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STATUTE GOVERNING THE
OPERATIONS OF RESEARCH CLUSTER

<THE MALTESE POPULATION GENOMICS RESEARCH CLUSTER>

The University of Malta <The Maltese Population Genomics Research Cluster (MALGENPOP)>
(hereinafter "the Cluster") is a multidisciplinary research initiative that aims to

MALGENPOP aims to catalyze population-scale genomics research in Malta by generating an
unprecedented, large-scale genomic dataset derived from the DwarnaBio national biobank.

Our mission is to create a comprehensive, high-quality collection of whole-genome sequences
using a blend of short and long read technologies that will serve as a foundational resource for
the systematic analysis of genetic variation in the Maltese population. This dataset will empower
bioinformaticians, geneticists, clinicians, and data scientists at the University of Malta and
beyond to address critical questions in human health, disease, and population history.

By focusing on the generation of a deeply characterized genomic dataset, MALGENPOP
complements and amplifies the bioinformatics expertise already present at UM, particularly

the cutting-edge methodologies developed by the ERA Chair in Bioinformatics and affiliated
researchers. The Cluster's output will fuel computational research across disciplines, enabling
the integration of genomics with medical informatics, machine learning, and statistical genetics.
MALGENPORP is not simply a sequencing initiative; it is a mechanism for discovery, designed to
unlock insights into the genetic architecture of complex diseases, identify population-specific
risk variants, inform precision medicine strategies, and explore the evolutionary history of Malta's
unique genetic heritage.

Central to our mission, is the principle of open science: we are committed to build an ethically
governed, well-curated and accessible genomic resource that will serve as a national asset
and a catalyst for collaborative research. We will engage participants, the public, and external
stakeholders to ensure that the research is community-driven, ethically sound, and maximally
impactful for health and society.

MALGENPOP envisions Malta as a Mediterranean hub of excellence in population and clinical
genomics, where a unified ecosystem of biobanking, sequencing and bioinformatics transforms
genomic discovery into clinical translation with a measurable public-health benefit. Anchored by
three interdependent pillars — a nationally representative longitudinal biobank richly annotated
with electronic-health-record data; population-scale long- and short-read whole-genome
sequencing that resolves structural variants and rare alleles; and an Al-enabled bioinformatics
framework spearheaded by the UM ERA Chair - MALGENPOP will generate a high-resolution
Maltese reference genome dataset accessible to researchers and clinicians in compliance with



FAIR and Open Sciences practices. This resource will become the cornerstone for a diverse
research portfolio spanning rare-variant discovery, disease-genomics, pharmacogenomics

and comparative population studies, while simultaneously serving as an imputation panel for
regional cohorts and a benchmarking set for advanced computational pipelines such as de-novo
assembly, rare-variant burden testing and machine-learning-based phenotype prediction.

MALGENPOP aims to generate a large, accessible dataset that meets foundational ethical

and data protection requirements. It will empower reclassification of variants of uncertain
significance, calibration and validation of population-specific polygenic risk scores for

prevalent chronic disorders, and empower integration of population-scale genomic data with
electronic health records for clinical translation. At the policy level, MALGENPOP will quantify
actionable genetic risks to inform screening guidelines, enable equitable resource allocation
and evidence-based rare-disease diagnostics. Data generated from MALGENPOP will support
clinician-scientist training and specialisation in genomic medicine, while transparent governance
and sustained public-engagement mechanisms will position research participants as informed
partners and custodians of their data.

By coupling data generation with computational innovation and immediate clinical translation,
MALGENPOP secures genomic sovereignty for Malta, reduces non-communicable-disease
disparities, and establishes a durable platform for downstream industry collaborations,

Horizon Europe and BBMRI-ERIC funding, and future participation in EU-wide initiatives such

as 1+MG. The legacy will be a cycle of data, expertise and discovery that strengthens Malta's
leadership in precision medicine and contributes uniquely to the global understanding of human
genetic diversity.

