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AGREEMENT FOR THE IMPLEMENTATION OF THE OBSERVATIONAL STUDY    (by Order SAS/3470/2009, of December 16)     
TITLED:
Protocol code:
Foundation code:
BETWEEN
_________________________________________ (name of the SPONSOR’S legal representative), Nat'l ID ___________, representing _____________________________________________ (full name of SPONSORING organisation –pharmaceutical laboratory, scientific society, legal person), (hereinafter, SPONSOR), with registered address at _______________________________________________(full address of the SPONSOR), ___________(town/city and postal code) and with fiscal ID No. ___________duly authorised, pursuant to the powers issued in __________________________, dated ___________, before the notary ________________________________________________.
AND Carmen Martínez de Pancorbo González, with Nat'l ID 30562827-J, acting on behalf of the FUNDACIÓN PARA LA INVESTIGACIÓN BIOMÉDICA DEL HOSPITAL UNIVERSITARIO 12 DE OCTUBRE (FOUNDATION FOR BIOMEDICAL RESEARCH OF THE UNIVERSITY HOSPITAL 12 DE OCTUBRE) (hereinafter, FOUNDATION), with business address at Av. de Córdoba, s/n, Edifício: Centro de Actividades Ambulatorias (CAA), 6ª planta, Bloque D, Madrid, CP-28041, Spain, with fiscal ID No. G 83727016, authorised as per power of attorney issued in Madrid, Spain, dated 19 December 2011, and notarised by Mr. José Amérigo Cruz, of Madrid, Spain.

Dr. Carmen Martínez de Pancorbo González also acting on behalf of HOSPITAL UNIVERSITARIO 12 DE OCTUBRE (hereinafter, HOSPITAL) .
AND _______________________________________________ (name of the PRINCIPAL INVESTIGATOR), with Nat'l ID No. ___________, acting on their own behalf (hereinafter, PRINCIPAL INVESTIGATOR), with address at, for notification purposes, in the HOSPITAL, located at Avda. de Córdoba, s/n – 28041, Madrid, Spain.

The Parties, acknowledging that they have the required capacity to bind themselves by the present Agreement (hereinafter, the Parties),

STATE
Whereas the SPONSOR is interested in conducting the Observational Study described in the first clause of the Agreement.
Whereas the FOUNDATION, the Madrid Department of Health and the Agency “Pedro Lain Entralgo” for Healthcare Training, Research and Studies of the Community of Madrid, signed, on the 17th of June 2009, a Framework Agreement for the Management and Coordination of Biomedical Research conducted in the HOSPITAL, and is empowered to establish contracts, agreements or any other type of document that provides them support.
Based on the foregoing, the Parties decide to formalise this Agreement, according to the following:

CLAUSES
1.- 
PURPOSE
1.1. The purpose of this Agreement is to conduct the EPIDEMIOLOGICAL STUDY/OBSERVATIONAL STUDY titled “_______________________________________________” (hereinafter, STUDY), protocol code “___________” (hereinafter, PROTOCOL), to be mainly conducted at the HOSPITAL facilities identified in the Recital of the present Agreement, under the management and responsibility of Dr. _______________________________________________ who will act as its PRINCIPAL INVESTIGATOR. The STUDY shall be conducted according to the content specified in the PROTOCOL, with the identical version and date as the one reported on ___________ by the Ethics Committee of (EC data)
2.
-START AND DURATION
2.1. 
The STUDY shall not start under any circumstance until approval by the EC has been certified.  The Parties commit themselves to ensuring that the STUDY is conducted as specified by the PROTOCOL.
2.2. 
The estimated duration of the STUDY is ___________ months, starting from the date the EC approval has been granted.

3. APPLICABLE REGULATIONS
3.1. The Parties agree, at all times, to respect and comply with current legislation applicable at the time of signature of this Agreement and during its term, as well as to expressly comply with the principles and ethical norms, particularly, the following:
3.1.1. Order SAS/3470/2009, of December 16, in which is published the directives on observational postmarketing studies for medicinal products for human use.

3.1.3.   Order 730/2004, of June 30, which establishes the requirements for the implementation of observational postmarketing studies for medicinal products for human use in the Community of Madrid. 

