CONTRACT BETWEEN (name of sponsor entity) AND CORPORACIÓ SANITÀRIA PARC TAULÍ DE SABADELL FOR THE UNDERTAKING OF THE CLINICAL TRIAL (title of trial - sponsor code - EudraCT code) 
BETWEEN 
Of the one part, Mr/Ms. (name of sponsor’s legal representative) in the name and representation of (name of company/organization/private sponsor of the clinical trial) (hereafter referred to as the sponsor), with registered office at (full address of sponsor), (town) (postcode) and with Tax Id. no. (tax identification number). 

And of the other, Mr. Lluís Blanch Torra, acting in the name and representation of Corporació Sanitària Parc Taulí de Sabadell (hereafter referred to as the centre) with registered office at C/ Parc Taulí, 1, Sabadell (08208), with Tax Id. no: Q-5850005-I. 

Both parties mutually recognise their legal capacity to bind themselves by this contract, 

THEY DECLARE 
That the sponsor is interested in the carrying out of the clinical trial entitled (full title of clinical trial), with code (protocol code assigned by the sponsor), EudraCT number (EudraCT number) and centre internal code (protocol code assigned by the center), (hereafter referred to as the study), in the centre and under the direction of Dr. (name of investigator) of the department of (name of the investigator’s department). The protocol of the aforesaid study is attached as schedule III to this contract. 

That the purpose of the centre, a body with its own legal personality, is to provide health services and among its departments it has (name of the department where the study will take place). 
THEY AGREE 
1. The centre undertakes to ensure that Dr. (name of investigator), in the capacity of  investigator, carries out the study referred to above, in accordance with the conditions specified in the protocol, and the authorization by the Spanish Medicines and Health Products Agency (AEMPS). 

The estimated duration of the study is (number of months) months from the date of the contract or until all the subjects included finish their participation in the study as stipulated in the study protocol. The duration of the study can be cut short if any of the circumstances of cancellation set out in point 12 should take place. 

2. The centre undertakes to oversee that the investigator complies with current legislation, observing the ethical standards which regulate the undertaking of clinical trials with drugs, and to collaborate in the visits made for purposes of monitoring by the monitor of the study, the audits by the auditors appointed by the sponsor and inspections by the competent health authorities. 

3. The sponsor undertakes not to start any activity related with the recruitment of subjects for the study in the centre until it has the essential favourable opinion from the relevant Ethics Committee of Medicines (CEIm) and authorization by the AEMPS.
This contract can be formalized at any time and will be effective when the clinical trial is authorized by AEMPS and has the favourable approval  of the CEIm for the realization of the trial in the centre.

Both parties undertake to collaborate and reciprocally keep each other informed with relation to the study. 

4. The sponsor has signed, in accordance with article 9 and 10 of Royal Decree 1090/2015 of 4 December, a third party liability insurance policy or financial guarantee which adequately covers the damages which could arise from the participation of the subjects in the study the purpose of this contract, and is up-to-date with payment of the premiums corresponding to that policy. The details of the policy signed are the following:  
Insurance entity:...................................................... 

Policy number: ....................................................... 

5. The sponsor has the intention of including in this centre a minimum of (number of subjects intended to be included in this centre) subjects. The recruitment for the study is of competitive type which could affect and vary the number of subjects contracted.
If the number of subjects finally recruited is higher or lower than the initial estimation, the payments will be adjusted to the actual task, without the need to modify the contract.

6. The direct and indirect expenses estimated for carrying out this study in the centre amount to a total of (amount forecast) euro (not including administration dues). This amount corresponds to an amount of (amount per evaluable subject) euro per evaluable subject, in accordance with what is established in the financial note attached to this contract as schedule I and includes all financial aspects of the study in accordance with what is established in Royal Decree 1090/2015 of 4 December.

The invoice for the management of this contract will be request at the beginning of 
procedure.

The total amount must be paid to the centre quarterly or every six months.