There shall be a Research Cluster, managed and overseen by an Executive Committee:

|I. THE RESEARCH CLUSTER

1. The organisational structure of the <MALGENPOP Cluster> will be as follows:

The Executive Committee will be composed of leading academic staff members from the
respective pillar area(s) / horizontals thereunder. They will be responsible for providing
strategic direction, approving major decisions, and overseeing MALGENPOP overall
operations. The Committee will have balanced representation from each active Pillar and
each horizontal thereunder, with a chairperson to lead. New members can be appointed
to the Executive Committee consisting of the Leads of a Pillar and relative Horizontals, as
and when further Pillars within the Cluster are created or activated. A proposal to activate
a new pillar, including the funding mechanism, needs to be proposed to the Executive
Committee. A two thirds majority of the Executive Committee will be required to activate a
new pillar.

The Executive Committee shall be composed of nine members. Seven members represent
the leads of each of the three research pillars 1) Biobanking and Data Collection,



2) Genomic Sequencing and Technologies, and 3) Bioinformatics and Data Analysis — and
the four horizontal thematic areas, namely Data Management, Participant and Public
Engagement, Quality Assurance, and Data Sharing.

In alignment with the Cluster governance model, two representatives from the external
stakeholders such as the Office of the Chief Medical Officer, Public Health Directorate, or
Mater Dei Hospital's Research Directorate - will be appointed to the Executive Committee.
Their inclusion ensures that national health priorities, clinical relevance, and translational
feasibility are embedded in the cluster's decision-making processes from the outset. An
organogram is provided.

Executive Comittee

Approves major decisions
Provides strategic directions
3. Oversees operations

Central coordination node

Membership of the Cluster shall proceed as follows:

i. All academics who are Council-appointed University of Malta members of staff having a
demonstrable research track or interest in the subject matter of the Cluster, are eligible
to become members of the Cluster with voting rights.

ii. Researchers at UM who are not resident academics, such as RSOs, can be associate,
non-voting members of the Cluster.

iii. To attain membership, the applicants require the approval of the Executive Committee.
Such approval shall not be unreasonably withheld and the Executive Committee shall
adopt the following criteria for membership approval:



Membership shall be based on the following criteria and procedures:

A. Application submission = Applicants shall submit a formal written application
addressed to the Executive Committee (ExCo), accompanied by:

a. a current curriculum vitae;

b. a concise statement (maximum two pages) describing their research interests and
how these align with the objectives of MALGENPOP;

c. a declaration of the Pillar and/or Horizontal activity to which they intend to
contribute; and

d. a motivational note outlining their potential contribution to the Cluster's activities,
training programmes, and/or strategic objectives.

B. Elgibility - Applicants must:

a. hold an academic, research, or technical appointment at the University of Malta,
or be formally affiliated through an approved collaboration agreement;

b. demonstrate a relevant research or professional track record in one or more of the
Cluster's thematic areas

c. commit to active participation in Cluster activities, including meetings, proposal
development, and collaborative initiatives.

C. Membership categories -

a. Active Members are those who contribute substantively to at least one Pillar or
Horizontal, may hold office within the Cluster, and possess full voting rights.

b. Observers are those whose expertise or institutional role is complementary to the
Cluster's objectives but who are unable to participate actively. They may attend
meetings upon invitation, contribute to discussions, and collaborate on specific
initiatives, but do not have voting rights.

c. The ExCo may, at its discretion, reclassify membership status following review of
participation over time.

D. Assessment and approval process -
a. The ExCo shall evaluate applications on a rolling basis at scheduled meetings.

b. Decisions shall be reached by simple majority vote; rejection of an application
shall require justification recorded in the minutes and a two-thirds majority vote.

c. Feedback on unsuccessful applications shall be provided in writing within 30 days,
and applicants may reapply after addressing the identified gaps.

E. Expectations of Active Members -
Active Members are expected to:

a. participate in at least one Cluster meeting or event annually;



b. contribute to collaborative outputs such as publications, funding proposals, or
training activities;

c. uphold the ethical, scientific, and open-science principles of MALGENPOP; and
d. declare any conflict of interest relevant to the Cluster's operations.
Review of Membership -

Membership status shall be reviewed biennially by the ExCo to ensure continued
alignment with Cluster objectives. Members who remain inactive for two consecutive
years without valid justification may be reclassified as Observers or have their
membership discontinued.

. cluster members may be removed for:

Membership in the Cluster may be withdrawn by decision of the ExCo in the event

of persistent non-compliance with the obligations of active participation or conduct
incompatible with the Cluster's mission. Removal of a member shall not be undertaken

lightly and shall require a two-thirds majority vote of the ExCo, following written

notification to the member concerned and an opportunity to respond.