3.1.4.   Law 14/2007 of July 3 on biomedical research.
4.- 
OBLIGATIONS OF THE PARTIES
4.1. The Parties are bound to fully execute all services set forth in this Agreement, in accordance with that set forth in the Agreement and the PROTOCOL. Each party shall comply with its obligations, as per the regulations indicated in the Clause 3. For each party, the obligations, duties and functions set forth in the aforementioned legislation are considered, for all effects, binding content in the current Agreement, so that any violation shall be considered noncompliance of the current Agreement.

4.2. The duties of the Parties are:

4.2.1. To collaborate in the STUDY’S follow-up visits conducted by (i) the EC, (ii) the monitors and auditors acting on behalf of the SPONSOR, and (iii) the competent authorities when conducting inspections. These visits shall be reported at least one week in advance unless otherwise agreed upon among the Parties. Technical and organisational measures will be taken during these follow-up, monitoring and audit visits to ensure maximum compliance with legislation on personal data protection.
4.2.2. Comply with internal HOSPITAL regulations on the part of the INVESTIGATOR, SPONSOR, monitors and auditors, as well to comply with the indications on the conduct of the STUDY established by the EC responsible for its supervision. 
4.2.3. No agreements or pacts shall be made related to the performance of the STUDY, or any that might result in exceptions or contradictions with the content of this Agreement. Therefore, each Party states that, as of this agreement date, they are not part of any agreement or pact that might contradict its content. Specifically, by virtue of this Clause, the Parties accept that no agreement can be made nor can any compensation of any kind be given to the PRINCIPAL INVESTIGATOR or any of the collaborators other than those stated in this Agreement. Expenditures for meetings held to organise and supervise the implementation of the STUDY are excluded from this prohibition, as well as those to analyse or disseminate the results of the STUDY (scientific presentations or publications).

4.3. In addition to the obligations stated in the applicable norms, the SPONSOR is bound to provide continuing support to the PRINCIPAL INVESTIGATOR and to provide him/her and the EC with any new relevant information related to the STUDY.
4.4. The FOUNDATION is bound to the financial management of the present STUDY. The FOUNDATION shall receive the payments from the SPONSOR, and shall distribute them according to the provisions of Annex 1.

4.5.
The PRINCIPAL INVESTIGATOR agrees to safeguard the patients’ identification codes. The SPONSOR and PRINCIPAL INVESTIGATOR agree to maintain the essential documents of the STUDY during the time period and according to the conditions set forth by current legislation.

4.6.
It is the PRINCIPAL INVESTIGATOR’S responsibility to select the members of the research team and the support staff for the STUDY. They can either be individuals, trading entities or organisations of a different nature with adequate material and human resources for its implementation.
5.- 
FINANCIAL ASPECTS 
5.1. The cost of this STUDY has been initially budgeted at ___________ EUROS (€___________) (herein after, Study Budget). This cost has been determined by applying a cost of ___________ EUROS (€___________) per evaluable subject, as established by the Payment Schedule of the STUDY (Annex 1), which specifies all its economic aspects.

5.2. The sum to be paid by the SPONSOR during the execution of the STUDY will be set by applying Annex 1, and shall be paid to the FOUNDATION.
5.2.1. 800€ to be paid upon signature of this Agreement.

5.2.2. The SPONSOR and INVESTIGATOR PRINCIPAL shall report to the FOUNDATION, at least every six months, the number of enrolled patients and visits performed as outlined in Annex 1. Based on this, the FOUNDATION shall issue the corresponding invoices up to the full payment of the amount that constitutes the Budget.

5.3. The final amount that the SPONSOR should pay for the execution of the STUDY shall be determined by actual activities performed while conducting the STUDY (hereinafter, Final Cost). The Final Cost shall be calculated as follows:

5.3.1. Within a maximum period of three (3) months from the completion of the STUDY at the HOSPITAL, the SPONSOR and the PRINCIPAL INVESTIGATOR shall report in writing to the FOUNDATION the total number of (i) recruited and evaluated subjects, (ii) actual number of visits conducted, (iii) resulting incidents, as well as (iv) any test, analysis, examination, consultation or hospital stay of extraordinary nature that might have occurred, whether or not they are included in the Payment Schedule (Annex 1).

