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Update of the rules of operation of the External Council in the following
aspects:

- Appointment of the Scientific Director based on a procedure
that considers his or her scientific career, leadership capacity
and managerial experience.

- Composition of the external Council that complies with

) equality legislation and that has one of its members residing 08/08/2019
outside Spain.
- Composition of the Internal Council that includes those
responsible for innovation, training and quality and comply with
gender legislation.
- Reference to the promotion of open access as an objective of
IDIVAL actions
Article 8.1 is amended to read as follows:
"8.1. IDIVAL has the following governing bodies, collegiate or single-
person, whose composition, functions and renewal mechanisms are
reflected in their Founding Statutes:
- 8.1.1. Board of Trustees.
- 8.1.2. Delegate Committee of the Board of Trustees.
- 8.1.3. Scientific Director.
5 19/01/2021

- 8.1.4. Director of Management".

The first and second paragraphs of Article 11 are amended to read as
follows:

- "In accordance with Article 34 of the Foundational Statutes, the
Board of Trustees will appoint the scientific director for a
maximum initial period of 4 years, being possible to renew it for
successive periods of equal duration. The appointment of the
Scientific Director will take into account his scientific career,
leadership capacity and managerial experience.
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- The Scientific Director occupies the pre-eminent position of the
Institute's organisational chart and has the status of the highest
representative and spokesperson of the Foundation in scientific
matters. In particular, it will have the status of main
representative and interlocutor of the Institute in relation to
other scientific institutions".

Articles 20.4 and 20.5 referring to the categories of researchers are
amended to adapt them to the Euraxess categories.

16/06/2023
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The Marqués de Valdecilla Research Institute (IDIVAL) is constituted as the heir entity of the Marqués
de Valdecilla Training and Research Institute as a result of the desire of the Government of Cantabria and the
University of Cantabria to give a definitive boost to biomedical research in the surroundings of the Marqués de
Valdecilla University Hospital.

As stated in Article 1 of its Founding Statutes, IDIVAL is a private organisation belonging to the
foundational public sector, non-profit and whose assets have been allocated, in a lasting way, to the
achievement of the Institution's own purposes of general interest.

IDIVAL is articulated following the model of Health Research Institutes developed in Royal Decree
339/2004, of 27 February, on the accreditation of these institutes. These aim to develop and harmoniously
integrate basic, clinical and public health research, promoting translational research with a better transfer of
the scientific advances obtained in the prevention and treatment of the most prevalent health problems in our
country. All this is developed through the association of the University of Cantabria, and with the aim of linking
up with public research organizations and other public or private research centers.

IDIVAL is regulated internally by these Regulations that have been approved by its Board of Trustees, in
compliance with article 23n of its Foundation Statutes, and which are developed below. These Regulations are
public and will be permanently available on IDIVAL's website.

CHAPTER 1. PURPOSE AND SCOPE

Article 1. Purpose of the Regulation

Article 2. Ambit
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Article 1. Purpose of the Regulation

The purpose of these Regulations is to regulate the organization and operation of IDIVAL, in compliance
with the provisions of its Founding Statutes.

Specifically, these Regulations include the purposes and principles of action, the regulatory framework
regarding its activity, the structure of its organization and the operational guidelines with strict submission to
the legal provisions that are applicable to it and its Statutes.

The IDIVAL regulation, in addition to regulating aspects related to own resources, i.e. of the IDIVAL
Foundation, considers the resources of the entities that constitute it to the extent that they make them available
to IDIVAL, always considering the resources of the latter will maintain the legal regime that, in each case, is
applicable, depending on the entity to which they depend.

These Regulations will be complemented by IDIVAL's internal regulations referring to specific aspects of
the Institute's operation, such as the IDIVAL Building Facilities Regulations and the Technological Support
Services Regulations, among others.

Marqués de Valdecilla Research Institute (IDIVAL). CIF: G39788773
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Article 2. Ambit

IDIVAL's scope of action is the Marqués de Valdecilla University Hospital, without prejudice to the fact
that for the development of its purposes it may establish relations with other regional, national and international
bodies or institutions.
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CHAPTER 2. PRINCIPLES, AIMS AND AREAS OF ACTION

Article 3. IDIVAL's Principles of Action
Article 4. IDIVAL's purposes

Article 5. IDIVAL's Areas of Action
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Article 3. IDIVAL's Principles of Action

The basic principles of action of IDIVAL will be the following:

3.1

3.2

3.3

3.4

3.5

3.6

3.7

3.8

3.9

Alignment with the needs of the environment. IDIVAL seeks the benefit of patients and society through its
activity both through the development of translational research and innovation and transfer. This activity
must be coordinated with the different agents in its environment, both in the field of research and
management. Likewise, IDIVAL will promote the clear and precise identification of the lines of research that
are considered most relevant for the Marqués de Valdecilla University Hospital and that will be reflected in
the promotion measures within the framework of a strategic plan.

Scientific excellence. IDIVAL directs its efforts to the promotion and development of clinical research and
generation of high-level knowledge.

Willingness to compete internationally. The permanent search for internationalization implies a
willingness to collaborate and share at an international level that should result in a greater quality and
visibility of the Institute's activity.

Vocation to belong to the institution. IDIVAL seeks, through the promotion of the capacities of its teams
and rigorous work, the recognition of its activity and value of the institution by its own members.

Orientation to attract talent. IDIVAL is committed to talent as an essential way to continuously improve its
activity. To develop and attract them, it will promote activities that facilitate the national and international
exchange of knowledge aimed at achieving the greatest scientific and clinical relevance of the Marqués de
Valdecilla University Hospital and the staff who work there.

Transparency and equity in the hiring of personnel. This will be developed through respect for the figure
of the researcher and his working conditions and the demand for professional responsibility.

Focus on innovation and social return. IDIVAL's activity seeks not only the generation of knowledge but
above all the generation of wealth and social benefit. This implies a permanent attitude of interaction with
the society to which it must report its activity.

Independent external evaluation. IDIVAL will apply independent external evaluation as an essential way
to seek excellence.

Sustainability. IDIVAL seeks the sustainability of its activity from an economic and environmental point of
view.

Article 4. IDIVAL's purposes

12
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In line with Article 6 of its Founding Statutes, IDIVAL has the following purposes and will carry out the following
activities to achieve them:

4.1. Purposes in accordance with those of the Health Research Institutes. IDIVAL is constituted to achieve
the purposes that the regulations governing the accreditation of Health Research Institutes set for them and

which are specified in:

a)
b)

c)

To bring basic, clinical and health services research closer together.

To create a quality healthcare, teaching and research environment to which undergraduate students,
training specialists and health professionals are exposed.

To constitute the ideal place for attracting talent and the location of large scientific-technological
facilities.

4.2. Actions to achieve its aims. In order to achieve its aims, the Foundation may, using its own or third-

party means, carry out any activities directly or indirectly aimed at this task, including the following:

a)

b)

d)

e)

f)

h)

To encourage the development of research projects of excellence in biomedicine and innovation,
integrating them with medical care and technology transfer.

To promote the attrition, by researchers, of resources from organizations that provide funding for
national and international research, as well as from companies and patrons for the fulfillment of the
foundational purpose.

Design, develop and manage research and innovation projects, units and centres and channel material
resources, providing administrative support to the procedures for the selection of professionals and the
contracting or acquisition of goods or equipment that are granted to the Institute's projects.

To ensure the quality, ethics and deontological principles of research.

Develop research and innovation units for shared use by multiple research groups, acquiring the
necessary equipment and hiring researchers and/or technicians.

To develop and promote the development of research training programmes, with special attention to
the scientific training of young researchers, training in research methodology and the needs of the field
of primary care.

To foster a culture of excellence and innovation in health research, facilitating relations and
collaborations between regional, national and international research professionals with lines and
interests common to those of the Institute and promoting the participation of the Foundation's Research
Groups in stable cooperative research structures and the collaborative relationship with the private
sector.

Promote the translation of results:
- To society and the health system, transferring the knowledge generated from their activity to
clinical practice.
- To the scientific world, disseminating its activity through the publications generated and the
scientific reports of the Institute.
- To the economic system, encouraging innovation and the transfer of results.
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Article 5. IDIVAL's Areas of Action

IDIVAL will develop at least the following Areas of action to achieve its aims:
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5.1. Central Research Support Unit. IDIVAL will make its Central Research Support Unit available to researchers

at the Marqués de Valdecilla University Hospital and the research groups of the University of Cantabria attached

to it, which will act along the following lines:

a)

b)

c)

d)

Support in the management of the research. In order to optimise the management of R+D+i, IDIVAL will
carry out the comprehensive management of the research projects of all the Institute's groups requested
through IDIVAL, regardless of the original affiliation of the groups and whether the funding entity belongs
to the Government of the Autonomous Community of Cantabria or is a national or international entity.
public or private. The comprehensive management of the projects will include advice on their
administrative, legal, legal, economic and technical aspects during the application, execution, justification
and closure phases, as well as dialogue with other bodies and institutions, and the formalisation of all
those contracts and agreements or agreements that are related to them.

Innovation support. IDIVAL will have human and material resources that encourage the culture of
innovation, and develop the protection of research results and their transfer, in direct collaboration with
the Itemas NETWORK of the Carlos Il Health Institute. It will also collaborate in the promotion and
management of public-private cooperation in clinical research, technological development and innovation
and the transfer and transfer of R+D+i results to healthcare activity and the productive fabric. IDIVAL
assumes the responsibility of making available to the Institute's researchers an Office for the Transfer of
Research Results (OTRI) to manage the identification, protection and exploitation of the knowledge
derived from care, research and training activity.