The following shall constitute grounds for consideration of removal or reclassification of

membership status:

A.

0

Non-participation - Failure to attend three consecutive Cluster or Pillar/Horizontal
meetings without valid justification, or persistent failure to engage in Cluster
activities over a twelve-month period.

Failure to meet agreed deliverables - Repeated inability to fulfil responsibilities,
tasks, or deliverables formally assigned or voluntarily undertaken within the scope of
Cluster projects, despite reasonable opportunity and support to do so.

Neglect of collaborative obligations - Consistent lack of contribution to joint
initiatives, working groups, or reporting duties necessary to maintain the operational
or scientific progress of the Cluster.

Breach of ethical or institutional standards - Conduct that violates the University of
Malta's research integrity, data governance, or ethical policies, or that undermines
the scientific reputation or collaborative environment of the Cluster.

Conflict of interest or confidentiality breach - Failure to disclose or appropriately
manage conflicts of interest, or unauthorised disclosure of confidential or pre-
publication information.

Inactivity following notification - Failure to respond to a written notice of inactivity
within thirty days or failure to rectify the identified issues within three months of
notification.

Following deliberation, the ExCo may:
a. issue a formal warning;

b. reclassify the member as an Observer; or



c. withdraw membership entirely.

Decisions of the ExCo shall be communicated in writing to the member, with

justification recorded in the minutes. Reapplication for membership shall be permitted

after a minimum period of one year, subject to demonstration of renewed commitment
to the Cluster's objectives.

3. The Research Cluster will initially comprise 3 Pillars and 4 Horizontals> as approved by the
Research Cluster Committee.

i. The Pillars will initially be as follows:

Research Pillars

A.

Pillar 1 - Biobanking and Data Collection

Establishes a nationally representative, longitudinal biospecimen and phenotype
repository to underpin population-scale genomic and translational research.

Pillar 2 - Genomic Sequencing and Technologies

Implements high-throughput short- and long-read sequencing and multi-omic
profiling to characterise genetic variation and molecular diversity within the Maltese
population.

Pillar 3 - Bioinformatics and Data Analysis

Develops and maintains computational pipelines, statistical models, and Al-driven
analytics for processing, integrating, and interpreting genomic and multi-omic
datasets.

Horizontals

A.

Horizontal 1 - Data Management and Integration

Builds a secure, interoperable data infrastructure linking biobank, sequencing, and
clinical datasets, ensuring data integrity, accessibility, and FAIR compliance.

Horizontal 2 - Participant and Public Engagement

Fosters public trust and participation through education, stakeholder dialogue,
dynamic consent, and transparent communication with biobank contributors.

Horizontal 3 - Quality Assurance Process

Implements a comprehensive quality management system for biobanking and
sequencing operations, aligning with BBMRI-ERIC and ISO 20387 standards.

Horizontal 4 - Data Sharing

Creates a FAIR-aligned public genomic data portal (var.mt) providing secure,
anonymised access to aggregate variant data from the Maltese population to
advance open science.



ii. The following criteria apply to the Pillars <and Horizontals>:
Criteria Regulating Pillars and Horizontals
A. Number and Scope

The MALGENPOP Cluster shall comprise three core Research Pillars—Biobanking and
Data Collection; Genomic Sequencing and Technologies; and Bioinformatics and
Data Analysis and four Horizontals — Data Management and Integration; Participant
and Public Engagement; Quality Assurance Process; and Data Sharing. Additional
Pillars or Horizontals may be proposed by the Executive Committee (ExCo) in
response to evolving strategic or scientific needs, subject to approval by a two-
thirds majority of the ExCo.

B. Pillar Coordination and Composition

a. Each Pillar shall be coordinated by a Pillar Coordinator who is a full member of the
Cluster, appointed by the ExCo following an open internal call for expressions of
interest.

b. The initial Coordinators shall be appointed by the founding ExCo at the time of
the Cluster's establishment; subsequent appointments shall follow a transparent,
merit-based process.

c. Each Pillar shall be composed of a minimum of three active members representing
relevant expertise, including research, clinical, and technical staff, as applicable.

d. The standard term of office for a Pillar Coordinator shall be two years, renewable
once by ExCo decision. Coordinators may be replaced mid-term in cases of
resignation, prolonged inactivity, or by a two-thirds majority vote of the ExCo.

e. Criteria for appointment include demonstrable leadership in the relevant domain,
at least five years of post-doctoral or equivalent professional experience, and an
active research portfolio aligned with the Cluster's mission.