All payments must be made upon the issuing of an invoice, applying the corresponding taxes in each case.
The expenses for the exchange to euro from other currencies will be charged to the sponsor, at the exchange rate corresponding to the issue date of the invoice
Account number: 0081-5154-29-0001813582.

Banco de Sabadell, Pl. Sant Roc, 20, 08201 de Sabadell.

Swift_ BSABESBB.

IBAN: ES02 0081 5154 2900 0181 3582.

 (To invoice: must include name of sponsor, data, CIF or TAX id.

CRO data. Information on whom to be billed and who will make the payments. Contact person data.

If this information is modified, it must be notified to the email address indicated below.)

Invoices must be requested from: facturai3pt@tauli.cat (contact person: Roser Renom).
Corporació Sanitària Parc Taulí de Sabadell appoints Fundació Parc Taulí as the entity managing the investigation projects in the centre and, in this sense, all payments will be processed through that appointed Foundation, with Tax Id. no. G-60331238 and registered office at C/ Parc Taulí, 1, Sabadell (08208). 

The sponsor will make payment of the invoice within a maximum time of 30 days from invoice date. 
With payment of the sum expressed in the above section, all the sponsor’s obligations of remuneration arising from this contract will be satisfied. In every case, the payments have to be adjusted to the work done.  
7. The sponsor sets on record that, in relation to the undertaking of this study in the centre, no agreements outside this contract have been established or will be established with the investigator or collaborating investigators in the centre, from which additional financial compensation could arise or any other type of consideration. Excluded form this clause are the expenses of meetings for organisation of the study, in the event that it may be multi-centre, and the facilities that in the future the sponsor may have available for the dissemination of the results obtained in the study in meetings and scientific publications.  

8. The centre, the investigator and collaborators, the sponsor and the monitors and/or auditors appointed by the sponsor guarantee that: the personal data of subjects included in the study will be processed in accordance with the conditions established in the Act 15/1999, on personal data protection, and its implementing regulation; the anonymity of the subjects included in the study will be maintained and their identities protected; no personal datum of the subjects of the study will be assigned, except in the cases permitted by the law. 
The centre undertakes to oversee that the investigator treats the documentation, information, results and data related with the study in accordance with their confidential and secret character, to oversee the restricted circulation of this information and to be responsible that this obligation is complied with by everyone who has access to it, in accordance with what is established in this contract.  
The monitors and/or auditors appointed by the sponsor may access the information and clinical documentation on the subjects included in the study which is in the centre, in order to verify the exactness and reliability of the data supplied by the investigator, but may not collect personal data identifying the subjects of the study. The centre may also permit access to these data for the inspectors of the competent health authorities. 

9. The results of the study, all the works and reports prepared and all the industrial property rights arising from the study are the exclusive property of the sponsor. 

10. The sponsor undertakes to disseminate, at the end of the study, the results obtained, whether negative or positive, in dissemination media of public access.
Publication of the results in magazines or scientific books by the investigator of the centre must be made by common accord between the two parties; a copy of the manuscript or original must be delivered to the sponsor so that its content can be known, and the appropriate checks made. The sponsor, within 30 days, must communicate to the investigator whether or not it is in agreement with the content. If this term should pass without the sponsor having responded, it will be considered that it is in agreement and the investigator can proceed to publication. 

The sponsor has to ask for the express authorizations relating to the centre and to the investigator in order to be able to use their names in scientific publications or in any other form of dissemination with commercial purposes or for circulation. 

11. The undertaking of the study in the centre can be cancelled at the instance of one of the parties or by mutual agreement in the following circumstances: 
a) When the study is interrupted according to the current regulations.
b) The impossibility of including a minimum of subjects which allows the final evaluation of the study in a reasonable time, depending on the characteristics of the study. 

c) If from an intermediate analysis of the data and other information available it is inferred that it is not secure or that it is not justified to continue administering the investigational drug to the subjects of the study. 

d) For non-compliance with the obligations accepted in this contract by either of the contracting parties. 

e) By mutual agreement between the arties, set out in writing. 
f) By the wish of one of the parties, set out in writing with notice of at least one month. 
In the event of suspension of the study, the sponsor must pay the centre the amount corresponding to the work done, in accordance with the financial memorandum attached as schedule I to this contract. 

