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AGREEMENT FOR CONDUCTING CLINICAL DRUG TRIALS IN THE PUBLIC HEALTH SYSTEM OF CANTABRIA
 (PROTOCOL CODE)
In Santander, on ……………………………..
BETWEEN
DETAILS OF THE SPONSOR: 
Mr/Ms ………………………………………….………………….with DNI (Spanish ID) No. ................................, on behalf of the entity………………………………….…….…….S.A./S.L., con NIF (Spanish tax ID) ..............................and registered address at .................................................., pursuant to the provisions of the power of attorney attached (the SPONSOR).  
DETAILS OF THE CENTRE: 
And, Mr, with NIF (Spanish tax ID), as Managing Director of ……………………………………………………., acting according to his position and with registered address for the purposes of this agreement at …………………………………………………………………. (the CENTRE).
DETAILS OF THE R&D MANAGING ENTITY: 
And, Mr Francisco Galo Peralta, with NIF (Spanish tax ID) 36060111-K, as Managing Director of IDIVAL (Marqués de Valdecilla Research Institute), with CIF (Spanish tax code) G39788773 and registered address at Avda. Cardenal Herrera Oria s/n (the R&D MANAGING ENTITY) and acting according to the IDIVAL Statutes published in the Official Gazette of Cantabria on 13 January 2014.
DETAILS OF THE CONTRACTED RESEARCH ORGANISATION OR ENTITY ACTING ON BEHALF OF THE SPONSOR, IF ANY: 
And (if appropriate) Mr/Ms ........................, with NIF (Spanish tax ID) ...................., on behalf of the research organisation acting on behalf of the contracted sponsor or entity (CRO/ENTITY) …………. pursuant to the provisions of the power of attorney attached………
All the parties recognise their necessary legal capacity to enter this agreement.                             
BACKGROUND
I. 
The sponsor is interested in conducting the clinical trial identified with the name: “.......................................................................................” (the TRIAL)
II.
The sponsor has drafted protocol no. ................................., version................which, together with its appendices, define the characteristics of the TRIAL (the PROTOCOL).
III.
The investigator received the protocol on ............................and states to have due knowledge of it in full.
IV.
The trial will take place at the……...............................Department of ………………………………………...and will last approximately…………months.
V.
By signing this agreement, the centre authorises the trial.
VI.
All parties state they have proper knowledge of: the administrative authorisation granted by the relevant authorities to conduct the trial; Royal Decree 1090/2015, of 4 December, regulating clinical drug trials; the Drug Research Ethics Committees and the Spanish Clinic Trial Register; rules of good clinical practice for clinical drug trials in force in the European Community.
VII. 
All parties express their wish to strictly comply with their provisions and recommendations during the trial.
Pursuant to the above, the parties agree to establish the following
CLAUSES
1
PURPOSE
The purpose of this agreement is to conduct the trial indicated in the background. 
2
OBLIGATIONS
1- The parties are obliged to fully complete the services set forth in this agreement, in accordance with the provisions herein and in the protocol. Each party will comply with its own obligations according to current regulations. The obligations, duties and functions set forth in RD 1090/2015 for each party represent, for all purposes, mandatory content in this agreement.
2- The sponsor undertakes to:
a. Provide the necessary documentation, including the protocol, insurance policy certificate and follow-up reports.
b. Pay the sums arising from managing and conducting the trial in the terms provided in clause three.
c. Respect the confidentiality of the trial.
d. Publish the trial results.
e. Comply with the internal rules of the centre and IDIVAL, which will be provided by these entities, as well as indications on conducting trials from the Drug Research Ethics Committee (DREC) responsible for monitoring the trial.
3- The centre undertakes to:
a. Ensure the trial is conducted correctly, including collaboration with monitors and auditors acting on behalf of the sponsor.
b. Assume responsibility for the correct distribution, conservation and dispensing of medication according to the protocol, and return samples not used during the trial to the sponsor.
c. Respect the confidentiality of information relating to the trial.
4- IDIVAL, as R&D managing entity, undertakes to assume economic and administrative management according to the agreement signed between the Cantabrian Health Service and the Marqués de Valdecilla Foundation-IFIMAV on 16 February 2011, subrogated to IDIVAL according to additional provision three of Law 5/2011 of Cantabria, of 29 December, on Fiscal and Administrative Measures. 
5- Furthermore, the parties are obliged not to agree pacts or terms external or contrary to this agreement in relation to the trial. For this purpose, each party states that on the date of this agreement, they are not party to any agreement or pact contrary hereto. Specifically, pursuant to this clause, the parties accept they may not agree or pay any considerations of any type, other than those set forth in this agreement. This limitation excludes expenses for meetings held to organise and supervise the trial, as well as meetings to analyse or present its results (presentations or scientific publications).
3
ECONOMIC ASPECTS OF THE TRIAL
1. The costs of conducting the clinical trial at the centre have been initially estimated at…..…..euros   (indicate total amount in numbers and words).  The sponsor will pay the sum arising from conducting the clinical trial, according to the breakdown detailed below and in the economic report, and the breakdown of visits and possible complements attached to this agreement as appendices. These appendices form part of this agreement.
2. Management costs, consisting of administrative expenses, are set at 1,500 euros plus VAT; this sum will accrue regardless of whether the trial is completed. In the event of an addendum modifying the trial, 500 euros plus VAT must be paid.
3. In addition to the management costs, the clinical trial costs will include the following items, detailed below:
A. Indirect trial costs: 30% of the total trial cost.
B. Remuneration for fostering research activity: 35% (minimum) of the total trial cost.
C. Payment for the research team: 35% (maximum) of the total trial cost. The principal investigators and collaborators are indicated in the clinical trial protocol.
4. Regardless of the above sums, the trial has extraordinary direct costs, considered to be expenses other than those that would have applied even if the subject had not participated in the trial, such as added analyses and complementary explorations, changes in the duration of care for patients, reimbursement of expenses to patients, purchase of apparatus, and remuneration of trial subjects and researchers. These estimated extraordinary direct costs amount to ......................(indicate full amount in numbers and words) per patient.  
5. All costs will be paid to the R&D managing entity at the following account:
Bank: Banco Santander
Holder: FUNDACIÓN INSTITUTO DE INVESTIGACIÓN MARQUÉS DE VALDECILLA


