenses arising from the protection of such property shall be borne by the parties in the same terms. 
TWELFTH. INSURANCE AND LIABILITY 

12.1.- The Sponsor (D-Pharm) of the present trial has taken out a liability insurance that covers legal responsibilities in the legal terms set forth in the clinical trials regulations and the rules for insurance contracts in our country. Insurance policy and proof of payment of the same must be enclosed. 

The Sponsor agrees to maintain insurance coverage throughout the duration of the trial.
12.2.- In all cases, the CENTRE agrees to notify the SPONSOR whenever it receives a complaint, claim, or legal action, actual or potential if known. 
THIRTEENTH. REPRESENTATION OF THE PARTIES 

The CENTRE holds no representation of the SPONSOR towards third parties. 

The Sponsor agrees to notify the centre, through the Ethical Committee for Clinical Research, any modification to the protocol arisen from the performance of the same, such as extensions of the recruitment period, renewal of the liability insurance policy, renewal of the authorization of product in clinical research phase, etc…, as well as the final report upon trial termination, containing the number of included patients and the final balance of sample (used samples and returned samples). 

No information about the trial data may be disclosed to the media or any staff associated with entities operating in the financial market. The Principal Investigator, on his own behalf and on behalf of his collaborators, undertakes not to use privileged information from his participation in the trial for his own benefit.

FOURTEENTH. AUDITS AND INSPECTIONS 

The CENTRE and the PRINCIPAL INVESTIGATOR and its collaborators and the Sponsor shall enable health authorities to inspect their study Records and Trial-related sources, upon request. 
The CENTRE and the PRINCIPAL INVESTIGATOR and its collaborators shall enable any consultant or external auditor appointed by the SPONSOR, to inspect their study Records and Trial-related sources, upon request.

FIFTEENTH. REGULATION AND JURISDICTION  

15.1. - Contractual. Both parties agree that their relations are governed exclusively by the contents of this agreement, and any other prior agreement shall be declared null and void, express or tacit, documented or not. The present agreement herein shall be considered modified or amended by written agreement of the parties and as set forth in section 2.1 herein. 
15.2. - Legislative. The present agreement is subject to the Spanish Laws and regulations. 
15.3. - Jurisdiction. To the extent permitted by law, the parties, with express waiver of any other jurisdiction to which they might have recourse, agree to submit to the jurisdiction of the Regional Community of Valencia. 
15.4. - In the event of any inconsistency between the Agreement in Spanish and its translation to English, the Spanish version shall prevail, provided however, that the English version of the PROTOCOL shall prevail for all intents and purposes.
SIXTEENTH. SUSPENSION AND TERMINATION CAUSES  

16.1. - Ordinary. The agreement terminates upon completion of the Clinical Trial.  

16.2. - Resolution. This contract may be terminated by any of the parties with immediate effect by written notice in the event any party breaches any provision of this agreement or of the current applicable law, and if such breach is not cured within thirty (30) days after receiving notice. 

16.3. - Conclusion of the Agreement. The conclusion of the agreement entails the winding up of the economic relations between the parties, notwithstanding the ensured liability in clause seven herein.

In the event a trial is suspended, the PRINCIPAL INVESTIGATOR shall return to the SPONSOR all the material provided by the latter and any unused medication that remains in his possession. 

The SPONSOR shall be bound to pay for all the services, except for:  

- To the CENTRE, those services that performed defective have caused the suspension of the trial.

- To the PRINCIPAL INVESTIGATOR, if the suspension arises from the breach of its duties and obligations. 

The Clinical Trial may be suspended before its completion date if any of the following circumstances occur:

a) If available data suggests that continuing to administer to the patients the drug used in the clinical trial and/or the comparative drug or the placebo is not safe or justified.


b) Due to failure by the Principal Investigator to comply with the terms set forth in the present agreement and/or Protocol.

c) If the contracting parties come to mutual agreement, expressed in writing, to suspend the trial.

In the case of early termination, the Principal Investigator shall hand over to the Sponsor a report of the results obtained up to the date of termination of the research.  

For all the aforesaid, the Sponsor shall reimburse the Department/Centre, the trial subjects and the Foundation the amount corresponding to the work effectively carried out.

In witness whereof, the parties hereto have executed four copies of this Agreement to the same purpose, and is effective upon signature as of date and place set forth hereinabove. 
ON BEHALF OF THE SITE 


ON BEHALF OF THE SPONSOR 

Signed:. Dª. Mª Inmaculada Renart López

Signed. 

MANAGING DIRECTOR                                     

THE PRINCIPAL INVESTIGATOR 

Signed: Dr. 
ON BEHALF OF THE FOUNDATION

Signed Dña. Carmen Escobedo Lucea
�Pending to complete when EC gives the approval
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