C. Responsibilities of Pillar Coordinators
a. Provide scientific and strategic leadership within their domain.

b. Convene regular Pillar meetings, report progress to the ExCo, and ensure that
deliverables and KPIs are met.

c. Facilitate collaboration across Pillars and Horizontals to ensure harmonisation of
datasets, protocols, and training initiatives.

d. Represent their Pillar in internal and external communications, funding
applications, and collaborative agreements, as delegated by the ExCo.

D. Horizontal Coordination and Composition

a. Horizontals shall operate as cross-cutting functional domains supporting all
Research Pillars.

b. Each Horizontal shall comprise one to three experts (minimum one), nominated



by the ExCo based on domain expertise and current involvement in the Cluster's
activities.

c. Horizontals shall not necessarily have a fixed Coordinator unless deemed essential
by the ExCo for operational efficiency.

d. Appointments within Horizontals shall have no fixed term, subject to periodic
review by the ExCo to ensure continued relevance and performance.

e. Horizontal members shall document and report their contributions to at least one
Research Pillar annually, ensuring that horizontal support activities demonstrably
enhance scientific outputs and data integration.

D. Performance Review and Renewal

The ExCo shall conduct biennial reviews of all Pillars and Horizontals, assessing
alignment with the Cluster's strategic objectives, productivity, and inter-Pillar
collaboration. The ExCo may recommend reconfiguration, merging, or termination
of Pillars/Horizontals based on performance metrics, evolving research priorities, or
resource constraints.

E. Reporting Lines and Integration

All Pillar and Horizontal Coordinators report directly to the ExCo. Deliverables,
milestones, and proposed new initiatives must be documented in written reports
submitted ahead of ExCo meetings. Inter-pillar working groups may be convened for
cross-disciplinary projects as required.

iii. During the course of its work, the Research Cluster may identify the need to establish
additional pillars to cover emergent and important elements, or the need to remove an
existent pillar.

iv. The following criteria apply to the establishment of new Pillars:
A. Purpose and Scope

New Pillars may be established to address emerging scientific priorities,
technological developments, or interdisciplinary themes that extend the scope of
MALGENPOP while remaining aligned with its mission and strategic objectives.

B. Proposal Submission

a. Proposals for new Pillars may be submitted by any full member of the Cluster, or
jointly by a group of at least three members, to the Executive Committee (ExCo).

b. The proposal must include:
i. a clear scientific and strategic rationale for the new Pillar,
ii. defined objectives, deliverables, and expected outcomes,
iii. identification of the proposed Coordinator and key contributing members,

iv. a preliminary work plan outlining milestones and integration points with
existing Pillars and Horizontals, and



v. an assessment of resource implications, including human, infrastructural, and
financial requirements.

C. Review and Evaluation Process

a. The ExCo shall review the proposal for scientific merit, complementarity with
existing structures, feasibility, and sustainability.

b. The ExCo may consult the Advisory Board and/or the External Stakeholders’
Forum for expert and policy feedback prior to reaching a decision.

c. The evaluation shall also consider the contribution of the proposed Pillar to
national or European research priorities and to the long-term sustainability of the
Cluster.

D. Approval and Activation

a. Approval for the establishment of a new Pillar shall require a two-thirds majority
vote of the ExCo.

b. Once approved, the ExCo shall appoint an interim Pillar Coordinator and
supporting members for an initial one-year term to oversee pilot activities and
deliver an implementation report.

c. The Pillar shall be formally integrated into the Cluster's structure upon successful
completion of the pilot phase and submission of the first annual activity report.

E. Rejection or Revision

a. If the proposal is rejected, the ExCo shall provide written feedback identifying the
reasons for rejection and any revisions that could render the proposal eligible for
reconsideration.

b. Revised proposals may be resubmitted after a minimum period of six months,
addressing the feedback provided.

F. Periodic Review

All newly established Pillars shall be subject to a formal review within two years of
activation to assess performance, integration with existing structures, and ongoing
relevance to the Cluster's mission. The ExCo may recommend continuation, re-
alignment, or dissolution based on this review.