The finalization of the study involves the necessary discussion and coordination between the contracting parties to guarantee the security of the subject, assess the continuity of the treatment and compliance with legal regulations valid in the matter. 
12. To settle any discrepancy which may arise in the application or interpretation of what is established in this contract, the two parties submit themselves, with a waiver of the forum which could correspond to them, to the jurisdiction of the courts and tribunals of the registered office of the centre. 
13. This English version of the Contract is a subsidiary of the Spanish version. If in doubt, the Spanish version prevails.
 IN WITNESS WHEREOF the two parties sign this document in triplicate and for one sole purpose. 
Sabadell, (date of signature of the contract) 

	For the sponsor

(Signature of the sponsor’s legal representative)
	For the centre

(Signature of the centre’s legal representative)


This contract is also signed, in evidence of acceptance and conformity with the obligations accepted in the capacity of investigator of the study in the centre. 
(Signature of investigator of the study in the centre) 
Schedule I. Financial memorandum to the contract between (name of sponsor entity) and Corporació Sanitària Parc Taulí de Sabadell for undertaking the study (title of trial - sponsor, CEI code - EudraCT code). 

	SCHEDULE I: financial note of the Corporació Sanitària Parc Taulí 

	Note: VAT not included 

	1.- Administrative fees of Center (if applicable)
	0.00

	2- Study costs ((a) x (b)):
	0.00

	(a) Total no. of patients envisaged (CSPT):
	


Per evaluable patient: 

2.1 Remuneration investigator: 

0.00 

2.2 Hospital consumables: (5%) 

0.00
 
2.3 Pharmacy service (X %) 


0.00
 
2.4 Other expenses: 



0.00 

Cost per evaluable patient
(Equivalent to 75% of the total cost per evaluable patient) 


0.00 

Institutional fee 
(Equivalent to 25% of the total cost per evaluable patient) 


0.00 

(b) Total cost per evaluable patient 







0.00 

Total cost of the study 

(except, where applicable, extra costs) 






0.00 

	3.- Extra costs (costs which do not affect all the patients. Only when necessary)

	Concepts
	Unit price
	Institutional fee
	Total price

	
	
	0.00
	0.00

	
	
	0.00
	0.00

	
	
	0.00
	0.00


Sche
Schedule II. Commitment of the investigator of the study in the centre. 

Mr./Ms. (name of investigator), of the (investigator’s department/ unit) of the Corporació Sanitària Parc Taulí de Sabadell (Barcelona). 

DECLARES 
Knowing and accepting participation as investigator in the study with protocol code (protocol code assigned by the sponsor) entitled (full title of study). 

The investigator undertakes that each subject will be treated and controlled following what is established in the protocol authorised 
That the ethical rules applicable to this type of study will be respected. 

That this study will be carried out with the collaboration of the following assistants:  
Mr./Ms. (name of assistant) (assistant’s department/unit) 

Mr./Ms. (name of assistant) (assistant’s department/unit) 
Mr./Ms. (name of assistant) (assistant’s department/unit)  

Mr./Ms. (name of assistant) (assistant’s department/unit)  

Signed:

(Signature of investigator)
Schedule III. Copy of the protocol of the study the subject of the contract. 
The last version of the protocol that has the favorable opinion of the corresponding CEIm and authorized by the Spanish Agency of the Medication, including the modifications that have been made to the same during the validity of this contract, is considered annexed to this contract. 

At the time of signature of this contract the sponsor must deliver to the center the latest version of the protocol that has the favorable opinion of the corresponding CEIm and authorized by the Spanish Agency of the Medication. It also undertakes to provide at any time the latest version of the protocol, approved by the Spanish Agency for Medication, if the center requests.
1/10 
Centre Code: (protocol code assigned by CEI) 

Outline contract in accordance with Instruction 3/2006 of the Ministry of Health of the Catalan Government of 12 June 2006. 