5.4. All payments shall be made upon receipt of an invoice; the corresponding VAT tax will be added as per current legislation at the time the invoice is issued, under the SPONSOR’S name.  The payment will be made through bank transfer, and any bank transaction expenses will be paid by the payer of the transfer, to:

Name: Fundación para la Investigación Biomédica del Hospital Universitario 12 de Octubre

Banking Entity: La Caixa
Bank Account Number: 2100 5478 71 0200025607
IBAN: ES 20 2100 5478 7102 0002 5607
SWIFT.Caixe SBBxxx
5.5. The payments made by the SPONSOR shall be performed through the FOUNDATION in 30 days, which shall fully clear the debt of the former. It shall be the FOUNDATION’S responsibility to distribute the corresponding amounts to the Investigators or study subjects, as applicable. 
6.-
GUARANTEES OF CONFIDENTIALITY AND PROTECTION OF PERSONAL DATA
6.1
The Parties agree to take all necessary measures within their means to ensure the confidentiality of the information provided for the implementation of the STUDY and that obtained during its performance and that of the personal data collected of recruited patients in the study, in order to comply with all requirements of current legislation. Exempted from this confidentiality agreement is information that (i) is in the public domain, (ii) was previously known by the PRINCIPAL INVESTIGATOR or the FOUNDATION at the moment of disclosure, or (iii) there is mandatory disclosure enforced by law.

6.2
All Parties, insofar as they access and deal with personal data from the STUDY subjects, must take all the pertinent measures to protect the data and prevent access to them by unauthorised third parties. The Parties are bound to the strictest observance of the provisions established in the Personal Data Protection Organic Law 15/1999 of December 13, Royal Decree 1720/2007 of December 21 that approves the regulation of the implementation of said Law, and Law 41/2002 of November 14, the basic regulatory law on patient autonomy.
7.-
AGREEMENT MODIFICATION, TERMINATION, OR SUSPENSION

7.1. Any modification to the provisions of this Agreement shall be done in writing, signed by all Parties and attached as an addendum. 
7.2. The STUDY can be terminated or suspended by any of the Parties under any of the following conditions:
7.2.1.
Noncompliance of essential obligations undertaken by any of the Parties.

7.2.2. Noncompliance or defective compliance of the remaining obligations undertaken by any of the Parties, as long as such non-compliance is not rectified within fifteen (15) days after giving written notification by the other Party.
7.2.3. By mutual written agreement among the Parties.

7.3. Termination or suspension of the STUDY shall allow the dissolution of the Agreement by the Party that has not breached the obligations of the Agreement.
7.4. The Parties shall ensure the participants' safety at the end of the STUDY and compliance with current applicable legislation.
8.-
RESULTS AND PUBLICATIONS
8.1. All data and results from the STUDY, as well as all its resulting work and industry rights are the SPONSOR’S property, and the Parties are bound to comply with relevant legislation on this matter. This circumstance will not prevent the PRINCIPAL INVESTIGATOR and the FOUNDATION from using the results in their professional activities.

8.2. The SPONSOR agrees to disseminate the results of the STUDY (once the STUDY has been completed), whether negative or positive, in publicly accessible scientific media.

8.3. If the SPONSOR has not submitted the final results of the STUDY for publication, after having received the final report of the STUDY’S results in the space of 24 months, the PRINCIPAL INVESTIGATOR can disseminate the data, discoveries or inventions through journals or scientific publications with professional purposes, with reference at least to the SPONSOR. In this case, The SPONSOR shall receive for its review a copy of the text proposed for publication and/or dissemination at least forty-five (45) days before it is sent to a scientific journal, and at least twenty (20) days before if it is an abstract. In any case, the PRINCIPAL INVESTIGATOR can only use these data after receiving express written authorisation from the SPONSOR.
9.-
   JURISDICTION
9.1.
To resolve any dispute that may arise in the application or interpretation of the provisions established in this Agreement, the Parties hereby expressly waive any jurisdiction that may correspond them and submit themselves to the jurisdiction of the Courts and Tribunals of Madrid.
9.2
Should a copy of this Agreement become available in any other language, the Spanish version shall prevail.

In Witness Whereof, as proof of consent, all Parties sign this document in quadruplicate for a sole purpose 

For the SPONSOR, 


                                                                                     Date:

___________________________________________________________________

For the FOUNDATION and the HOSPITAL

Dr. Carmen Martínez de Pancorbo González            Date:
____________________________________________________________________
THE PRINCIPAL INVESTIGATOR,

                                                                                      Date:

____________________________________________________________________
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