Once approved, any new pillar will follow the procedure established in Clause 3
above.

v. The following criteria apply to the removal of existing Pillars and Horizontals:
Grounds for Removal

The Executive Committee (ExCo) may decide to dissolve, merge, or reclassify an
existing Pillar or Horizontal where:

A. the activity has demonstrated limited or no scientific output over two consecutive
reporting periods;



B. the objectives of the Pillar or Horizontal have become redundant or have been
effectively subsumed within another structure;

C. the activity is no longer aligned with the strategic objectives or scientific direction
of the Cluster;

D. the continuation of the Pillar or Horizontal is deemed unsustainable due to lack of
participation, funding, or technical resources; or

E. persistent failure to meet agreed deliverables, quality standards, or reporting
obligations has been documented.

Initiation of the Removal Process
A. A proposal for removal may be initiated by:
a. the ExCo itself,
b. any Pillar Coordinator or Horizontal lead, or
c. a group of at least three active Cluster members.
B. The proposal must be submitted in writing to the ExCo and include:
a. a clear justification for removal or restructuring,
b. a summary of the affected activities and outcomes to date, and
c. recommendations for the disposition of ongoing projects, datasets, or personnel.
Review and Consultation

A. Upon receipt of a proposal, the ExCo shall conduct a review of the scientific,
operational, and strategic implications of the proposed removal.

B. The ExCo may seek advice from the Advisory Board and/or the Stakeholders' Forum
to ensure that the decision reflects both scientific and institutional considerations.

C. If the affected Pillar or Horizontal has ongoing collaborations or externally funded
projects, these shall be safeguarded or transferred before a final decision is enacted.

Decision-Making Process

A. The decision to remove or merge a Pillar or Horizontal shall require a two-thirds
majority vote of the ExCo.

B. The decision, together with its rationale and effective date, shall be formally minuted
and communicated to all Cluster members.

C. In the case of disagreement or potential overlap, the ExCo may opt to initiate a six-
month transition phase to assess whether restructuring rather than dissolution is
more appropriate.

Reconfiguration and Continuity

A. Where feasible, the ExCo shall ensure continuity of key expertise, data resources,
and ongoing research within other Pillars or Horizontals.



B. Dissolved or merged structures may be reinstated or redefined in the future
following the procedures for the establishment of new Pillars.

Documentation and Reporting

All decisions regarding the removal or restructuring of Pillars or Horizontals shall be
recorded in the Cluster's annual report, including justifications, consultation outcomes,
and the disposition of related resources.

The Research Cluster must maintain an up-to-date webpage, within the UM website
framework detailing, among others, the statue, the organizational structure, current and
past research projects, achievements, and deliverables.

The Cluster is subject to appropriate fiscal controls and audits that ensure that it remains
true to its approved mission. All the UM's financial, human resources and research policies,
IP policy, regulations, SOPs etc. shall apply to the Research Cluster.

The University Research Clusters Committee will review the Cluster every three years to
decide whether it shall be allowed to continue its operations if an updated proposal for
cluster continuation is submitted.

The Research Clusters Committee retains the right to dissolve the Cluster and/or the right
to remove a cluster member for valid grounds, including among others, mismanagement,
significant deviation from objectives, significant under achievement of targets/
deliverables, and transgressions related to research integrity.

Without prejudice to the fact that the funding of these Research Clusters by the UM
significantly depends and is subject to the availability of governmental funding, the
MALGENPOP cluster will operate as a revenue centre with the ability to raise its own funds,
subject to the UM's financial and procurement regulations. Any revenue generated by the
Research Cluster shall be used solely for re-injections into that same cluster fund.

Any grievances of any kind between the members of the Research Cluster and /or with
Executive Committee should, in the first instance, be resolved internally using the Cluster
governance structures. If unsuccessful, these should be brought to the immediate attention
of the Research Clusters Committee. The Research Clusters Committee will investigate the
grievances and aim to settle the issue amicably, it may if the need arises, propose remedial
action where necessary for Council's approval.



Il. THE EXECUTIVE COMMITTEE

1.