Technological support. IDIVAL will make research support services teams available to researchers,
including Technological Services and the Marquesa de Pelayo Library. In this regard, IDIVAL will manage
the Marquesa de Pelayo Virtual Library, with a regional vocation and with the permanent collaboration of
the Marqués de Valdecilla University Hospital, where it is located.

Training and methodological support. IDIVAL will have a permanent line of training and methodological
support for research that may finance specific training activities.

Support for the development of Clinical Trials. IDIVAL will have resources to support the management
and development of Clinical Trials.

i. Trial Management. IDIVAL, through the Clinical Trials Agency, assuming the status of exclusive
cooperation agent in the environment of the Marqués de Valdecilla University Hospital, supports the
development of clinical trials and post-authorisation studies, being able to carry out the functions of
supervision and control.

The Agency will support, under the terms regulated by the General State Administration, the
Government of Cantabria and the Ministry of Health, a Research Ethics Committee accredited in
accordance with the provisions of Article 12 of Law 14/2007, without prejudice to maintaining the
current Clinical Research Ethics Committee under the terms of the Third Transitional Provision of said
Law.
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ii. Development of Clinical Trials. IDIVAL will support the Clinical Trials Unit located at the Marqués de
Valdecilla University Hospital and in charge of its Clinical Pharmacology Service. This Unit will support
the conduct of intervention studies on healthy patients and individuals, especially trials with highly
complex drugs.

5.2. Promotion of research. IDIVAL will annually approve, if the budgetary context allows it, a research
promotion programme with lines of support for the training and recruitment of human resources, support for
the implementation of research and innovation projects, dissemination of results, and support for IDIVAL groups
based on their activity.

5.3. Strategies for promoting research activity in the healthcare environment. IDIVAL will collaborate in the
design of strategies for the promotion, recognition and integration of research in the care and teaching work of
the Marqués de Valdecilla University Hospital and the University of Cantabria.

5.4. Dissemination, record of activities and Activity Report. IDIVAL will have a line of action aimed at
disseminating its actions and results to the Scientific Community and Society. It will also facilitate access to data
relating to scientific activity, through its website and the preparation by the IDIVAL Management of an annual
Activity Report, and will participate in the preparation of statistics, evaluation and monitoring of research
activity in its teams of researchers.

5.5. Evaluation of scientific activity. IDIVAL will carry out a continuous evaluation of its scientific activity, its
translational results and its transfer, and will collaborate in the development of criteria for evaluating scientific
quality for their application in its teams of researchers.
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CHAPTER 3. OF THE LEGAL FRAMEWORK OF IDIVAL

Article 6. General Legal Framework of IDIVAL's Activity, Domicile and Headquarters

Article 7. IDIVAL's Relational Legal Framework with other Institutions
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Article 6. General Legal Framework of IDIVAL's Activity, Domicile and Headquarters

18

6.1 Legal framework. IDIVAL is governed by its Statutes, by the rules and provisions that, in
interpretation and development thereof, the Board of Trustees establishes and, in any case, by the legal
provisions in force.

6.2 Means of the foundational agents. In compliance with Article 3 of its Founding Statutes, in the
condition of its own means, IDIVAL may receive from the Administration of the Autonomous Community
of Cantabria and the University of Cantabria commissions for the execution of any action related to its
purposes. IDIVAL may not participate in any public procurement tender called by such entities, without
prejudice to the fact that, when no bidder competes, it may be entrusted with the execution of the
service that is the subject of the same.

6.3 Domicile. In accordance with article 4 of its Founding Statutes, IDIVAL's registered office is
established in Santander, Edificio IDIVAL, Avenida de Cardenal Herrera s/n, CP 39011.

6.4 Contracting. The contracting of goods and services, the works and the making of investments will
be carried out in accordance with the regulations that are applicable in each case, and by the contracting
rules themselves. In any case, the procedures will identify the origin of the financing of the purchase and
its destination to own inventory, donation or transfer of use to another entity within the framework of
the corresponding agreements.

6.5 Personnel selection. The selection of IDIVAL personnel will respect the principles of transparency,
equality, merit and ability.

6.6 Financial and accounting regime. In compliance with Article 16 of its Founding Statutes, it will be
governed by the following principles:

a) The financial year will coincide with the calendar year between 1 January and 31 December.
Exceptionally, the first exercise will cover the period between the date of constitution of the
Foundation and the 31 December following that date.

b) The Foundation will keep an orderly and adequate accounting of its activity that allows a
chronological monitoring of the operations carried out, in accordance with the applicable
regulations in force. To this end, it will necessarily keep a Journal and a Book of Inventories and
Annual Accounts.

c) In the economic and financial management, the Foundation will be governed by the general
principles and criteria determined in the regulations in force.

d) The annual accounts will be prepared in accordance with the regulations in force, being approved
by the Foundation's Board of Trustees within a maximum period of six months from the end of
the financial year, and submitted to the Protectorate of Foundations within ten working days of
their approval.
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6.7 Budget and Action Plan. In compliance with Article 17 of its Foundational Statutes, IDIVAL will be
governed by the following principles:

a) The Foundation's budget will jointly and systematically include the Foundation's expenditure
forecast for the period in question and the income expected to be available to meet the
Foundation's programmes and projects and other expenses.

b) The budget will be in accordance with the provisions of the adaptation of the General Accounting
Plan to non-profit entities and the budgetary information rules of these entities.

c¢) The Board of Trustees will prepare and send to the Protectorate, in the last three months of each
financial year, an Action Plan reflecting the objectives and activities that are planned to be carried
out during the following year.

6.8. Ethical Principles and Confidentiality. IDIVAL's research and support staff will abide by the ethical
principles of research, as well as respect and consideration for IDIVAL's colleagues and management bodies.

Likewise, it will be subject to the obligation of secrecy or, where appropriate, secrecy regarding the
activities that require it, for which it will sign the corresponding confidentiality commitments. In this regard, the
staff of its governing bodies, the Central Research Support Unit, its advisory bodies and any other staff that the
Directorate deems relevant will sign the corresponding confidentiality agreements.
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Article 7. IDIVAL's Relational Framework with other Institutions

IDIVAL will maintain a relational framework in accordance with its purposes, and always in accordance
with the interests of the institutions that make it up.

7.1. Relations with the Health Administration of the Autonomous Community of Cantabria. IDIVAL will
establish its relations with the Health Administration of the Autonomous Community of Cantabria, through a
specific agreement, in order to allow the Institute to act as an agent for the execution of R+D+i, especially in the
management of research funds and in the transfer of R+D+i.

As long as this Agreement is not updated, the Agreement of 16 February 2011 (Official Gazette of
Cantabria No. 96, of 20 May 2011) and its possible addenda will be applicable to professionals in the Health
Administration.

For the purposes of this provision, the Health Administration of the Autonomous Community of
Cantabria is understood to be made up of the Ministry of Health and the Cantabrian Health Service

7.2. Relationship with Other Institutions. IDIVAL will promote the collaboration of its teams with other
R+D+i Institutions and their professionals, both in the Public Health System of Cantabria and regionally,
nationally and internationally, for which it will process the corresponding legal instruments that articulate it. At
the regional level, IDIVAL will develop the appropriate channels of coordination with other structures in the field
of R+D in the Autonomous Community of Cantabria and especially with the Institute of Biomedicine and
Biotechnology of Cantabria and the entities that make it up, the University of Cantabria and the Higher Council
for Scientific Research.

7.3. Documentary support. The processing of legal instruments will incorporate all those documents
and information that are necessary to identify the Institution, accredit the adequacy of the collaboration to the
principles and purposes of IDIVAL and define the objectives of the collaboration.

7.4. Approval by the Board of Trustees. The articulation of IDIVAL's collaboration with other institutions
through collaboration agreements must be approved by the IDIVAL Board of Trustees in accordance with point
23 of its Statutes, without prejudice to the fact that the Board of Trustees may delegate this function to any of
IDIVAL's Governing Bodies.

7.5. Assumption of Relations Previously Established by the Marqués de Valdecilla Foundation. IDIVAL
assumes the continuity of the relations established by the extinct IFIMAV Unit belonging to the Marqués de
Valdecilla Foundation, as well as the obligations and rights established as long as these are not expressly
interrupted.
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CHAPTER 4. THE IDIVAL ORGANIZATION

SECTION 1. OVERVIEW

Article 8. Governing Bodies and Structure of IDIVAL
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Article 8. Governing Bodies, and Structure of IDIVAL

The composition, functions and operating rules of the Governing Bodies, management and structure are
reflected in the Founding Statutes of IDIVAL, are public and will be permanently updated on the website:

8.1. IDIVAL has the following collegiate or single-person governing bodies whose composition, functions and
renewal mechanisms are reflected in their Founding Statutes:

8.1.1. Board of Trustees.

8.1.2. Delegate Committee of the Board of Trustees.
8.1.3. Scientific Director

8.1.4. Managing Director

8.2. IDIVAL has the following advisory bodies, whose composition, functions, and mechanisms for
appointment and dismissal are reflected in the Foundational Statutes.

8.2.1. External Scientific Council.
8.2.2. Internal Scientific Council.
8.2.3. Business Council.

8.2.4. Other Commissions.

8.3. IDIVAL may rely on others External Advisory Bodies, outside of it that have their own organizational
rules such as:

8.3.1. Clinical Research Ethics Committee.
8.3.2. Commission for Research in Animal Experimentation.
8.4 IDIVAL carries out its activity in accordance with the following hierarchical functional structure:
8.4.1. Research Areas.
8.4.2. Research Groups.
8.4.3. The staff of the IDIVAL Research Groups.
8.4.4. Commissions.
8.4.5. The Working Groups.

8.5. IDIVAL has a Central Research Support Unit that supports its researchers.
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SECTION 2. GOVERNING BODIES OF IDIVAL

Article 9. Board
Article 10. Executive Committee
Article 11. Scientific Director

Article 12. Managing Director
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Article 9. Board

The framework regarding its composition, functions, powers, and operating regime is reflected in Chapter |,
Section | of IDIVAL's Founding Statutes.

As reflected in Article 19 of its Statutes, the Board of Trustees is the governing and representative body of the
Foundation that will carry out the functions that correspond to it subject to the provisions of the legal system
and its Statutes.

9.1. Composition. According to Article 20 of the Foundational Statutes, the composition of the IDIVAL Board of
Trustees is as follows:

9.1.1 Ex-officio members of the Foundation's Board of Trustees are natural persons who hold the
following positions:

a) The Minister responsible for health matters of the Government of Cantabria who will act as
President.

b) The Rector of the University of Cantabria.

c) The Managing Director of the Cantabrian Health Service.

d) The Vice-Chancellor responsible for research and knowledge transfer of the University of
Cantabria.

e) The Managing Director of the Marqués de Valdecilla University Hospital.

9.1.2. The Board of Trustees will also be made up of the following nine elected members:

a) Two people appointed by the Minister responsible for health matters of the Government of
Cantabria.

b) Two people appointed by the Rector of the University of Cantabria.

c) Three people appointed by the Managing Director of the Marqués de Valdecilla University
Hospital.

d) Two researchers of recognised competence, appointed by common agreement by the Minister
responsible for health matters of the Government of Cantabria and by the Rector of the University
of Cantabria.

9.1.3. The composition of the Board of Trustees may be increased by the subsequent incorporation of
new members, following a modification of the bylaws in accordance with the legal provisions. These will be
appointed and replaced by agreement of the Board of Trustees.

Ex officio trustees shall retain their status as trustees for as long as they hold the position that has
motivated their appointment. Elective trustees shall hold office for a period of three years, extendable for
periods of the same duration, subject to the agreement of the Board of Trustees.

9.2. Functions of the Board of Trustees. In compliance with Article 23 of the Foundation Statutes, including but
not limited to, the attributions and powers of the Board of Trustees, in addition to those provided for in the
applicable state or regional legislation, shall be the following:

a) To exercise the governance and representation of the Foundation and to approve its management
plans and periodic action programmes.

b) To interpret and develop the Statutes and, where appropriate, to agree to modify them whenever
it is convenient for the interests of the Foundation and the better achievement of its purposes.

c¢) To appoint and dismiss the members of the Executive Committee
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Appoint and dismiss the Chief Scientific Officer and the Chief Administrative Officer

To appoint and dismiss the members of the External and Internal Scientific Councils, and to
establish their composition and functions.

To appoint and dismiss the President of the External Scientific Council.

To appoint and dismiss the Secretary of the Board of Trustees.

To approve the regulation of the participation and collaboration regime of the entities of the
Business Council, and the agreements that they have to sign with the entities that become part of
it.

To establish the economic and working conditions of management positions and other staff, as well
as to approve the calls for selection processes for the recruitment of personnel.

To grant and revoke general and special powers of attorney.

To approve the budgets, credit operations and annual accounts to be submitted to the
Protectorate.

Prepare the action plan.

To decide on the destination of income and income, without prejudice to the provisions of current
legislation.

To approve the Foundation's Internal Operating Regulations.

To approve the collaboration agreements entered into with other public or private institutions.

To approve the transfer of domicile of the Foundation.

To adopt agreements on the extinction or merger of the Foundation in the event of impossibility of
fulfilling the foundation's purpose.

Any others provided for in the Statutes and in current legislation.

The Board of Trustees may delegate its powers to one or more of its members, to the Executive Committee or
to the directors of IDIVAL. In any case, the following powers are non-delegable and correspond to the Board of

Trustees:

The approval of the accounts and the Action Plan

The modification of the Statutes.

The merger and liquidation of the Foundation.

Acts of disposition of assets that make up the patrimony for an amount greater than one million
euros.

Those acts that require the authorisation of the Protectorate.

Article 10. Executive Committee

The Executive Committee acts as the governing body by delegation of the Board of Trustees and is governed by
articles 32 and 33 of the IDIVAL Foundation Statutes.

10.1. Composition. The Board of Trustees will appoint, from among its members, a Delegate Committee made

up of six members of the Board of Trustees who will be:

a) The Managing Director of the Marqués de Valdecilla University Hospital, who will act as President
of the same.

b) Three representatives of the Health Administration.

c) Two representatives of the University of Cantabria.
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2. The trustees appointed as members of the Executive Committee shall exercise these functions for
periods of three years, renewable for the same duration.

3. The Secretary of the Delegate Committee shall be the person who holds the position of Secretary of
the Board of Trustees.

10.2. Functions. The Executive Committee carries out the following functions, in accordance with the applicable
legal regulations and with the provisions of the Statutes of IDIVAL Foundations.

a) To the extent that the Board of Trustees entrusts it with it, to carry out the agreements adopted by
said body.

b) To carry out the periodic monitoring of the management and management tasks of the centre.

c) Review the proposed agenda of the Board of Trustees meetings and review the documentation to
be submitted, if applicable.

d) To propose to the Board of Trustees the adoption of the agreements that correspond to this body.
e) To monitor the agreements and agreements signed by the Foundation.

f) To facilitate the tasks of direction and management of the Foundation, especially in relation to its
relations with the founding entities.

Article 11. Scientific Director

In accordance with Article 34 of the Foundational Statutes, the Board of Trustees will appoint the scientific
director for a maximum initial period of 4 years, being possible to renew it for successive periods of equal
duration. The appointment of the Scientific Director will take into account his scientific career, leadership
capacity and managerial experience.

The Scientific Director occupies the pre-eminent position of the Institute's organisational chart and has the
status of the highest representative and spokesperson of the Foundation in scientific matters. In particular, it
will have the status of main representative and interlocutor of the Institute in relation to other scientific
institutions".

11.1. Functions. In accordance with Article 35 of the Foundation Statutes, the person in charge of the Scientific
Directorate is responsible for planning and directing scientific policy and research plans. The functions of the
Scientific Directorate are:

a) To act as the highest representative and spokesperson of the Foundation, in scientific matters.

b) Direct, plan and lead the Foundation's scientific policy.

c) To prepare the Institute's Scientific Plan and coordinate its development.

d) To ensure the quality of the research carried out in the Institute, and that it is carried out following the
ethical principles of behaviour, both in terms of research activities.

e) To promote translational research, and cooperation between the Institute's groups, and the transfer of
research results to the industrial and commercial sphere.

f) Coordinate the scientific evaluation of research lines, groups and projects

g) To promote the evaluation of the scientific activity of the Institute's researchers in terms of excellence
and translation.

h) To preside over the Internal Scientific Council.
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i) To propose the creation, modification and suppression of the Research Areas and Groups that make up
the Institute.

j) To report on public and private calls for research projects and other research-related activities.

k) Coordinate relations with the External Scientific Council.

m) Any other functions that are expressly entrusted to it by the Board of Trustees.

Article 11.2. Regime of substitutions. Except in the case contemplated in article 34.3 of the founding statutes,
in the event of vacancy, absence or illness of the Scientific Director or the Director of Management, they will
replace each other.

The provisions of the previous section are understood to be with the exception of the substitution of the Director
of Management in matters of disposition of the Foundation's bank accounts, which will correspond to the
Management Coordinator.

Article 12. Managing Director

In accordance with Article 34 of the Foundational Statutes, the Board of Trustees will appoint the management
director for a maximum initial period of 4 years, being possible to renew it for successive periods of equal
duration. The Scientific direction and the management management can fall to the same person. In the
event of illness, the director of management will be replaced in his functions by the scientific director.

12.1 Functions. As described in Article 36 of the Founding Statutes of IDAVAL, the head of the Management
Directorate is responsible for:

a) Direct, organise, coordinate and develop the activities of the Institute, executing the directives of the
Board of Trustees and the Delegate Committee.

b) To manage the internal organization of the Institute and its research infrastructure.

c) To propose to the Board of Trustees the programming of the activities in which the lines of research are
specified, their cost and the sources of funding foreseen and the annual budget of the Foundation.

d) To coordinate the actions aimed at obtaining the necessary resources so that the objectives of the
Foundation can be met.

e) Toreportandreporttothe Board of Trustees on the development of the Foundation's research activities
and programmes.

f) Todirect the management of material and human resources to achieve maximum efficiency of resources
in support of research.

g) To propose the services that are necessary for the Foundation to carry out the activities and functions
that correspond to it.

h) To propose to the Board of Trustees the internal operating rules that must be approved.

i) Formalise collaboration agreements with public or private institutions for an amount below the
maximum expressly established by the Board of Trustees.

j) To act as a representative and spokesperson of the Foundation before other institutions in relation to
material management activities.

k) To prepare and prepare the annual operational programmes and to approve the Institute's annual
research report.

I) To formulate the Foundation's annual accounts.

m) To propose the Foundation's Action Plan and Budget.
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n) To direct the economic, budgetary, financial, patrimonial and accounting management of the
Foundation.

To act as the Foundation's contracting body, without prejudice to the prior authorisations that may be
required in accordance with the internal operating rules that may be approved.

p) Any other functions that are expressly entrusted to it by the Board of Trustees.
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SECTION 3. ADVISORY BODIES

Article 13. External Scientific Advice
Article 14. Internal Scientific Council
Article 15. Other Internal Commissions

Article 16. Other external advisory bodies
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IDIVAL will have its own and external advisory bodies. The Institute's own advisory bodies are governed
by rules set by IDIVAL and specifically advise the Institute. The external advisory bodies have their own operating
rules and carry out the advisory function to the extent that it is established by current regulations and IDIVAL
specifies it.

The External Scientific Council and the Internal Scientific Council are their own advisory bodies. In
addition, there may be other internal commissions with specific objectives.

The Clinical Research Ethics Committee of Cantabria and the Bioethics Committee of the University of
Cantabria are external advisory bodies.

Article 13. External Scientific Advice

In accordance with the provisions of Article 37 of the IDIVAL Statutes, the External Scientific Council is an
advisory body in charge of advising on the scientific activities of the Foundation and ensuring its scientific quality.

13.1. Composition. In accordance with the provisions of Article 37 of the IDIVAL Statutes, this body will be made
up of a minimum of three members freely appointed and dismissed by the Board of Trustees from among
relevant personalities in the field of action of the Foundation who have distinguished themselves for their
professional and scientific career, and the criterion of balanced representation of women and men must be met
in the terms of legislation on gender equality. In addition, at least one of its members will be a scientist not
resident in Spain.

The President, the Secretary and the other members of the External Scientific Council will be freely
appointed and dismissed by the Board of Trustees. Their appointment will have a maximum duration of four
years, renewable for successive periods of equal duration, among relevant personalities in the field of action of
the Foundation who have distinguished themselves for their professional and scientific career.

The External Scientific Council will act with independent criteria and scientific autonomy with respect to
IDIVAL itself.

13.2. Functions. The External Scientific Council is an advisory body and does not hold, in any case,
management or representation functions of the Foundation. By way of example, but not limited to, the functions
of the External Scientific Council shall be:

The issuance of opinions at the request of the Board of Trustees or the Management of IDIVAL.
The examination and report of the annual reports and action plans.
Advice to the Management of IDIVAL on the identification of priority Research Areas in the Public
Health System of Cantabria.

4. The evaluation in the process of linking Research Groups to IDIVAL.

5. Evaluation of the trajectory of the Institute's research staff
In general, all scientific advice that the Board of Trustees or the Management of IDIVAL deems
necessary for the fulfilment of the purposes of IDIVAL in terms of research and training in research.

13.3. Operating Regime. Based on the provisions of the Foundational Statutes, the External Scientific Council
is governed by the rules reflected in articles 29 and 30 regarding the calling, deliberation and adoption of
agreements, as applicable to it given its nature.
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Article 14. Internal Scientific Council

In accordance with article 38 of the IDIVAL Statutes, the Internal Scientific Council is a consultative body in
charge of advising the Management in the development of its functions.

14.1. Composition. It is made up of a minimum of three researchers from the Foundation's Research
Groups, appointed by the IDIVAL Board of Trustees, at the proposal of the Scientific Director, who will act as its
President, and who will hold the position in a personal capacity.

The composition of the Internal Scientific Council will represent, whenever possible, the different
Research Areas of the Institute, through the participation of their Coordinators. It must also include researchers
in training and those responsible for training, innovation and quality. Its composition must meet the criterion of
balanced representation of women and men in terms of legislation on gender equality.

The Internal Scientific Council may also have the support of a management technician, without voice
or vote.

The Internal Scientific Council may have members invited by the Scientific Director who have certain
knowledge that is useful in the advisory work of the Council.

14.2. Functions. The Internal Scientific Council has the character of an advisory body in charge of
advising the Directorate in the development of its functions. This body does not hold, in any case, management
or representation functions of IDIVAL. The Board of Trustees, its President, the Scientific Director and the
Director of Management of the Foundation may also request the individual advice of the members of the
Internal Scientific Council. The Internal Scientific Research Council has at least the following functions:

1. To advise and support the Management of IDIVAL in the preparation of the Strategic Plan, the annual
operational programmes and the annual reports of the Institute's activities. In this regard, the Internal
Scientific Council will have a particularly relevant role in advising on the preparation, dissemination
and updating of at least the following plans: Scientific Plan, Training Plan, Integration Plan,
Communication Plan and Guardianship Plan for Emerging Groups.

2. To be the two-way channel of communication, exercising the transmission of the needs raised by the
heads of the Research Groups to the Management, and of the different plans emanating from the
Strategic Plan and the directives of the Management of the Institute to the heads of the Research
Groups.

3. To participate in the preparation and updating of the criteria for evaluating the scientific quality of the
activity carried out by researchers and Research Groups and in the overall evaluation of the Institute's
research activity and trajectory.
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9.

To collaborate in the preparation, updating and dissemination of the Code of Quality, Ethics and Good
Scientific Practices, and in its updates, prior to its submission by the Scientific Director to the External
Scientific Council, and to ensure its compliance.

To report on the incorporation of new researchers to the IDIVAL staff, and of new IDIVAL Research
Groups as a prior step to their evaluation by the External Scientific Council.

To report on the allocation of material resources from IDIVAL to the Research Groups and particularly
on the allocation of spaces in the IDIVAL building.

To evaluate the quality of the projects or programs submitted to the competitive calls that require it
or are considered appropriate by the management of IDIVAL and to advise on the evaluation for the
recognition of the beneficiaries of the promotion measures approved by IDIVAL.

Advise and inform the Institute's management in the review of complaints, conflicts and situations of
scientific malpractice.

To advise the Management on the proposal to amend these Regulations.

10. To advise the Management of IDIVAL on all those issues that it deems necessary.

14.3. Operating Regime. The Internal Scientific Council is governed by the following rules of operation:

1.

The Internal Scientific Council will meet at least four times a year.

. The convocation of meetings corresponds to its President, either on its own initiative, or when

requested by a third of its members, indicating in this case, in the request for convocation addressed
to the President, the matters to be included in the agenda.

. The Internal Scientific Council may be supported by a technician without voice or votes who will act as

Secretary.

. The corresponding minutes of the meetings of the Internal Scientific Council shall be drawn up by the

Secretary, which must be signed and approved by all the members present at them. This will be
transcribed in the Book of Minutes and will be signed by the President. The minutes shall state the
number of persons attending the meeting, the agenda of the meeting, the circumstances of the place
and time in which it was held, the literal text of the resolutions adopted and a summary of the
members' speeches.

In the event of a conflict of interest or rights between the Foundation and any of its members, those
affected will not participate in the decision to be adopted by the Internal Scientific Council, which will
be the competent body to determine, by a simple majority of the attendees, whether or not such a
conflict exists.

Article 15. Other Internal Commissions
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IDIVAL may have other stable advisory structures made up of personnel from the institutions that constitute it
who act on specific topics of interest to IDIVAL.

15.1. Composition. They will be made up of teams formed by agreement of the Board of Trustees of
professionals who, either because they are within the scope of organization and management of IDIVAL, or by
mandate or order of their own organizations, or voluntarily, are called to join them, based on their technical
knowledge and responsibilities.

15.2. Theme. As a guideline, and not exclusively, the possible creation of the following internal committees will
be considered with special attention:

1. Business Council. In accordance with Article 39 of the IDIVAL Statutes, the Board of Trustees may create a
Business Council that will be the advisory body to articulate the collaboration of the Foundation with the
business sector. Its composition, functions and operating regime will be determined by agreement of the Board
of Trustees.

2- Infrastructure Commission. Commission to develop an analysis of the situation of the existing research
support infrastructures in our environment, study their use, future needs, possible improvements in their
efficiency, and especially a coordinated use of the existing equipment in Cantabria dedicated to the support of
biomedical research.

3- Training Commission. Commission that, in coordination with the University of Cantabria, collaborates in the
analysis of research training needs, improvements of existing programs, especially seeking the training of new
researchers and the promotion of research in Primary Care and Nursing.

4- Innovation Commission. Commission to centralise advice on aspects of innovation in the environment,
especially in relation to aspects related to development, industrial property, transfer, and public-private
collaboration in the bio-health environment, in close collaboration with other innovation agents in Cantabria.

Article 16. External Advisory Bodies

IDIVAL may have other stable advisory structures basically made up of personnel from outside the institutions
that constitute it, regardless of whether some IDIVAL members may participate in them, to act in the advice of
specific topics of interest to IDIVAL. Its composition and functions will be marked by the regulations that govern
them at all times.

16.1. Cantabria Clinical Research Ethics Committee (CEIC-C). The CEIC-C, in accordance with Royal Decree
223/2004, of 6 February, which regulates clinical trials with medicines, is an independent body, made up of
health professionals and non-health members, responsible for ensuring the protection of the rights, safety and
well-being of the subjects participating in a trial and offering public guarantee in this regard. through an opinion
on the trial protocol, the suitability of the investigators and the adequacy of the facilities, as well as the methods
and documents to be used to inform the trial subjects in order to obtain their informed consent. It also performs
the functions that Law 14/2007, of 3 July, on Biomedical Research sets for Research Ethics Committees by virtue
of the third transitional provision of said Law.
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The CEIC-C is governed by its own Regulations of Action available on the IDIVAL website. IDIVAL supports the
Clinical Research Ethics Committee of Cantabria in terms of facilities, computer equipment and administrative
staff in compliance, by delegation of the health authorities, with article 13 of Royal Decree 223/2004.

16.2. Bioethics Committee of the University of Cantabria. The UC Bioethics Committee is responsible for issuing
reports on projects and assessing activities that involve animal experimentation or the use of biological agents
or genetically modified organisms. The Committee shall ensure that the use of the latter does not pose a risk to
the personnel concerned or to the environment. It will also be responsible for ensuring compliance with good
practices related to the use of animals and preparing reports for the governing bodies of the University on the
ethical-legal problems that may arise from research and teaching.

This Committee is equipped with a regulation that determines its function, mainly, as the issuer of the reports
required by draft National Plans that involve the use of experimental animals and/or biological agents or
genetically manipulated organisms.
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SECTION 4. HIERARCHICAL FUNCTIONAL STRUCTURE

Article 17. Personnel
Article 18. The Research Areas
Article 19. IDIVAL Research Groups

Article 20. The Members of the IDIVAL Research Groups
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Article 17. Personnel

17.1. Own and seconded staff. In compliance with article 14 of the Foundational Statutes, IDIVAL will have
research, technical and management staff of the Foundation, hired on an employment basis, and seconded,
from other public or private institutions by any of the systems provided for in current regulations. The tasks
carried out in the Institute by the assigned staff will be considered, for all purposes, as their own activity in each
of their entities of origin.

17.2. Labor regime. Staff will maintain the legal regime that, in each case, is applicable, depending on the entity
to which they depend. Therefore, each contracting institution will effectively exercise the labor powers in terms
of setting schedules, granting of leave, vacations and permits, as well as the exercise of inspection, management
and disciplinary powers. Notwithstanding the foregoing, IDIVAL, in the exercise of these powers, may seek the
reasoned opinion of the other institutions in order to properly perform the functions of each service or unit
where the contracted personnel are integrated.

The Foundation's own staff will be hired on an employment basis in accordance with the principles of equality,
merit, capacity and publicity.

Regardless of their institutional dependence, all IDIVAL research and teaching staff will enjoy equal rights in
terms of subsidy regime, use of infrastructures as well as management and participation in IDIVAL projects and
contracts.

17.3. Authorisation and communication. The assignment to IDIVAL of new personnel from the Public Health
System of Cantabria and the University of Cantabria, as well as from any other centres or bodies that the parties
may decide in the future, must have the approval of the Directorate.

Proposals for the hiring by the Foundation of research staff who are going to carry out their research jointly or
under the scientific direction of people from the Public Health System of Cantabria or the University of Cantabria
in their spaces, must be communicated by the researchers to the Directors of the corresponding Departments
or Heads of Service so that they can give their consent and guarantee the availability of physical and
technological resources. technicians for its reception. Formulas will also be articulated so that this information
is communicated to the respective Units responsible for personnel management.

Article 18. The Research Areas

18.1. Research Area. A Research Area is considered to be the grouping of scientific activity that encompasses a
series of IDIVAL groups, which has been recognized based on a strategic analysis. The Board of Trustees will be
informed of any modification of the Research Areas that IDIVAL has recognized in accordance with the
recommendations of the External Scientific Council and the Scientific Director.

18.2. Modification of the Areas. IDIVAL's research policy will be dynamic in such a way that it will enhance the
performance requirements of the Research Areas for their maintenance as such and will open channels for the
creation, modification and suppression of the Research Areas that make up IDIVAL with the advice of the Internal
Scientific Council.
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18.3. Area Coordinator. At the head of each Area there will be a Coordinator appointed by the Scientific Director,
after hearing the group leaders of each Research Area. The Area Coordinators will perform the following
functions:

1. To coordinate the proper functioning and ensure the scientific productivity of the Research Groups
that make up the Area, within the general policy defined in the Strategic Plan.

2. To keep the IDIVAL Management permanently informed of the work of the area and of the established
programmes, proposing the adoption of those measures that may improve the operation and provide relevant
information for the preparation of the Activity Report.

3. Transmit to the group leaders of the area that coordinates the information regarding the meetings of
the Internal Scientific Council, the decisions of the IDIVAL Management and the organizational structure of
IDIVAL.

4. To represent the groups of the areas they coordinate before the Internal Scientific Council.

5. To advise the Scientific Directorate and the Management Directorate, especially on matters related
to the operation of the area they coordinate.

18.4. Identification of the Areas. The identification of the Research Areas will be public and will be presented in
the activity report and in a permanently updated manner on the IDIVAL website.

Article 19. IDIVAL Research Groups

19.1. Definition. The IDIVAL Research Groups are the basic units of structuring IDIVAL's research and are made
up of staff from the Institute itself or attached to the Foundation, who, regardless of the institution or entity to
which they belong, have scientific affinity and carry out their activity under the direction, supervision or
parameters set by the Researcher in Charge of the group. The group must be defined by its research theme and
not necessarily by its healthcare or departmental link. Groups must act within an IDIVAL Research Area.

19.2. Group staff requirements. The staff of the Research Groups must meet the following requirements:

1. Be their own staff, i.e. belonging to the IDIVAL Foundation, or attached, i.e. coming from other
public or private institutions that make up the Institute

2. To be integrated into an IDIVAL Research Group based on a voluntary affiliation process, except for
researchers on the IDIVAL staff, who must be incorporated into a Group.

3. Theincorporation or withdrawal of personnel from a group must be communicated in writing from
the corresponding group leader.

19.3. Procedure for acquiring group status. The process to acquire this status will be initiated at the request of
a researcher from founding institutions who assumes the status of head of the group, addressed to the Scientific
Director and will have the following requirements to access the corresponding external evaluation:

1. It will be signed by the person in charge or leader and the rest of the members of the group who
will also recognize him or her as responsible.
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2. The application must be made by filling in a specific form that will be requested from the IDIVAL
Management. The application shall include at least the following information on the research
activity of the Research Group:

e |dentification data of the Group Leader;
e The composition of the research groups, with the identification data of each of the members.
e Most relevant scientific publications of the last five years, indicating their impact factor;

e Projects obtained through competitive calls in the last five years, specifying the principal
investigator, the amount received and the duration of the projects;

e Participation in research networks and consortia;
e Promoted patents;
e Participation in clinical practice guidelines;
e Brief description of the group's research activity at present;
e Five-year development plan.
3. It must be countersigned by the person in charge of the institution to which it belongs in each case.

4. The Scientific Directorate will make an initial evaluation after which it will be able to propose to
potential groups variations in their composition based on strategic aspects, and in the achievement
of a balanced approach to the various lines of research of the Institute.

5. The request must be informed by the Internal Scientific Council.

6. The evaluation of the group will be carried out by the External Scientific Council, which in the event
of a positive evaluation will consider the group in one of the IDIVAL categories and areas.

7. The status of IDIVAL group will be acquired by acceptance as such by the Scientific Management
and will be communicated to the Board of Trustees.

19.4. Types of groups. IDIVAL Research Groups are classified into:

1. Consolidated. Groups with their own relevant stable scientific production, projects with stable
external competitive funding for at least the last five years, and with technical or research staff who
exclusively carry out research tasks.

2. Emerging. Groups with research activity recently formed as such that have been carrying out their
activity for less than three years. An IDIVAL group cannot be emerging for more than three years
since at the end of this period it must be classified after the corresponding evaluation by the
External Scientific Council as Associate or Consolidated. Exceptionally, the External Council may
maintain an Emerging Group after the evaluation after three years, another two years in this
condition.
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3. Associates. Research Groups with more than three years of experience that, in the opinion of the
External Scientific Council, do not reach the thresholds that allow them to be framed within the
category of consolidated Group".

4. Transverse. They will exist without the need for classification and without the need to be framed
in a specific Research Area. The Transversal Research Groups are characterized by the fact that their
research activity is carried out with the consideration of basic for other groups and with a
transversal theme.

5. Recently created. Groups that have a history of more than three years so that they cannot be
considered as Emerging but that are integrated into the institute de novo without reaching the
lintels of the Consolidated groups. An IDIVAL group cannot be emerging for more than three years
since at the end of this period it must be classified after the corresponding evaluation by the
External Scientific Council as Associate or Consolidated.

19.5. Rights and duties. The status of IDIVAL Research Group will allow the public use of this name and access
to its facilities, institutional and organisational support and the promotion and support measures of IDIVAL that
are appropriate in each case.

Research Groups must send all projects submitted to competitive calls of the National Plan and European calls,
regardless of the affiliation of the Group (University, Hospital, or the Institute itself).

19.6. Monitoring. IDIVAL groups will be evaluated in their scientific trajectory periodically, optimally every five
years. These evaluations may require a public presentation by the head of each group on its composition, lines
of research, scientific production, applicability of results and any other information that is relevant in the opinion
of the Scientific Management and the External Scientific Council.

For the evaluation, the required documentation will be submitted to the Scientific Director who, once examined,
will send it to the External Scientific Council. In the event of the absence of any document or information, the
group leader will be required to provide it, which must be made within a maximum period of one month. Any
group may require evaluation by the External Scientific Council in order to confirm its condition or modify its
rating.

The evaluation may imply a change in the consideration of the typology of the group if the Scientific
Management and the External Scientific Council consider it appropriate.

Any Research Group may require evaluation by the External Scientific Council in order to confirm its condition
or modify its rating.

19.7. Loss of group status. The status of IDIVAL Research Group will be lost:

1. By written resignation of the group leader, supported by the signatures of at least 30% of the members
of the group.

2. Duetothe loss of such status, decided by the Board of Trustees at the proposal of the Scientific Director
of IDIVAL and after a process ruled by the External Scientific Council.
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3. For non-renewal of consideration as an IDIVAL Group in periodic evaluations.
Article 20. The Members of the IDIVAL Research Groups

20.1. Composition. The Research Groups are made up of personnel who, in accordance with Article 14 of the
Foundation Statutes, may be their own or attached. Membership of an IDIVAL group is independent of the
nature of the link it has with the entity or institution of origin linked to IDIVAL.

The staff of the groups is usually made up of a manager, researchers, collaborators, nursing staff, residents and
technical staff. It may also have a joint controller or other categories that are considered relevant.

20.2. Principal Investigator. The IDIVAL group manager is considered to be the member of the IDIVAL group
who assumes the scientific management of the group, as well as the dialogue and mediation with the Area
Coordinators and with the Scientific Director of IDIVAL. He is in charge of ensuring compliance with the research
commitments signed by his group and of communicating the scientific guidelines of IDIVAL to the members of
the group he leads, in addition to providing the information that the Institute's Management requires at any
time and especially the annual report of the group.

The Researchers in Charge of the IDIVAL groups will be appointed by the Scientific Director, after evaluation by
the corresponding advisory bodies.

20.3. Joint Responsible Researcher. A Co-Responsible Researcher is considered to be a member of the IDIVAL
group who shares the scientific direction of the group with the Principal Investigator in all its attributions. The
existence of this figure is considered by IDIVAL to be especially advisable in those groups in which the Principal
Investigator is in the last five years of his or her professional career in order to facilitate the handover in the
tasks of the Principal Investigator.

The Co-Responsible Researchers of the IDIVAL groups will be appointed by the Scientific Director, after
consulting the advisory bodies that have been assigned this advisory function to the Board of Trustees.

20.4. Senior researcher. A tenured researcher is considered to be a PhD researcher from an IDIVAL group who
has obtained a competitive national or international project in the field of health in the five years immediately
preceding

20.5. Other personnel.
Researchers in the health field who have a doctorate degree are considered adjunct researchers.

Doctoral students whose doctoral thesis is supervised by IDIVAL researchers are considered researchers in
training.

Employees are considered to be personnel with higher qualifications who do not fall into the above categories.

20.6. Group technicians. Technical staff of the group are considered to be those personnel who carry out
technical research tasks, other than care and teaching, regardless of their qualifications and links.
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20.7. Rights and duties of the members of IDIVAL Research Groups. The status of member of an IDIVAL group
implies acceptance of these Regulations and the rights and obligations derived from it, and of the lines
established in the Strategic Plan. They also imply compliance with the ethical principles and commonly accepted
methodological criteria, reflected in IDIVAL's Code of Quality, Ethics and Good Scientific Practices, as well as
respect and consideration for colleagues and the institution's management bodies.

20.8. Evaluation of IDIVAL personnel. The research staff belonging to IDIVAL's Research Groups, i.e. those who
maintain an employment relationship with IDIVAL, will be periodically evaluated in aspects related to their
scientific performance. The External Scientific Council will participate in this evaluation and will mainly take into
consideration the following aspects:

to. Translational and collaborative nature of the lines of research.

b. Active National and International projects with competitive funding, differentiating between those
that are developed as a responsible researcher and as a collaborator.

c. Published works, differentiating between national and international ones, with an impact factor in the
first quartile, and as the first or last author in the first quartile of impact.

and. Membership of collaboration networks and written collaboration agreements, both regional,
national or international, and those that involve funding and not.

g. Transfer of his research activity reflected in patents applied for and active in which he participates as
an inventor and income from royalties.

20.9. Departure from the group. The departure from the Research Group may be voluntary or forced. The
volunteer will be free at all times without prejudice to the limitations that may be imposed by the Scientific
Director of IDIVAL for their integration into another group or the development of support work in the research
activity. The compulsory will be at the request of the Group Manager and agreed by the Scientific Director of
IDIVAL after the report of the coordinator of the Research Area and the Internal Scientific Council. The External
Scientific Council may also be asked for an opinion when questions of a scientific nature are raised.

IDIVAL researchers who lose their status as such because they have been excluded from a group will remain in
the statutory or civil servant employment regime that corresponds to them in the institution to which they are
linked. However, when these researchers are IDIVAL's own staff, they must necessarily belong to a Research
Group and must, within a maximum period of 6 months after leaving a Group, join another Group or present a
line of work that may enable them at the discretion of the External Scientific Council as Group Leaders in a
Research Area.

20.10. Incorporation and departure of personnel to Research Groups. The incorporation or departure of
members of the group must be communicated by the head of the group to the Scientific Director of IDIVAL either
through the update of the composition of the group in the Annual Activity Report, in which the new members
must add a letter that endorses it, or by means of a letter addressed to the Scientific Director of IDIVAL, signed
by the person in charge and by the member who joins or leaves the group. This incorporation will be reviewed
and validated, where appropriate, by the Scientific Director, who may require additional information in this
regard.
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20.11. Information and dissemination. The website will incorporate permanent and updated information on
the composition of the members of the IDIVAL Research Groups related to their degree, affiliation group,
research area, scientific production, funded projects and innovation actions in recent years, and the translational
relevance of their activity.
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Chapter 5. CENTRAL RESEARCH SUPPORT UNIT

Article 21. The Projects Area

Article 22. The Area of Technological Support Services for Research
Article 23. The Area of Training and Methodological Support in Research
Article 24. The Clinical Trials Area

Article 25. The Innovation Area

Article 26. The General Services Area
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The IDIVAL Central Research Support Unit is made up of all IDIVAL's common people, infrastructures and
scientific equipment, own or attached, who provide technical and methodological support and advice to the
Institute's researchers, as well as to external researchers who request it. This Central Research Support Unit is
made up of the following 6 areas:

to. Project Management Area.

b. Training and Methodological Support Area.
c. Clinical Trials Area.

d. Technology Support Services Area.

and. Innovation Area.

f. General Services Area.

The Management of IDIVAL may define new areas within the Central Support Unit activity, split the Areas into
functional units of any of the above or eliminate them after a positive report from the Delegate Committee.
These modifications will be submitted to the Board of Trustees for their incorporation, if appropriate, to these
Regulations. Likewise, the management of IDIVAL may freely attribute responsibility for one or more areas by
defining specific positions created by the Board of Trustees to take responsibility for the area or part of it.

The Areas whose content is developed here or those that are necessary at any time for the normal development
of IDIVAL's activity, both in terms of their personnel and in terms of infrastructures, may belong to one of the
founding entities, in which case the appropriate agreement of use will be established.

Article 21. The Projects Area

22.1. Functions. The Projects Area is a functional unit that, acting as a support for the management of the
Institute's research, aims to organise all of IDIVAL's administrative services.

21.2. Resources of the Area. The services in this area must have specific technical training to ensure adequate
access by researchers to information, national and international, public and private, related to research and
sources of funding, in addition to providing effective management of the resources obtained for research
projects and compliance with their control obligations. The organization of the area will meet the internal
operational management needs of IDIVAL and the Research Groups, being proportionate to the workloads it
supports.

21.3. Organization of the Area. The Area may organize into different Units. These Units may be
increased, abolished or modified according to the needs of the Institute. The current Areas are:

a. National Funds Management Support Unit

b. Regional Fund Management Support Unit
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c. Private Funds Management Support Unit

d. Support Unit for the Management of International Funds

Article 22. The Area of Technological Support Services for Research

22.1. Functions. The Technological Support Services Area aims to carry out specific technical support activities
for research, having the technical and human resources that are made up as teams organised under a functional
manager. The technological support services can be owned by the IDIVAL Foundation, or attached.

For the development of its activity, the IDIVAL Technological Support Services Area has scientific-technical
infrastructures intended to be used in the development of research projects of both IDIVAL and external
research groups. Likewise, this Area manages all the activities necessary to ensure an adequate supply of
equipment, its control, maintenance and repair; as well as the management of the sale of technological services
of each of the infrastructures considered.

22.2. Operating rules. In the event that they are specific to the IDIVAL Foundation, their operation will be subject
to what is dictated by the specific operating rules of the IDIVAL technological services. In the event that the
institution of origin is not the Foundation, they will be subject to the rules of their institution of origin.

22.3. Technological support services. IDIVAL will have, at least, the following support services:

1. Biobank of biological samples for biomedical research. This platform will manage the collections of
biological samples used in biomedical research and obtained in the hospital environment and it will be its
responsibility to ensure the rights of donors. The Biobank will be authorised by the competent authority of
the Autonomous Community and will operate in accordance with current ethical and legal standards related
to the use of biological samples for biomedical research.

2. Laser and electron microscopy platforms that will have state-of-the-art and high-tech equipment
operated by specialized technical personnel.

3. Flow cytometry and cell separation platform, which will have flow cytometers, and equipment that allows
cell population separation that allows cell separation by means of other technologies operated by trained
technical personnel.

4. Genomic analysis services. These services may be owned by IDIVAL or provided through the HUMV or
other research groups or contracted by external companies that provide them. They will be provided with
state-of-the-art technology and technical personnel trained in both the development of the technique and
the analysis of the data.

5.5. Neuroimaging Unit. This platform offers quantitative analysis services of medical images obtained by
MRI through the use of specific software, for which it has highly qualified personnel and solid experience in
the area.

6. Other platforms. The Technological Support Services Area may have other Service Units based on the use
of other in-house scientific and technical equipment, on the sale of services derived from the know-how of
the Centre's researchers or contracted externally.
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22.4. Marquesa de Pelayo Library. The Marquesa de Pelayo Virtual Library is configured as a functional unit that
aims to enable health professionals to access the most up-to-date scientific and technical biomedical
information through the network for the exercise of their care, teaching and research activity of the Institute.

1. Librarian. The Marquesa de Pelayo Virtual Library will have a librarian hired by IDIVAL who will report to
the Management of IDIVAL and the Marqués de Valdecilla University Hospital and, where appropriate, to
the Board of Trustees.

2. Headquarters. The Marquesa de Pelayo Virtual Library will be based at the Marqués de Valdecilla
University Hospital, where the Library's historical collections are located, which are the heritage of the
Cantabrian Health Service, and from where the electronic subscriptions with which it is supported are
coordinated.

3. Operation. The Marquesa de Pelayo Virtual Library will have an operation that optimizes its performance
both by the adequate selection of services and by the effective control of their use. In any case, its
operation must be linked to the needs of the staff of the Cantabrian Health Service and the Ministry of
Health. To this end, it will have the necessary administrative and technical support personnel.

4. Cooperation. The Marquesa de Pelayo Virtual Library will seek cooperation or collaboration with other
entities or institutions that provide similar services, in the interest of an efficient use of its resources,
formulating the appropriate proposals for its legal articulation. In this regard, coordinated action with the
University of Cantabria will be a priority.

22.4. Coordinator of Technological Support Services. The Technological Support Services Area for research will
have a general coordinator who will report to the management of the Institute and who will be appointed by
the IDIVAL Board of Trustees at the proposal of the IDIVAL Management. The functions of the Coordinator are:

1. Prepare the annual report of the technological services.

2. The supervision of human and material equipment.

3. Develop and update the portfolio of services and rates per use.

4. Assessment of the needs of the Area.

5. Preparation of the rules of use for further validation.

6. Advice to management on aspects related to these services
22.5. Head or Scientific Director of the Unit. Each Technological Support Services Unit may have a person in
charge who will be appointed by the IDIVAL Board of Trustees at the proposal of IDIVAL's management. When
they are IDIVAL Researchers, they may be authorised to use the name Scientific Director of the Unit in question.

These managers assume the following general obligations before the Scientific Director:

1. To advise the Coordinator of the Technological Support Services and the Management on aspects
related to the service they coordinate.

2. Supervise the proper functioning of the services they coordinate.
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3. To collaborate in the dissemination among IDIVAL researchers and also to external researchers of the
services offered.
4. To ensure the high scientific-technical quality of the service and its efficiency.

5. To collaborate in the training of the technical staff that supports these services.

22.6. Operating rules. The Technological Support Services will have their own operating rules that will be framed

within a vocation of service, excellence and sustainability.

22.7. New Technological Support Services. The Board of Trustees may authorise the incorporation of new
technological support services or the closure of others at the proposal of the IDIVAL Management.

22.8. Dissemination. IDIVAL will provide permanent updated information on the existing services through the
website, its report, and if deemed necessary through training activities, specific dissemination activities and
information leaflets.

Article 23. The Area of Training and Methodological Support in Research

23.1. Functions. The Research Training Area is a functional unit that aims to facilitate research training, as well
as consultancy in research methodology in relation to the design of studies, analysis and communication of
research results.

23.2. Field of action. This area will develop its actions in accordance with the IDIVAL Training Plan, attending to
the training needs of researchers, technical staff, and especially that of researchers in training. In its activity,
special priority will be given to the support and training of emerging groups, primary care and nursing
researchers.

23.3. Coordination with other structures. This area must make a special effort to coordinate with the staff of
other structures that carry out research training and methodological support activities in our environment in
order to unify criteria, optimise resources, and achieve maximum synergies.

Article 24. The Clinical Trials Area

24.1. Functions. The Clinical Trials Area is a functional unit whose purpose is to facilitate and encourage the
activity of the Clinical Trial and ensure that it is adapted to the general ethical requirements and, where
appropriate, to the specific requirements of the case.

24.2. Organization. This Area has a Clinical Trials Agency and a Clinical Trials Unit.

24.3. Clinical Trials Agency. The Clinical Trials Agency will provide support services for the design, organisation,
implementation, monitoring, justification and publication of results in clinical trials. It will provide management
support to the Clinical Trials Unit.
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It will also support the Cantabrian Clinical Research Ethics Committee in terms of facilities, computer equipment
and administrative staff to the extent that the health authorities delegate to IDIVAL compliance with article 13
of RD 223/2004 of 6 February, which regulates clinical trials with medicines.

24.4. Clinical Trials Unit. The Clinical Trials Unit will have spaces and human resources located in the HUMV for
the development of clinical trials, especially those of high complexity, and will be coordinated by the Clinical
Pharmacology Service of the HUMV and located in the HUMV.
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Article 25. The Innovation Area

25.1. Functions. The Innovation Area is a functional unit of IDIVAL that, acting transversally to the Public Health
System of Cantabria, aims to facilitate and encourage the culture of innovation, dynamize relations between the
scientific community of the health environment, companies and other socioeconomic agents for the use of R+D
capabilities and results of the activity, as well as developing an adequate management of innovation. Within
these lines of action, it will provide support for the identification, protection, financing and adequate
exploitation of research results, which includes their incorporation into care, training and research processes
and the obtaining of economic returns.

25.2. Organization. The Innovation Area will have an Innovation Unit and an Office for the Transfer of Research
Results.

25.3. Innovation Unit. The Innovation Unit will have the appropriate legal and technical support teams at all
times to promote the development of technological innovation to ensure its solvency.

25.4. Office for the Transfer of Research Results (OTRI). The OTRI will have resources for the development of
its tasks, will be accredited and will work in accordance with national regulations. IDIVAL's OTRI will carry out all
industrial protection activities that include trademark management, patents, royalties, intellectual property
registration and transfer of R+D+I results.

25.5. NETWORK Itemas. The Innovation Area will work in accordance with the guidelines established by the
Innovation Network in Medical and Health Technologies of the Carlos Ill Health Institute, as long as IDIVAL is
part of it.

Article 26. The General Services Area

23.1. Functions. The Systems Area is a functional unit that aims to provide support in the aspects of accounting,
contracting and information systems for the Operation of the Central Research Support Unit and the Research
Groups.

23.2. Organization. This area will have the necessary resources of its own or subcontracted to fulfill its functions,
especially in the aspects of accounting, budgeting, taxation, and design, optimization and maintenance of
computer systems.
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Chapter 6. IDIVAL SPACES

Article 26. IDIVAL Spaces

Article 27. Distribution of Laboratory Spaces
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Article 27. IDIVAL Spaces

27.1. Spaces of the IDIVAL Building. The headquarters of IDIVAL is located in the IDIVAL building, located on
Avenida Cardenal Herrera Oria s/n, adjacent to the "Residencia Cantabria" building, within the building of the
Marqués de Valdecilla University Hospital. In its facilities it has spaces of two types: spaces dedicated to
laboratories and to the Central Research Support Unit.

a. Laboratories: Located essentially on the first and second floors of the building. Personnel from the
IDIVAL Research Groups are located in them. They have laboratory spaces, office areas and common areas
(meeting rooms, cultivation rooms, cold rooms, warehouse, washing rooms, etc.).

b. Central Research Support Unit. It has spaces that include:

- Spaces of the Technological Support Services. Located essentially on the ground floor of the
building.

- Spaces dedicated to administrative staff. Located essentially on the third floor of the building.

27.2. Other spaces. IDIVAL has spaces of the institutions that participate in it, which are part of the Institute to
the extent that they have been considered as such by agreement of the Board of Trustees.

Article 28. Distribution and Use of Laboratory Spaces

28.1. Allocation of spaces. The allocation of spaces for the Research Groups is the responsibility of the Scientific
Director, in accordance with the criteria and guidelines of the Internal Scientific Council. The External Scientific
Council will be informed of the distribution of these spaces.

28.2. Award criteria. The following types of spaces will be taken into account for the distribution: Laboratory,
Common Areas and Office Areas. For the allocation of the Laboratory spaces, various aspects of the applicant
group will be taken into account, essentially:

to. Technical staff assigned to the laboratory. Number of current people, and expected in the short term.
b. Equipment to be housed in the laboratory.
¢. Main laboratory techniques to be developed in relation to:
- Research with pathogens that require specific conditions (e.g. biosafety rooms).
- Special installation requirements: darkrooms, special electrical installations, gas installation, etc.
- Techniques developed that entail a specific risk for personnel or risk of environmental
contamination and involve special waste collection systems (radioactivity, pathogens at risk,
chemical waste, etc.).
a. Scientific production of the group.
b. Research spaces that the group already has in order to avoid duplication of spaces.
and.  The common spaces of the building are, by definition, shared.
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28.3. Review of the allocation of spaces. The space is provisionally ceded to the group, and reviewed every 3
years. It can be reviewed in advance if there is a request from the group or at the discretion of the scientific
management.

28.4. Use of the facilities. The research staff installed at IDIVAL will respect the rules for the use of the facilities
set out in the respective internal regulations.
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CHAPTER 7. KNOWLEDGE MANAGEMENT.

Article 29. Intellectual and Industrial Property

Article 30. Management of the Transfer of Research Results
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Article 29. Intellectual and Industrial Property

The general framework for the ownership, administration and exploitation of the intellectual and industrial
property rights mentioned in Article 15 of the Foundational Statutes shall be as follows.

29.1. Scope of application. This article regulates the management procedure and ownership of the research
results developed by the staff at the service of IDIVAL in the development of their research, management
and/or support functions.

The object of regulation, as far as industrial and intellectual property is concerned, is those knowledge,
information, material, inventions and other research results that, whether or not exploitable or marketable,
have been created and/or developed by IDIVAL's staff in the exercise of their functions, or in any case using
IDIVAL's own means.

Based on existing agreements, this regulation applies to the intellectual and industrial property of the
Cantabrian Health Service.

By way of example and without limitation, the following are the subject of this regulation: inventions that may
be patented or registered as a utility model in accordance with Law 11/1986, of 20 March, on Patents and/or
any regulation that develops it, or equivalent regulation that replaces it in the future; designs that may be
protected as industrial designs, designs in accordance with Law 20/2003 of 7 July 2003 on the Legal Protection
of Industrial Designs or in accordance with Community Regulation 6/2002 on Community designs; plant
varieties eligible for protection under Law 3/2000 of 7 January 2000 on the Protection of Plant Varieties;
computer programs in accordance with Royal Legislative Decree 1/1996, of 12 April, approving the Revised
Text of the Intellectual Property Law, the topographies of semiconductor products according to Law 11/1998,
of 3 May, the rules governing industrial secrets, as well as the international treaties and conventions ratified
by Spain in the field of Industrial and Intellectual Property and the applicable Community regulations. This
regulation will also apply to those results that may give rise to intellectual property titles related to the creation
of computer programs and databases.

29.1.1 The following are considered to be personnel at the service of IDIVAL:
- Research, management and support staff hired by IDIVAL.
- Scholarship holders of IDIVAL's own calls.
- Students participating in the training programmes organised by IDIVAL, whether they are paid or not.

- University students who, without being holders of a scholarship or being enrolled in IDIVAL training
programs, carry out training stays directed by IDIVAL or SCS staff authorized by their respective
university centers.

Marqués de Valdecilla Research Institute (IDIVAL). CIF: G39788773
Avda. Cardenal Herrera Oria s/n - 39011 Santander, Spain 55
Tel.: 942 315 515, Fax: 942 315 17



ORGANIZATION AND OPERATION REGULATIONS

56

29.1.2 To this end, this regulation will be applicable to the activities in which the staff in the service of IDIVAL
participate during the period of validity of their employment, functional, training or service relationship with
them. However, those inventions whose application for registration is submitted within the year following the
termination of the employment, administrative or service relationship with IDIVAL may be claimed by them.
The provisions contained in Articles 17 and 19 of Law 11/86 on Patents are applicable in this regard.

29.1.3. The researcher or researchers must communicate to the OTRI, before making any disclosure, any
research result that could be susceptible to industrial or intellectual protection in accordance with the
applicable legal regulations. Such communication must be made by any means that records it and must contain
all the documentation and information necessary for the correct identification and evaluation of said result.
Every researcher will have the obligation to cooperate with the OTRI in any action that it undertakes in relation
to the protection and defense of industrial property or protection appropriate to the case.

29.2. Ownership and rights over the results of the research. The ownership of the research results included in the
previous article corresponds to IDIVAL when the results are derived from the staff in the service of IDIVAL and,
to the SCS, when the results are derived from the staff in the service of the SCS.

In any case, and based on the agreements signed between IDIVAL and the SCS, IDIVAL, through its OTRI (Office
for the Transfer of Research Results), is exclusively responsible for the processing of obtaining the industrial
and intellectual property rights derived from the activity of the SCS and the comprehensive management of
the procedures for the transfer of knowledge results, reaching its activity the processes of identification,
protection, management, maintenance and operation of these.

When, under the terms of the previous article, persons or institutions, public or private, outside IDIVAL and
SCS have intervened in the achievement of the result, they will be entitled only to that part of the rights that
correspond to the percentage of participation of their staff in the research activity, generating a situation of
co-ownership that must be governed by the provisions of the relevant agreement.

When the research results come from collaborations with public or private entities or individuals outside
IDIVAL or SCS, formalized through agreements, agreements or public calls, a co-ownership agreement must be
signed between IDIVAL and the participating organizations that define, at least, the percentage of ownership
of each institution. the entity that will manage the protection of results, and the conditions of international
extension, is applicable.

When the R+D+i activity derives from contracts signed with companies or other types of entities, it must be
included in the corresponding contract to whom the ownership of the results obtained corresponds, it being
understood, in the absence of an agreement to the contrary, that it corresponds exclusively to IDIVAL or SCS.
In the event that the contract with the company contemplates the partial or total transfer of the results or a
licence to use them, such agreement, unless expressly agreed otherwise, will never include the transfer or
licence of prior knowledge or rights owned by IDIVAL or the SCS. In cases of assignment or exclusive license to
the company of the results, the staff of IDIVAL and the SCS will always be empowered to use the results in
research and subsequent R+D+i work, being null and void any agreement to the contrary.
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In R+D+i contracts on request, unless the particular contract signed contains otherwise, IDIVAL and the SCS do
not offer any legal guarantee on the use of such results in the market or on the suitability of their application
for the particular commercial purposes of the contracting company.

However, the inalienable right of the researcher who has participated in an appreciable way in obtaining the
result of being mentioned as such in the corresponding industrial or intellectual property title is recognized.
To this end, appreciable participation is considered to be that by which the researcher contributes with
intellectual, inventive or creative contribution to the final result.

Consequently, IDIVAL may publish, disclose, transform, use or protect such results by means of industrial
property titles or, to the extent that they refer to computer programs, intellectual property, or keep them
secret.

In the specific case of intellectual property rights relating to computer programs and databases, regardless of
the type of protection adopted, the following shall be indicated in the work:

"Copyright © <year> IDIVAL. All rights reserved.", in the event that the results derive from personnel in the
service of IDIVAL.

"Copyright © <year> SCS. All rights reserved."” , in the event that the results are derived from personnel in the service of
the SCS.

29.2.1 Without prejudice to the provisions of the previous section, the researcher will have the right to
participate in the benefits obtained by IDIVAL from the exploitation or transfer of its rights over the
aforementioned results.

Such profits, after deducting the protection and management costs incurred, will be distributed according to
the following percentages:

I 50% for IDIVAL, which will be used to finance its budget

Il 40% for the inventor or inventors (or, where appropriate, author or authors) it being
understood that, unless otherwise agreed duly signed and notified to the management of
IDIVAL, the distribution between them will be made equally. An author or inventor is
considered to be someone who contributes with an appreciable intellectual, inventive or
creative contribution to the final result.

M. 10% to be distributed among the IDIVAL Research Group or Groups to which the inventors
or authors are attached. In the event that an inventor is not attached to any Research
Group, his or her participation will be assigned to the Service to which he or she belongs.

29.2.2 IDIVAL may license the research results to the inventors or authors thereof and/or to the technology-
based society that they constitute in the cases that:

- IDIVAL was not interested in the protection or exploitation of a particular research result.
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- IDIVAL decides to abandon the registration application procedure in a specific country or territory In this
case, the licence would be for the country where the protection is to be abandoned, without prejudice
to the possible agreement for the researchers to finance the protection files that may exist, so that they
can continue their course.

In all the cases mentioned in this article, IDIVAL will retain a non-exclusive, indefinite, non-transferable and
free right of exploitation of the research results. Likewise, when profits are obtained from the exploitation of
the rights obtained through these research results, IDIVAL will correspond to a 20% share of the net profits of
the exploitation.

29.2.3 Without prejudice to the provisions of the previous section, IDIVAL may agree that the licence to be
transferred is free of charge or for consideration both of the title granted and of its application.

Article 29.3. Open access. IDIVAL will promote, with the means available, the publication by the Institute's
researchers in open access media and the deposit of research data in repositories that comply with the FAIR
principles (Findable, Accessible, Interoperable, Reusable), following the guidelines of the Horizon 2020
programme".

Article 30. Management of the Transfer of Research Results

30.1. The Office for the Transfer of Research Results (OTRI). The OTRI will be responsible for the operational
management of the aspects related to the industrial and intellectual property of IDIVAL and will act in
accordance with the established internal procedure. The OTRI will develop the dialogue with the researcher,
the analysis of patentability, the registration and monitoring of information in this field, the valuation and
transfer, and dialogue with the OTRIs of other institutions. For your actions, you can count on external support
whenever necessary.

30.2. Exploitation of results. In the exploitation process, IDIVAL will promote as many legal procedures and
agreements with third parties as necessary to ensure the return of biosanitary R+D+| to the Public Health
System and the participation in the benefits of professionals, through the most appropriate formulas, whether
they are the negotiation of temporary patent licenses, development and marketing agreements with
companies, "joint ventures" or "spin off's" protecting ownership through all appropriate mechanisms.

30.3 Agreements. In terms of non-commercial transfer of knowledge, IDIVAL will have the function of drawing
up the Confidentiality Agreements, the Scientific-Technical Cooperation Agreements and the Biological
Material Transfer Agreements required in the R+D+l projects developed within the scope of the Public Health
System of Cantabria.
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