Account number: current account 0049 5407 61 2616083941
IBAN: ES67 0049 5407 6126 1608 3941
SWIFT: BSCHESMM
6- Management costs will be paid by the sponsor upon signing this agreement and prior to the clinical trial; in no case will this sum be reimbursed. Other payments will be quarterly or six-monthly and will be paid during the first 15 days of each quarter or half year, after the R&D managing entity issues the relevant invoice. For this purpose, the sponsor will inform the R&D managing entity on the progress of the study, the number of patients recruited and visits made, and the quantities and items to be invoiced. The information provided by the sponsor must match the clinical trial schedule included in the economic report attached as an appendix to this agreement.
7- Remuneration for fostering research activity in the research group/service will be deposited by the R&D managing entity in the research account, to be reinvested in the R&D activities of the Investigator or Research Team, according to the internal operating regulations of IDIVAL.
8- Remuneration of the research team will be managed by the R&D managing entity according to the internal operating regulations of IDIVAL and according to the indications of the principal investigator, pursuant to additional provision ten of Law 9/2010 of Cantabria, of 23 December, on statutory personnel of healthcare institutions of the Autonomous Region of Cantabria, in relation to additional provision three of Law 10/2012 of Cantabria on Fiscal and Administrative Measures. 
4   SUPPLY OF PHARMACOLOGICAL OR HEALTHCARE MATERIAL 
The Sponsor will supply the drugs or healthcare material for the trial free of charge; medication will be delivered to the Centre's Pharmacy Department and healthcare materials to the Supplies Service/Procurement Department.
After completing the trial, and until the drug is marketed and financed, it must only be used according to current legislation on the use of medication in special situations (Royal Decree 1015/2009 and Royal Decree 1090/2015), and taking into account the specific instructions issued by the Ministry of Health, if any. This circumstance must therefore be subject of an agreement independent of this contract.
Should the medication or healthcare material studied be marketed during the trial for the same treatment, and should the sponsor consider terminating the trial at that time, the sponsor will continue providing the medication or healthcare material for the clinical trial free of charge to trial patients who require them.
The sponsor undertakes to provide the research team with appropriate documentation on the drug or healthcare material studied, and Data Registration forms. 
The principal investigator acknowledges that they have no legal rights to the compound provided, which will remain the exclusive property of the sponsor throughout the clinical trial. The principal investigator will use the samples solely for the purposes provided in this agreement and in the protocol.
5
EQUIPMENT SUPPLIED BY THE SPONSOR
The equipment supplied by the sponsor to conduct the trial according to the provisions of the trial documentation will be loaned for use in the centre. The sponsor will pay installation, maintenance, calibration, training and removal costs for the equipment. An equipment loan agreement will be signed for this purpose.
6
MODIFICATIONS
Changes to the principal investigator, monitor or company in charge of conducting the trial, the number of participants, date of completion, or any circumstance incurring changes to costs will be notified by reliable means to the R&D managing entity; no additional document other than this agreement need be formalised.
7
INSURANCE 
The sponsor has contracted and undertakes to maintain a civil liability policy covering any damage arising from the trial as provided in the protocol, and pursuant to the scope and extension established in Royal Decree 1090/2015.
The coverage of this policy also explicitly includes the principal investigator, their colleagues, the centre and the R&D managing entity.
Certification accrediting this policy is attached as an appendix to this agreement.
8
ADVANCED TERMINATION 
If, for causes external to the parties to this agreement, the trial should not begin on the established date, the sponsor reserves the right to cancel this agreement, giving written notification to the R&D managing entity and to the investigator. 
The agreement may also be cancelled by mutual agreement due to the impossibility of including a sufficient number of subjects, or if the trial is deemed unsafe or unjustified. It may also be cancelled unilaterally by the centre, the investigator or the sponsor with advance notice of one month.
Once cancelled, the sponsor will issue the relevant settlement according to the economic report attached as an appendix. 
9
OWNERSHIP / PUBLICATION
1- The protocol and results of the trial will be the exclusive property of the sponsor, which reserves the right to request any intellectual property rights on its own behalf.
2- The sponsor may convey the results without restriction to the competent medication registration authorities.
3- In any case, the sponsor is obliged to disseminate the trial results whether positive or negative.
4- The investigator undertakes to provide the sponsor with the full results of the trials and all data obtained during the trial, in order to facilitate the use of related information and to ensure compliance with current regulations. Only the sponsor is authorised to make information obtained during the trial available to doctors and to registration authorities, unless otherwise required by current legislation.
5- The investigator undertakes not to make the trial results public, in full or in part, without the written consent of the sponsor.
6- Should the investigator wish to present a communication (oral or written) and/or publish the trial results, they must provide the relevant text to the sponsor at least 45 days prior to the presentation or delivery to the publisher.
7- However, these commitments do not prevent the investigator from transmitting observations made during the trial to the competent drug surveillance bodies.
10
CONFIDENTIALITY
1- The investigator and their colleagues, the centre and the R&D managing entity undertake to keep all information provided directly or indirectly by the sponsor or monitor confidential, as well as the trial results.
2- The investigator and their colleagues, the centre and the R&D managing entity will abstain from making any type of use of the information or results, except to conduct the trial.
3- These obligations will not apply to the information or results that:
a. Are public at the time the sponsor communicates the information or at the time results are available.
b. Become public subsequently, unless due to causes attributable to the investigator or their colleagues.
c. The investigator or their colleagues can prove in writing that they were aware of the information prior to communication by the sponsor or availability of the results.
d. The investigator or their colleagues can prove that they were communicated by a third party entitled to disclose them.
4- Nevertheless, the investigator is authorised to communicate information and results to their colleagues on a strict need-to-know basis in order to conduct the trial. The investigator will take due care and take the necessary precautions to prevent disclosure or unauthorised use of information and results by their colleagues.
5- Obligations to maintain confidentiality and not use the information and results will remain valid for a period of ten years from the date of this agreement.
11
INTELLECTUAL AND INDUSTRIAL PROPERTY RIGHTS
1- The parties agree that the intellectual and industrial property rights, data, results, and discoveries or inventions, whether patentable or not, created, obtained or generated in relation to the study will be the exclusive property of the sponsor and/or other institutions determined by it, without prejudice to the rights granted to the researchers by law.
2- In the case of trials promoted by the Cantabrian Health Service, they will be work-related inventions, under the framework of an employment or services contract, belonging to the entity with which the work or services contract is held, under the terms set forth in Law 24/2015, of 24 July, on Patents.
3- When these data, results, discoveries, inventions, methods or information are presented or published, the centre will be mentioned as the centre which conducted the study and provided the funds to make it possible. Should the researchers be associated with other stable research institutions or structures, in addition to the referred centres, these will also be mentioned.
12
TERM
1- This agreement will enter into force on the date it is signed, and will remain in force until the confidentiality commitment referred to in clause 10 has expired.
2- Commencement of the study depends on the mandatory favourable report by the relevant DREC, the Spanish Agency of Medicines and Medical Devices and any other authorisation, if any, required by applicable regulations. Therefore, the effectiveness of this agreement expressly depends on obtaining these authorisations.
In witness of the above, the parties sign this agreement issued in four original copies.
IDIVAL



         
Signed: Mr/Ms: _______________________
Date: ____________________________
THE SPONSOR    
Signed: Mr/Ms: _______________________
Date: ____________________________
THE CENTRE
Signed: Mr/Ms: _______________________
Date: ____________________________
Read and understood by the investigator:
Signed: Mr/Ms: _______________________
Date: ____________________________
Explanatory note: The agreement is signed by the study sponsor, the head of the centre where it is conducted, and its managing entity. The investigator is not party to the agreement. However, due to their commitment to developing the study, they may sign the agreement as proof of their knowledge and acceptance of the content. As it is not considered party to the economic agreement, this signature will not be required to start the study, nor should it count for the purposes of the validity of the agreement.
ECONOMIC REPORT
	Centre:
	

	Principal Investigator
	Dr 

	Department
	


For participation in the clinical trial:
	EudraCT no.:
	

	Protocol code:
	

	Protocol title:
	


· Recruitment of patients expected in the centre: …… patients
· Initial budget for the Clinical Trial: €……… (VAT not included) per full, assessable patient included in the study (including indirect costs, direct costs and remuneration of the research team)
1) INITIAL COSTS (remuneration for administrative management) €1,500 + VAT (non-refundable payment, must be made at the start of the study). In the event of a modification addendum, 500 euros + VAT must be paid.
2) FOSTERING RESEARCH, REMUNERATION OF THE RESEARCH TEAM AND INDIRECT COSTS TO THE CENTRE (Breakdown by visit)
	
	a) Indirect costs 
       30%
	b) Remuneration for fostering research activity 
      35% (minimum)
	c) Remuneration of the research team
      35% (maximum)
	TOTAL VISIT
100%

	Visit 0 (Screening)
	
	€
	€
	€

	Visit 1 (Basal)
	
	€
	€
	€

	Visit 2
	
	€
	€
	€

	Visit 3
	
	€
	€
	€

	…
	
	€
	€
	€

	…
	
	€
	€
	€

	Visit n (Final)
	
	€
	€
	€

	TOTAL VISITS
	
	€
	€
	€


OTHER ITEMS
	
	a) Indirect costs 
       30%
	b) Remuneration for fostering research activity 
      35% (minimum)
	c) Remuneration of the research team
      35% (maximum)
	TOTAL VISIT
100%

	Selection Failures
	€
	
	€
	€

	Other items
	€
	
	€
	€

	…
	€
	
	€
	€

	…
	€
	
	€
	€

	TOTAL VISITS
	€
	
	€
	€


3) EXTRAORDINARY DIRECT COSTS (Breakdown by item)
	ITEM
	No. units per patient
	Unit Cost
	TOTAL

	…
	€
	€
	€

	…
	€
	€
	€

	TOTAL VISITS
	 €
	 €
	€
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