The Cluster shall be managed and overseen by an Executive Committee approved by
University Council on the recommendation of the Rector, and shall have the following
structure:

i. a maximum of 7 members who are Council appointed University of Malta Resident
Academics, one of whom is nominated to act as Chair of the Committee, which
shall include, but is not limited to, experts in the following areas: (a) Biobanking, (b)
Bioinformatics and Genomics (c) Medicine and Surgery (d) Sociology. The appointment
of the nominated Chair of the Executive Committee needs to be endorsed and
approved by Rector. The Chair will be a UM resident academic who is also an expert in
the area; and

ii. two (2) members from relevant stakeholders who are external to UM.

2. The Executive Committee will serve for a term of three (3) years, after which it may be

reappointed.

The procedure for the selection of the Executive Committee members and nomination of
the Chair shall be as follows:

The Executive Committee will consist of leading academic staff members from the
respective pillar area(s) / horizontals.

To ensure renewal, accountability, and broad institutional representation, the Executive
Committee will serve a renewable two-year term. At the conclusion of each term,

a transparent internal election process will be initiated among full members of the
MALGENPOP cluster.

Nominations for Executive Committee membership will be accepted from cluster members
who have demonstrated consistent and active contribution to the cluster's pillars,
horizontal themes, and overarching objectives. Candidates may be self-nominated or
nominated by others, and nominations must be supported by at least two additional full
members. Each member must declare what role they are interested in occupying. If the
post is not contested, the interested academic will occupy the post. If a post is contested,
the membership will vote.

The election process will be overseen by a senior academic from outside the cluster in
their capacity as an external observer. This governance mechanism ensures rotational
leadership, continuity of vision, and inclusive participation, while maintaining strategic
alignment with the evolving priorities of the cluster.

External stakeholder representatives may continue their participation on the Executive
Committee subject to institutional endorsement and relevance to the cluster's activities.



4. The quorum of the Executive Committee meetings of the Board shall be 5 members.

5. Apart from keeping regular Agendas and Minutes of meetings, the Committee shall
regulate its own procedures during meetings, provided that every decision requires the
approval of the majority of members at said meeting. It is recommended that the Executive
Committee should meet regularly and as necessary, but should hold not less than three (3)
meetings annually.

6. Subcommittees may be set up at the discretion of the Executive Committee, and shall be
regulated internally by it.

7. The Executive Committee shall submit annual progress reports to the University's Research
Clusters Committee. In this respect it is recommended that the Committee appoints a
secretary for minute taking and recording purposes.

8. Any grievances of any kind between the members of the Executive Committee and /or
with the Research Cluster should, in the first instance, be resolved internally using the
Cluster governance structures. If unsuccessful, these should be brought to the immediate
attention of the Research Clusters Committee, it may if the need arises, propose remedial
action where necessary for Council's approval.

I1l. DISTRIBUTION AND OVERSIGHT OF FUNDS

1. All funds shall be managed and all expenditures formally approved by the Chair of the
Cluster. This approval is only a step in the standard procedures adopted by the University
for the approval and disbursement of funds and expenses, which should be followed at all
times.

2. As per Cluster Funding regulations, a Cluster is allowed to make changes to the financial
plan that can take the form of either: (a) a shift from one budget heading to another; or (b)
a transfer of funds from one year to another. While such shifts are regulated by the cluster
funding rules, decisions in relation to such shifts require the approval of the Executive
Committee by consensus voting of members present at the Executive Committee meeting.



IV. THE STATUTE

1. This Statute is without prejudice to the Research Clusters Launch Plan Document issued by
the Rector, dated

2. This Statute and any subsequent amendments thereto must be approved by the Council of
the University of Malta.

Executive Committee Members for 202X to 202Y
The first Executive Committee shall be made up of:

Prof Godfrey LaFerla, Faculty of Medicine and Surgery
Prof Richard Muscat, Faculty of Medicine and Surgery

Prof Nikolai Pace, Faculty of Medicine and Surgery

Dr Laura Grech, Faculty of Health Sciences

Dr Brendon Scicluna, Faculty of Health Sciences

Prof Gillian Martin, Faculty of Arts

Dr Miriam Dalmas, Faculty of Health Sciences

Prof Josanne Vassallo, Faculty of Medicine and Surgery

Dr Panagiotis Alexiou, Centre for Molecular Medicine and Biobanking

Signed by:

Name of Chair:

On this date:




