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Executive
Overview

Why this White Paper.

Helyx Industries S.p.A. has completed a significant industrial transition: from a company focu-
sed on individual technology lines to an integrated group, structured into three divisions with
clear boundaries and a common platform logic. This White Paper was created to provide a clear
and verifiable overview of this transition, reducing the information asymmetry typical of biotech
contexts: what the Group does, how it is organized, where it is positioned in the supply chain
(from distributed gPCR to NGS), and why this architecture was designed to reduce operational
risk, adoption times, and interface fragility between products, processes, and data. It is neither
an informative document nor a scientific paper: it is an institutional asset designed to support
high-impact conversations with investors and partners, including in the context of international
meetings.

Scope of analysis.

The document is divided into three chapters, each with a distinct and complementary function.
The first defines the "One Group - Three Divisions” industrial architecture, the logic of vertical
integration, and the operational synergies that bring together hardware, reagents, software, and
quality and data governance. The second outlines the opportunity: structural trends in molecu-
lar diagnostics, demand drivers, regulatory dynamics, and scalability logic, including a market
sizing (TAM/SAM/SOM) presented in a prudent and readable manner, with a dedicated box and
an appendix for tables and graphs. The third clarifies the direction: continuous innovation, R&D
priorities, and a 2030 vision anchored to operational trajectories (hybrid networks, data gover-
nance, standardization, industrialization of innovation). At the end of the document, a cross-cut-
ting Q&A section allows for quick “meeting” reading and anticipates the main due diligence
questions.

Who it is intended for.

The White Paper is intended for three categories of readers who, although using different lan-
guages, are looking for the same thing: predictability of execution. For institutional investors,
it is a tool for assessing architecture, risks, evolutionary consistency, and growth levers. For
industrial and technological partners, it clarifies where there are real opportunities for colla-
boration (platforms, channels, co-development, programs) and which areas are covered by di-
rect responsibility. For institutional stakeholders and decision-makers in clinical and territorial
ecosystems, it makes it clear how the Group integrates quality, traceability, and operability into
scalable models, avoiding generic promises and focusing on measurable processes and results.

How to read it.

The recommended reading order is linear, but the document is also designed for selective con-
sultation.

Chapter1
Read to understand the industrial architecture, the operational boundaries of the Divisions
(Hyris, Vytro, Mytho), and the logic of vertical integration as risk reduction.

Chapter 2
Read to place Helyx in the market context and understand where scale is created (recurrence,
menu, deployment, services), with a focus on sizing and growth model.

Chapter 3
Read to assess the credibility of the technological and organizational direction, and how the
Group intends to industrialize innovation in the medium term.

The appendices
These are useful for those who want quicker access or greater detail without weighing down
the main body of the text.
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Chapter 1

FCOSyStem overview:
industrial architecture
and integration logic

Reliability
Functional integration

Operational accessibility

This chapter describes the industrial architecture of Helyx Industries S.p.A. and the ‘One Group
- Three Divisions’ logic that underpins it. The aim is to explain how the Group has organised
its skills, technologies and processes along a complete molecular biology supply chain: from
distributed gPCR to next-generation sequencing (NGS). The structure is not intended as a com-
munication exercise; it is an operational choice. Clear boundaries, dedicated roadmaps, metrics
consistent with different markets and a shared platform for quality, production and data. In a
context where the speed of innovation can amplify execution risks, this architecture has a spe-
cific function: to reduce ambiguity and make complexity manageable.

1.1 Identity of Helyx Industries and Group Manifesto

Helyx Industries was born from the evolution of an industrial journey that brought together un-
der a single identity capabilities that had originally grown with different timelines and priorities.
The transition from Ulisse Biomed to Helyx is not a nominal operation. It is the formalisation of
a structure that is more transparent to the outside world and more disciplined internally: what
the Group does, for which contexts of use, with which operational responsibilities. In molecular
biology, the gap between technological “promise” and industrial adoption is often the main risk
multiplier. The choice was to make the boundaries explicit and, at the same time, make the
underlying consistency more evident.

The Group's manifesto is summarised in a formula that links purpose and method: “Life to know-
ledge. Knowledge to life!" It is a concrete direction. It means transforming biological data into
usable knowledge and designing tools, reagents, software and services so that the knowledge
produced is traceable, replicable and integrable into decision-making flows. From an industrial
perspective, the value is not in the data itself; it is in the ability to govern the entire cycle that
makes that data reliable: test design, variability control, document management, continuity of
supply, quality of results and interpretation.

This approach is consistent with systemic evidence: the availability of reliable in vitro diagnosti-
csis considered a key factor in strengthening access to care and the ability to respond to health
crises, as well as improving outcomes and the sustainability of clinical pathways [3]. For an
integrated biotech group, the issue is not simply a matter of “increasing volumes” in the abstract.
It is about reducing the gap between need and response, without compromising quality and
without creating unmanageable complexity for those working in the field or in the laboratory.

Helyx’s vision translates into three recurring industrial principles.

The first is reliability. In molecular testing, a test is not just an idea: it is a chain of responsibility
that goes from design to validation, from production to logistics, from use to result management.
Reliability is the product of processes and controls that make performance predictable over
time.

The second is functional integration. The applied genetics supply chain consists of componen-
ts that must communicate with each other: reagents, instruments, software, algorithms, inter-
pretation. Integration means reducing friction between these parts, especially in critical steps
(sample > data > result) where costs, time and operational risk are concentrated.

The third is operational accessibility. This includes the ability to take molecular biology out of
large hubs into distributed contexts with logistical constraints. It also includes the accessibility
of results: data that cannot be interpreted or integrated into systems becomes a cost and a risk.

The Group's structure is based on these principles. Helyx Industries is organised into three di-
visions with distinct identities and markets, but with a common trajectory: Hyris for distributed
gPCR, Vytro for clinical PCR in laboratories with IVD solutions, and Mytho for customised NGS
and advanced bioinformatics [1]. The logic is clear: do not force different technologies and cu-
stomers into a single container and do not confuse needs that, in practice, require different
metrics and decision-making cycles.

OHELYXindustries



CHAPTER O1

Ecosystem overview: industrial architecture and integration logic

Customer Reference
Johns Hopkins University
and Gates Foundation Active malaria surveillance

The second phase of an international malaria project places Helyx in a
"stress test” operational context for distributed diagnostics: remote areas,
complex logistics, and the need for timely and traceable data. The project is
being carried out in collaboration with Johns Hopkins University and funded
by the Gates Foundation. It involves the field implementation of technology
for active transmission surveillance, with real-time data collection to optimi-
se control campaigns and anticipate epidemics.

From an industrial point of view, the interest is not only epidemiological. It
is about execution: putting in place a replicable workflow that can be ma-
naged across multiple sites and sustained over a period of several years.
In practice, this means validating the integration of the tool, data manage-
ment and operational control in the field, in conditions where environmental
variability and infrastructural limitations highlight any weaknesses in the
process.

Snapshot

- Three-year timeframe;

- Implementation in 30 health districts in Cameroon,
with plans to extend to another 170 districts;

- Context of need: estimated 263 million cases
and 597000 deaths worldwide in 2023.

Customer Reference
Vytro: SYNLAB ltaly
Test menu for personalised medicine

In the clinical laboratory market, industrial credibility is based on three fac-
tors: depth of the test menu, operational standardisation, and continuity of
supply and documentation. In this context, the renewal of the distribution
agreement with Biomol Laboratories for IVD devices in areas of persona-
lised medicine (genetics, pharmacogenetics, oncohaematology) is a con-
crete example of how the Group manages the extension of its application
portfolio without disrupting workflow consistency. The relevant point, from
an investor’s perspective, is the “translatability” of the offer to large-scale
operators: the agreement is presented as a lever to maintain a distinctive
depth of the catalogue, integrating the Hyris System™ platform with highly
innovative tests and supporting a wide-ranging dialogue with customers
and users. In the press release, SYNLAB ltalia is cited as an example of a
customer and user of these tests on Hyris System™ a reference that signals
interoperability and acceptance in contexts where process governance and
quality are non-negotiable.

Snapshot

- agreement signed in January 2023
and renewed in January 2024;

- areas of application: Genetics, Oncohaematology,
Pharmacogenetics;

1.2 One Group, Three Divisions:
operational architecture and synergies

At Helyx, “vertical integration” does not mean total control of the upstream supply chain. It me-
ans control and coordination of the technology stack that makes genetics usable in real-world
contexts: reagent chemistry and multiplexing logic, instrument miniaturisation, connectivity,
traceability and data transformation into insights. In this supply chain, the division of perime-
ters serves to maintain focus and accountability. Integration serves to reduce time, friction and
interface risks, i.e. those points where different systems do not communicate and variability
becomes costly.

The model is therefore twofold. On the one hand, each division has its own roadmap and addres-
ses a market with specific languages and constraints. On the other hand, the divisions share
assets and skills that only make sense if governed by a Group-wide approach: quality, methods,
intellectual property, software platforms, production capacity, regulatory know-how and data
governance. For an investor, this structure clarifies the drivers of development for each area and
makes the risks more readable, because it places them within defined operational boundaries.

1.2.1 Hyris — distributed molecular diagnostics and qPCR

Hyris is the division focused on distributed gPCR: bringing reliable genetic analysis to places
where a centralised laboratory is not available, is not cost-effective or is not compatible with the
required turnaround times. At its operational core is the Hyris System™ ecosystem: miniaturised
qPCR instruments (bCUBE™ and bGATE™), the bAPP™ cloud software platform for management,
analysis and traceability, and proprietary reagents designed for robustness in non-ideal envi-
ronments, including ambient-stable reagents such as Sagitta™ [1].

From an industrial point of view, Hyris should be seen as a platform. The unit of value is not the
individual component, but the ability to offer a repeatable workflow: test configuration, field exe-
cution, results management, remote control and updatability. This approach is relevant in two
ways. The first is direct application in sectors where speed and logistics are crucial (agri-food,
nutraceuticals, environment, local services). The second is supply to industrial partners with
specific needs, according to co-development and OEM models.

The key point is deployment scalability. A system designed for distributed contexts must work
with different levels of user expertise, must be remotely manageable, and must minimise logi-
stical dependencies. The integration of hardware, software and reagents meets this constraint
with an industrial objective: to reduce adoption friction and make implementation replicable
across multiple geographies and use cases, without multiplying the operational effort.

1.2.2 Vytro — comprehensive PCR and IVD solutions for the modern laboratory

Vytro is the division that operates in molecular diagnostics in laboratories, focusing on clini-
cal PCR and standardised workflows for hospitals, laboratories and diagnostic centres. In this
area, the dominant requirement changes: it is not portability, but process robustness within a
regulated, high-volume context. Traceability, compliance and reliability of results are structural
elements.

The Vytro portfolio is designed as a comprehensive PCR offering: panels and kits for clinically
relevant areas (molecular microbiology, genetics, oncohaematology, pharmacogenetics), pro-
prietary reagents for deep multiplexing, and optimised DNA/RNA extraction systems [1]. The
industrial aspect is not the breadth of the catalogue. It is the ability to manage performance and
stability throughout the product life cycle, with a close link between R&D, validation, production
and post-market management.

In Europe, the regulatory framework for IVDs has been strengthened by the entry into force of
Regulation (EU) 2017/746 (IVDR), which increases requirements for risk classification, perfor-
mance evaluation, transparency and post-market surveillance [4]. For a group such as Helyx,
this context is a constraint, but also a selective factor. The ability to operate credibly in regulated
markets depends on the maturity of processes, documentation and quality discipline. Vytro is
the part of the group most directly exposed to this discipline, with an industrial approach that
favours standardisation and controllability.

OHELYXindustries



CHAPTER O1

Ecosystem overview: industrial architecture and integration logic

Customer Reference
Mytho: Rewvity Italia

NGS for neonatal genomic screening
(Puglia Genome Project)

The supply agreement with Rewvity Italia links the Group’s entry into NGS
to a public use case with defined technical requirements: neonatal geno-
mic screening in the Puglia region ('Progetto Genoma Puglia’), awarded to
Revvity through a public tender. The scope of the agreement is clear: Helyx
will develop, produce and supply customised NGS screening kits based on
Rewvity's requirements to analyse the DNA of newborns and detect more
than 400 relevant and treatable metabolic disorders and rare diseases at an
early stage. For an investor, this is an example of delivery-oriented “NGS in-
dustrialisation”: not only technical capability, but also production and supply
capability in a context where quality standards, compliance and operational
continuity are an integral part of value. The published economic data also
introduces an element of short-term readability.

Snapshot

- clinical setting: neonatal genomic screening;

- panel targeting >400 relevant and treatable conditions;

- context: regional programme with public tender awarded
to Revvity Italia.

HY RIS

Distributed qPCR: platforms and
services to bring genetics out of the
laboratory, with replicable workflows
and centralised data management.

Shared technology base

Quality and compliance system

Data management

Risk allocation

1.2.3 Mytho — Customised NGS and bioinformatics for advanced insights

Mytho is the Group's NGS centre. It operates exclusively in next-generation sequencing and in
transforming genomic data into interpretable insights. Its model is not a catalogue product: it
is custom-designed, compatible with the main instrumental platforms and bioinformatic infra-
structure oriented towards quality, transparency and replicability [1].

This scope stems from a reality: generating data is not the same as generating information. In
NGS, complexity shifts to panel design and analytical strategy, quality control throughout the
workflow, and interpretation of results in a way that makes them usable. The industrial output
is not a file, but information that must enter a clinical pathway, a study, or a decision-making
process without multiplying time and ambiguity.

Mytho therefore targets specialist contexts (oncology, rare diseases, precision medicine, scre-
ening) where a “one-size-fits-all" approach tends to generate inefficiencies. The consultative
approach reduces two risks typical of NGS adoption: the proliferation of ungoverned pipelines
and the production of data that does not reach an adequate level of interpretability.

For the Group, Mytho completes the supply chain towards advanced genomics without confu-
sing PCR boundaries with different delivery and validation logics.

MY THO®

Tailor-made NGS: panel design
and bioinformatics to transform
complex genomic data

into actionable insights.

VY TRO

Clinical IVD PCR: kits, panels and reagents
for laboratories and hospitals,

with a focus on standardisation,
compliance and reliability.

1.2.4 Group synergies and integrated advantage

The choice of distinct perimeters reduces ambiguity and improves market readability, but only
creates value if synergies are real and managed. At Helyx, the most significant synergies are
concentrated on four levels.

The first is the shared technological base. Hyris and Vytro operate on different PCR workflows,
but share structural elements: reagent design, multiplexing expertise, quality control logic. This
allows for the transfer of learning between contexts without duplicating investments and wi-
thout multiplying parallel lines of development.

The second is the quality and compliance system. An integrated group reduces friction when
development, production and deployment are not silos. Quality is not a final step; it is an archi-
tecture that defines from the outset what is traceable, what is auditable, what can be scaled.
This reduces execution risk because it makes the transition from prototype to product and from
product to portfolio more predictable.

The third is data management as an industrial asset. Molecular biology generates value only
if the results become manageable information. Hyris, with its cloud component, enables cen-
tralised management even in distributed contexts. Mytho brings advanced analysis and inter-
pretation skills. The combination reduces the distance between data generation and data use,
reducing decision times, operational errors and integration complexity.

The fourth is risk allocation across different portfolios. Divisions are not just product lines; they
are also exposures to markets with different cycles and constraints. Distributed gPCR has adop-
tion and partnership dynamics typical of platforms. Clinical IVD PCR exists in a regulated and
procurement context. Tailor-made NGS follows project logic and specialist collaboration. Kee-
ping these boundaries distinct reduces the risk of confusing commercial strategies and allows
the Group to manage growth with different tools, without losing consistency.

OHELYXindustries
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Ecosystem overview: industrial architecture and integration logic

Management Perspective

1.3 Origins and milestones: from lab to global market

The current structure is the result of a trajectory in which expertise in reagents and multiplexing,
PCR workflows, miniaturisation and data management has been progressively transferred from
the laboratory to industrial processes and, finally, organised within the Group.

Some milestones help to understand this trajectory: launch of Hyris as an initiative focused on
miniaturised qPCR and connectivity; the reverse takeover in 2023 that enabled the creation of
the integrated Group; completion of operational integration in 2024; announcement of entry into
the NGS market and rebranding as Helyx Industries in 2025, with the formalisation of the three
divisions [5].

The first step is the development of proprietary skills and their validation in the field. This is whe-
re methods, protocols and quality control are established, along with a culture of replicability.

The second aspect is industrialisation: production stability, documentation, technical support
and the ability to support adoption in regulated or logistically complex environments.

The third aspect is the organisation of complexity: the integration between Hyris and Ulisse Bio-
med and the definition of the Hyris-Vytro-Mytho perimeters make the offer more readable and
the execution more manageable, without diluting responsibilities and KPIs [1], [2].

Across the board, consistency in this evolution is as important as technology. A clear structure
reduces information asymmetry, makes roadmaps measurable and separates risks: distributed
platform, IVD catalogue, NGS projects. It provides a more solid basis for allocating capital and
evaluating performance over time.

The ‘one Group, three divisions' structure responds to an industrial need: managing complexity without losing control. In molecular biology, markets and
technologies evolve rapidly, but at different speeds and with different constraints. Separating the perimeters allows each division to operate with metrics and
timelines consistent with its own context, without sacrificing the efficiency of a common infrastructure.

This architecture has three practical implications. First, it increases transparency by making objectives and risks clear for each operational area. Second, it
reduces friction because quality, production and data management are designed as shared platforms, not as replicated functions. Third, it preserves strategic
optionality. The Group can grow on different models — platform, IVD catalogue, NGS projects — while maintaining a single trajectory: transforming genetics

and data into operational value.

Sources

— Leadership Team, Helyx Industries S.p.A.

m Helyx Industries — "Helyx Industries: one group, three divisions. From distributed gPCR to tailor-made NGS" (22 December 2025)
https://helyx.bio/index.php/en/component/content/article/555-id00a-helyx-industries-one-group-three-divisions-from-distributed-gpcr-to-customised-ngs?catid=2

[2] Helyx Industries — Investors, Overview

https://www.helyx.bio/index.php/en/investors/overview-eng-2026

[3] World Health Organization — "WHO releases new list of essential diagnostics; new recommendations for hepatitis E virus tests, personal use glucose meters" (19 October 2023)
https://wwwwho.int/news/item/19-10-2023-who-releases-new-list-of-essential-diagnostics--new-recommendations-for-hepatitis-e-virus-tests--personal-use-glucose-meters

[4] European Commission (DG SANTE) — “Medical Devices - In Vitro Diagnostics: Overview”
https://health.ec.europa.eu/medical-devices-vitro-diagnostics/overview_en

[5] Helyx Industries — About Helyx / Our History (Timeline)

https://www.helyx.bio/index.php/en/about-us/storia-eng-2026
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Chapter 2

Opportunities, growth
and investment

Decentralisation

Point-of-care NAAT

Oncology

Prevention and women'’s health

Growth in molecular diagnostics is not automatic. It depends on the ability to transform a cli-
nical need into a repeatable operational process: sample, test, report, decision. Today, this abi-
lity is worth more than individual analytical performance. In many cases, the constraint is not
“whether” a test works, but “where” it can be performed, with what continuity, and with what
regulatory evidence. It is an industrial interpretation: the market rewards those who reduce
friction and variability along the supply chain.

The macroeconomic picture reinforces this selection. In OECD countries, healthcare expenditure
rose from 8.8% of GDP in 2019 to 9.7% in 2021 and, according to estimates for 2022, to 9.2%
during the post-pandemic normalisation phase. In the same context, ageing, chronic condi-
tions and staff shortages continue to squeeze delivery capacity.[1] For diagnostics, this means
structural demand, but also pressure to standardise, integrate and measure. For an investor, the
issue is not only the size of the need, but also the ability to convert it into recurring revenues
under constraints of quality, cost and continuity.

Within this scenario, the industrial architecture of Helyx Industries S.p.A. (a group with three
operating divisions, each with different roles along the value chain) is consistent with demand
trajectories: decentralisation of molecular testing, regulatory consolidation, and growth in cli-
nical genomics. The three trajectories do not add up: they feed off each other. This is why it is
useful to read trends, sizing and business models as a single design.

2.1 Industry trends and new diagnostic requirements

Diagnostics is shifting from the laboratory to the community. The market is internalising an
operational lesson: when logistics become dominant, centralisation leads to delays and loss of
coverage. This applies to infectious disease emergencies, screening in underserved areas, and
recurring monitoring. The industrial driver is simple: reduce time-to-result and increase access
density without losing controllability.

The clearest institutional impetus comes from public health and emergency preparedness. The
WHO strategy on genomic surveillance for pathogens with pandemic and epidemic potential
sets out a metric for success: by 2032, all 194 Member States must have, or have access to,
timely genomic sequencing for these pathogens. [3] This is not an “NGS-only” goal. It requires an
end-to-end supply chain: sampling, molecular testing, traceability, data quality, sharing and the
ability to scale up in a crisis. In practice, it creates demand for platforms and operational flows
that lie between the sample and the data, and not just for the sequencing “machine"”.

The frontier is the pre-analytical phase. Taking nucleic acid amplification tests (NAATs) out of
the laboratory is not a problem of principle; it is a problem of execution. Recent literature hi-
ghlights that the bottleneck is often sample preparation: extraction, stabilisation, lysis, inhibitor
management. In a 2024 peer-reviewed review of iNAAT (isothermal nucleic acid amplification
tests) in point-of-care settings, the authors point to the limitations of sample preparation as a
significant technical barrier to deployment and propose an “extraction-free” approach to reduce
time, infrastructure and dependence on highly specialised personnel. [8] This is an industrial
point: if sample preparation becomes simpler and more robust, the market shifts value towards
platforms, consumables and scalable processes.

More cases, more complexity, more clinically usable testing. Oncology is not only a clinical dri-
ver; it is an economic driver. According to the WHO, new cancer cases are estimated at around
20 million in 2022 and are expected to exceed 35 million in 2050 (+77%). [5] The population
eligible for diagnosis and treatment is growing, and the pressure to stratify is increasing. For
molecular diagnostics, this translates into an expansion of the scope: from confirmatory testing
to characterisation and therapeutic selection, with direct impacts on costs and outcomes.

The guidelines are accelerating this expansion. In its 2024 update, ESMO recommends the use
of tumour NGS in various cancers and also recommends NGS to identify “tumour-agnostic” al-
terations where access to combination therapies exists. [7] For an industrial model, this is a
clear signal: genomics becomes a permanent part of the clinical workflow when it produces a
decision, not when it remains “descriptive” data.

Long-term volumes and programmes. A second driver, often underestimated, is prevention ba-
sed on molecular testing. The cervix is a case in point. The WHO reports approximately 660,000
new cases and 350,000 deaths in 2022 and refers to the global 90-70-90 targets, including 70%
screening coverage for women between the ages of 35 and 45.[4]
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Opportunities, growth and investment

Regulation

TAM

This drives demand towards high-performance testing and traceable laboratory processes.
Here, growth is not a spike: it is a programme. Efficient screening programmes generate recur-
ring volumes, quality standards and data integration needs, i.e. conditions typical of industria-
lisable demand.

The cost curve enables access, but does not eliminate complexity. Another underlying force is
the decline in sequencing costs. NHGRI data, based on cost accounting of “production sequen-
cing” activities, show a decline from ~$95 million per genome in 2001 to ~$525 in the May 2022
dataset. [6] It is an enabler, but it must be read correctly: these metrics do not include the com-
plete chain of downstream analysis and interpretation.[6] Industrial value, therefore, is shifting:
it is not just about generating data, but managing samples, pipelines, quality, interpretation and
reporting with sustainable times and costs.

The market is becoming more selective and rewards industrial discipline. In Europe, the evolu-
tion of the IVD regulatory framework is increasing the barrier to entry and the demand for evi-
dence. The European Commission, in its amendment through Regulation (EU) 2024/1860, expli-
citly states the objective of mitigating the risk of IVD device shortages without lowering quality
and safety requirements, granting additional time to complete IVDR compliance. [2] This is an
industry signal: continuity of supply and quality system maturity are becoming competitive fac-
tors. It is not a “regulatory” issue in the abstract sense. It is a market selection issue because
it influences access times, compliance costs and reliability throughout the product life cycle.

2.2 Market size and growth potential (TAM/SAM/SOM)

For institutional investors, sizing makes sense if it is based on robust drivers. In diagnostics,
commercial estimates vary greatly in scope and criteria; here, the reading is based on institu-
tional and clinical proxies: disease burden, programme targets, adoption trajectories codified by
strategies and guidelines. [3][4][5][7] It is a more "defensible” approach, useful in the industrial
positioning phase.

Total demand can be addressed as the sum of three domains. Overall demand is distributed
across three adjacent domains that converge on the industrial level:

1. Decentralised molecular diagnostics and surveillance.
The driver is territorial coverage and emergency preparedness. The WHO goal of universal
access to timely sequencing for high-risk pathogens by 2032 implies ongoing, rather than
episodic, investment and operational capacity.[3] In this domain, the scale is not just the
“number of tests’, but the number of active sites, speed of activation, and continuity of the
sample-to-data flow.

2. Regulated clinical molecular diagnostics.
The driver is laboratory standardization in a context of capacity under stress. With high
healthcare costs and pressure on staff and throughput, the value of robust operational flows
that reduce variability and timeframes without compromising quality is growing.[1] Here,
sizing is linked to recurring volumes and a mix of panels in high-demand areas (infectious
diseases, genetics, oncohematology).

3. Clinical genomics and NGS.
The driver is precision medicine in oncology and, in part, in prevention. The expected
increase in the global cancer burden by 2050, combined with clinical recommendations that
expand the use of NGS and the need for interpretation and reporting, points to a trajectory
of increasing adoption where the result is clinically usable. [5][7] The decline in the cost
component of sequencing is an accelerator, although it does not coincide with the overall
cost of a pathway. [6]

A useful proxy for reading ‘scale and duration’ is HPV screening. The WHO figures (660,000 cases
and 350,000 deaths in 2022) and the 90-70-90 targets describe a need that generates program-
mes repeated over time, not just campaigns.[4]

From an industrial perspective, this translates into demand for reliable testing and pro-
cesses that manage quality, traceability, and follow-up. Even with equal pricing, it is pro-
gramme continuity that generates scale.
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Opportunities, growth and investment

SAM

SOM

Market sizing
TAM / SAM / SOM

Scope and reading notes.

The values below are third-party market estimates useful for providing an
order of magnitude of the industrial potential of the Group's three operating
divisions (molecular diagnostics, decentralised molecular diagnostics, clini-
cal NGS). The definitions of ‘market" are not perfectly uniform across sources
(inclusion/exclusion of instruments, reagents, software, services). For this
reason, they should be read as comparable references, not as ‘accounting’
figures. The actual scope of the Group depends on product mix, geographies,
channels and time-to-market.

External references (TAM)
Global and, where available, European values.

Molecular Diagnostics (global)
$20,3 billion (2024) -> $42,6 billion (2030), CAGR 13/1% [A].

Industrial relevance: core for the Division focused on PCR-based IVD testing
and laboratory workflows.

Point-of-Care Molecular Diagnostics (global)
$4.30 billion (2025) -> $7.09 billion (2030), CAGR 10,5% [B].

Industrial relevance: primary reference for the ‘distributed qPCR’ Division,
with a focus on decentralisation, speed and usability in near-patient/ne-
ar-field contexts.

Clinical Next-Generation Sequencing / NGS (global)

$13.95 billion (2024) > $29.53 billion (2030), CAGR 14.6% (2025-2030) [C].
NGS Europe: $411 billion (2024) -> $8.88 billion (2030), CAGR 15,0% (2025-
2030) [C].

Industrial relevance: reference for the ‘customised NGS' Division in clinical
applications (oncology, rare diseases, reproductive health, infectious dise-
ases).

Note on how to read SAM and SOM

Here, the above values are external ‘TAM: The SAM (serviceable addres-
sable market) and SOM (realistically obtainable market share) depend on
deliberately managed perimeter choices: geographies (e.g. Europe, MENA,
selection of markets with regulatory and infrastructural capacity), priority
applications, commercial mode (direct vs. partner), and production/ope-
rational capacity. A practical example, with conservative assumptions, is
provided in the Appendix.

[A] BCC Research — "Molecular Diagnostics Market to Grow at 13.1% CAGR"
(press release).
https://www.bccresearch.com/pressroom/bio/molecular-diagnostics-mar-
ket-to-grow-at-131-cagr

[B] MarketsandMarkets — “Point Of Care Molecular Diagnostics Market
Growth, Drivers, and Opportunities” (market report page).
https://www.marketsandmarkets.com/Market-Reports/point-of-care-mole-
cular-diagnostic-market-143524127html

[C] MarketsandMarkets — "Clinical Next-Generation Sequencing (NGS)
Market" (report search page; dati globali e Europa, pubblicazione indicata
in pagina).
https://www.marketsandmarkets.com/report-search-page.asp?rpt=clini-
cal-next-generation-sequencing-ngs-market

Servable market as a function of regulation, channels and service capacity. The servable market
does not coincide with the total market. It depends on practical constraints: regulatory require-
ments, access to tenders and distribution channels, ability to provide support and continuity of
supply. In Europe, the evolution of IVDR tends to make the “serviceable” perimeter more defined
for those who operate with industrial discipline and adequate documentation; and more com-
plex access for fragmented or unsustainable solutions over time.[2]

For an investor, this is relevant: regulation does not reduce demand, it “filters” it and shifts value
towards those who can sustain compliance and quality.

Quota achievable as a function of execution and recurrence. The quota realistically achievable
in the short to medium term depends on four drivers:

1. installed base and utilisation rate;

2. breadth and depth of the menu;

3. reliability of supply continuity and support;
4, regulatory credibility.

In diagnostics, many customers change platforms for test lines and steps, rather than migrating
entirely. This makes SOM less dependent on “single competitions” and more dependent on the
ability to build recurring consumption.

In summary, the economic unity of the three domains is different, but comparable:

- In decentralised diagnostics, the scale derives from active sites and consumables/year.
In regulated clinical diagnostics, it derives from volumes and mixes of panels under quality
requirements.
In NGS, it derives from profiled cases and interpretative capacity, in a context of adoption
guided by guidelines. [2][7][8]

2.3 Value proposition and business model for growth

In a diagnostic industrial group, the value proposition to the market largely coincides with that
to investors: transforming scientific capabilities into replicable, certifiable and distributable
output. Growth is not linear. It becomes predictable when there is an operating asset that gene-
rates recurring revenues: tools and operating flows that drive consumables, application menus
and services.

The three-division structure allows value to be captured
at three different points in the same supply chain.

HYRIS

In the logic of distributed testing, Hyris oversees a platform model through Hyris System™ (with
bCUBE™ as a miniaturised qPCR tool and bAPP™ as a management software layer), in which the
installed base and usage are decisive for recurrence.

VYTRO
In the field of regulated clinical diagnostics, Vytro operates on PCR/IVD catalogues and wor-
kflow components, where demand favours standardisation, robustness and continuity.

MYTHO

In the NGS domain, Mytho works on customised projects and panels, where industrial value is
focused on design, validation, interpretation and the ability to transform specific requirements
into solutions that can be repeated over time, including as a basis for subsequent productisation.

This architecture enables a specific industrial mechanism: industrialising knowledge. Much in-
novation begins as a project (a panel, a protocol, a local need). Scale comes when that project
becomes a “catalogue”: kit, process, documentation, quality control, replicability.

The European regulatory trajectory makes this transition even more relevant, because evidence
and QMS discipline is part of the competition, not an additional cost. [2]

Risk reduction, here, is functional. In this context, it does not mean “more markets” in a generic
sense; it means three different ways of capturing value in the same macro-supply chain (instru-
ment/consumption; kit/operational flow; service/panel), with imperfect correlations.
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CHAPTER 02

Opportunities, growth and investment

Investor Lens

In practical terms: demand for emergency preparedness and surveillance supports the expan-
sion of networks and sites.[3] Regulated clinical demand is consolidated when laboratories seek
continuity and standardisation under stringent requirements.[2] NGS grows where the result
becomes part of the decision-making process, as indicated by the guidelines. [7] This diversi-
fication reduces dependence on a single product cycle and makes uncertainty about adoption
timelines across different segments more manageable.

The critical point remains execution. The market demands continuity and quality precisely be-
cause it fears discontinuity. It is no coincidence that recent regulatory interventions also refer to
the risk of IVD shortages and the need to maintain safety and quality requirements. [2]

This leads to an industrial interpretation of growth: real scalability lies in repeated consumption
and the reduction of operational flow friction (especially in the pre-analytical phase when it
comes to decentralised NAAT). [8]

For NGS, economic sustainability is also linked to the separation between the cost of data ge-
neration and the complexity of interpretation: the decline in “production sequencing” costs is
gradually shifting value towards pipelines and interpretation, i.e. towards processes that can be
organised and scaled.[6]

Implicit question: where is scale created today in molecular diagnostics — and how can execution risk be reduced?

The scale arises when diagnostics becomes infrastructure. Three signals are already “institutionalised”: emergency preparedness and genomic surveillance
with measurable global targets; increase in cancer burden towards 2050; extension of clinical indications for NGS in advanced practice. [3][5][7] Growth is
captured through industrial processes: continuity of supply, quality and documentation become competitive criteria, as shown by European interventions
that aim to avoid shortages without reducing requirements. [2] Execution risk is reduced when the model does not depend on a single product cycle, but
on recurrence and functional diversification along the supply chain: sites and consumables for distributed testing; kits and operational flows for regulated
laboratories; panels and services for genomics, with complexity managed in a scalable manner.[6][8]

Sources

m OECD — Health at a Glance 2023, (OECD)
https://www.oecd.org/en/publications/2023/11/health-at-a-glance-2023_e04f8239.html

[2] European Commission (Health) — Q&A: Extension of the IVDR transitional periods (Regulation (EU) 2024/1860). (Public Health)
https://health.ec.europa.eu/document/download/dfd7alc6-f319-4682-9bac-77befl165818_en

[3] World Health Organization — Global genomic surveillance strategy for pathogens with pandemic and epidemic potential 2022-2032: progress report on the first year
of implementation (5 Dec 2023). (Organizzazione Mondiale della Sanita)
https://wwwwho.int/publications/i/item/9789240084773

[4] World Health Organization — Cervical cancer (Fact sheet, 2 Dec 2025). (Organizzazione Mondiale della Sanita)
https://wwwwho.int/news-room/fact-sheets/detail/cervical-cancer

[5] World Health Organization — Global cancer burden growing, amidst mounting need for services (1 Feb 2024). (Organizzazione Mondiale della Sanita)
https://wwwwho.int/news/item/01-02-2024-global-cancer-burden-growing--amidst-mounting-need-for-services

[6] National Human Genome Research Institute (NIH) — DNA Sequencing Costs: Data (last updated 16 May 2023; data table May 2022). (genome.gov)
https://www.genome.gov/about-genomics/fact-sheets/DNA-Sequencing-Costs-Data

[7] Mosele MF et al. (ESMO Precision Medicine Working Group) — Recommendations for the use of next-generation sequencing (NGS) for patients with advanced cancer in 2024. Annals
of Oncology. 2024;35(7):588-606. DOI: 10.1016/j.annonc.2024.04.005. (PubMed)
https://pubmed.ncbi.nlm.nih.gov/38834388/

[8] Wilkinson AF et al. — Point-of-care isothermal nucleic acid amplification tests: progress and bottlenecks for extraction-free sample collection and preparation. Expert Rev Mol Diagn.

2024;24(6):509-524. DOI: 10.1080/14737159.2024.2375233. (PMC)

https://pmc.ncbi.nim.nih.gov/articles/PMC11514575/
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Chapter 3

Vision
and Future Prospects

Hyris

Strategic roadmap

- Simplification and automation of the pre-analytical phase

+ More tolerant and stable chemicals

- Evolution of the digital platform for workflow simplification
and distributed network management

Vytro

Strategic roadmap

- IVDR compliance
- Addition of new products related to both
central laboratories and distributed laboratories

Mytho

Strategic roadmap

= Development of proprietary software for
bioinformatics and sequencing data analysis

- Standardization of development and production processes
to improve margins

- ldentification of meaningful non-custom panels

In molecular diagnostics, competitive positioning does not derive from a single product. It
depends on the ability to innovate continuously and industrialise innovation: making results
reproducible, manageable and scalable as clinical needs, regulatory requirements and digital
infrastructures change. In this chapter, the perspective is pragmatic: which R&D choices make
the project credible in the medium term, and which 2030 scenario justifies an investment in
integrated capabilities today?

3.1 Continuous innovation: technology roadmap and R&D

A credible R&D roadmap is not a wish list, It is a sequence of choices aligned with the real bott-
lenecks in the sector and the ability to transform them into industrial outputs. In diagnostics, the
barrier is rarely analytical sensitivity alone. More often than not, it is pre-analytical factors, sam-
ple quality, reproducibility between sites, data management and integration into operational
processes. In other words, competitive advantage is built on workflow, not on individual tests.

The group's roadmap reads like a path of consolidation and expansion along three lines con-
sistent with the Divisions: Hyris (distributed qPCR), Vytro (clinical PCR in the laboratory with
IVD solutions and deep multiplexing), Mytho (customised NGS and consultative bioinformatics).
The integrated architecture reduces the duplication typical of single-line players: cross-cutting
investments in automation, data integrity, validation and IT security can generate value across
multiple lines, with tighter end-to-end quality control.

Within the Hyris framework, the Hyris System™ platform (bCUBE™ and bAPP™) requires a “com-
plex systems" approach: even incremental improvements in robustness, user experience, rea-
gent stability and connectivity management have a multiplier effect on adoption in non-labo-
ratory settings. Molecular diagnostics in the field is conditioned by a variable that cannot be
controlled with a good primer set: the sample. The literature on the sample-to-answer para-
digm highlights that sample preparation and nucleic acid extraction remain among the main
technical barriers to bringing nucleic acid amplification tests (NAATs) truly to the point-of-care,
and influence the design of the entire system [6]. In terms of roadmaps, this directs priorities
towards: simplification of pre-analytics, more tolerant and stable chemistries, and a digital layer
that ensures traceability and quality control in distributed networks.

Within the Vytro framework, R&D has a different industrial objective: to transform PCR into a
scalable IVD product, with a menu that grows over time without increasing complexity in an
unsustainable way. Deep multiplexing is a response to two converging pressures: the demand
for faster clinical decisions and the need to make better use of instrumental capacity and labora-
tory resources. Menu growth requires development discipline: performance evaluation, design
controls, industrialisation and lifecycle management. Here, the institutional context is an accele-
rator: the WHO Model List of Essential In Vitro Diagnostics (EDL) is designed to support countries
in defining national lists of essential diagnostics and strengthening diagnostic capacity at dif-
ferent levels of the healthcare system [2]. The practical consequence is that “useful” innovation
must also be affordable, implementable and sustainable in routine practice.

Within the Mytho framework, the roadmap is part of a trajectory towards the normalisation of
NGS in precision medicine. The ESMO recommendations on sequencing in advanced tumours
represent an operational reference point: they set expectations on where NGS should be part of
the diagnostic-therapeutic pathway [4]. This shifts the competition from access to sequencing
to the quality of interpretation and data management. The cost trend is consistent with this
transition: the NHGRI historical series shows a dramatic decline in cost accounting per genome
in NHGRI-funded centres, down to a few hundred dollars in 2022 [5]. In a context where data
production is becoming less and less exclusive, R&D must focus on robust bioinformatics pi-
pelines, automation, data quality control and advisory capabilities to transform complex results
into actionable decisions.

The cross-cutting dimension common to all three divisions is data. In an increasingly connected
diagnostic environment, data is both an asset and a risk: it only generates value if it is reliable,
interoperable and governed. It is also a prerequisite for applying Al responsibly. The 2025 WHO
publication on the ethics and governance of large multi-modal models indicates that the adop-
tion of Al in healthcare is entering a phase of formalisation: no longer generic enthusiasm, but
requirements for security, transparency and accountability [3]. For an integrated group, this
means incorporating “non-negotiable” elements into the roadmap: audit trails, validation, per-
formance drift control, cybersecurity and human oversight. These are not accessories. They are
part of the product.
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CHAPTER 03

Vision and Future Prospects

Diagnostic networks

Information density

Data chain

Standard

A second cross-cutting theme is surveillance. The boundary between clinical diagnostics and
public health diagnostics has become blurred, and the WHO strategy on genomic surveillan-
ce for pathogens with pandemic and epidemic potential sets an explicit goal: by 2032, all 194
Member States should have, or have access to, timely sequencing capabilities [1]. This goal
requires end-to-end infrastructure: sampling, testing, sequencing, data sharing, and analysis.
The industry interpretation is that networks are built by integrating detection nodes (rapid, di-
stributed) and in-depth nodes (high resolution), with sufficient standardization to make the data
comparable.

A credible roadmap must therefore have two properties: modularity (adaptability to contexts)
and standards (comparability and governance).

Finally, there is a portfolio discipline that addresses risk directly. Innovation means choosing
where to invest capital and time, and what not to do. An effective industrial roadmap balances
incremental continuity (reducing adoption friction, increasing productivity and quality) and de-
velopment options (opening up new applications where there is a structural advantage). The
metric that guides this logic is simple: increase information density per sample and the replica-
bility of results, without exploding complexity and support costs. This is where the integrated
structure helps: innovation is distributed across platforms, not fragmented into isolated projects.

3.2 Vision 2030: the evolution of diagnostics according to Helyx

Avision for 2030 must be an operational hypothesis. It does not describe “how the world will be,’
but rather what capabilities will have structural value if certain trajectories—already documen-
ted—continue to consolidate. Two signals are particularly clear: the infrastructure of genomic
surveillance as a permanent public health function [1] and the construction of digital health
foundations as a multi-year program, extended until 2027 in the WHO strategy [7]. This leads to
a guiding idea: by 2030, technology itself will matter less than the architecture with which it is
made operational.

The first element of the scenario is the growth of hybrid diagnostic networks. Healthcare sy-
stems do not converge on a single model; they combine. Peripheral nodes perform rapid mo-
lecular tests for triage, screening, and immediate decisions; central hubs perform high-resolu-
tion analysis, including genomics, for confirmation and characterization. The WHO strategy on
genomic surveillance emphasizes that genomics has an impact when it is part of end-to-end
capabilities, including data sharing and analysis [1]. In a hybrid system, the “information chain”
is the product: from the signal in the field to high-resolution reading and the return of informa-
tion to operational decisions.

The second element is the increase in information density in the laboratory. Multiplex panels
and high-information-content workflows are becoming the natural response to diagnostic com-
plexity, especially in the field of infectious diseases and screening. At the same time, genomics
is becoming the norm in precision medicine, with oncology as the most immediate reference
point, ESMO recommendations make it clear that, in many advanced cancers, NGS is no longer
an “extra” but an expected component of the pathway [4]. Convergence, here, does not neces-
sarily mean “one machine for everything.’ It means orchestrating the right test at the right time:
speed where needed, depth where needed.

The third element is the maturation of the data chain. The reduction in sequencing costs makes
data generation more accessible [5], but amplifies the burden of interpretation and governance.
For this reason, by 2030, competitiveness will be increasingly linked to digital infrastructure and
accountability models. The WHQ's 2020-2027 digital health strategy emphasizes robust founda-
tions and the integration of financial, organizational, human, and technological resources [7].
The 2025 WHO guidance on large multi-modal models clarifies that Al in healthcare will require
rules on security, transparency, and accountability [3]. A group that wants to remain relevant
must therefore design, starting now, solutions in which the software component is verifiable,
manageable, and integrable into real systems.

The fourth element is the definition of diagnostics as an essential and standardizable asset.
The WHO EDL—updated and maintained as a reference for national lists—is a policy signal: dia-
gnostic capacity becomes the subject of planning and procurement, not just episodic clinical
choice [2].
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Vision and Future Prospects

In 2030, this will tend to favor solutions that combine performance with operational sustainabi-
lity: reliable tools, manageable reagents, replicable technical support, and governance that can
withstand multi-site implementations.

Within this framework, Helyx's vision cannot be summed up as simply “doing more tests.” It can
be summed up as helping to transform molecular diagnostics from a product to an infrastructu-
re, with an industrial structure that separates and specialises: accessibility and replicability of
testing in the territory (Hyris), industrialisation of clinical diagnostics in multiplex menus and
IVD (Vytro), NGS and bioinformatics capabilities to transform data into usable results (Mytho).

For investors, risk reduction lies in a combination of factors: monitoring the rapid decision-ma-
king cycle while building the capacity for in-depth analysis and interpretation that is central to
precision medicine and surveillance.

In a context that is moving towards hybrid and digitized networks, this combination is a form of
structural resilience.

R&D Lens

Direction and principles

The group’s R&D is structured as platform engineering. The aim is to increase the density of information per sample and the reproducibility of results across
different contexts, reducing operational friction.

There are five key principles:

o s L

Sources

Wl

workflow-first I pre-analytical and variability as priorities
modularity | adaptability to hybrid networks

quality by design I integrated validation and traceability
data governance I auditability, security, responsible use of Al
industrial scalability I replication, supply chain, and support

World Health Organization (WHO). Global genomic surveillance strategy for pathogens with pandemic and epidemic potential 2022-2032: progress report on the first year of
implementation. 5 December 2023,
https://wwwwho.int/publications/i/item/9789240084773

World Health Organization (WHO). The selection and use of essential in vitro diagnostics: report of the fourth meeting of the WHO Strategic Advisory Group of Experts on In Vitro
Diagnostics, 2022 (including the fourth WHO model list of essential in vitro diagnostics). 18 October 2023.
https://wwwwho.int/publications/i/item/9789240081093

World Health Organization (WHO). Ethics and governance of artificial intelligence for health: Guidance on large multi-modal models. 25 March 2025.
https://wwwwho.int/publications/i/item/9789240084759

Mosele MF, et al. Recommendations for the use of next-generation sequencing (NGS) for patients with advanced cancer in 2024: a report from the ESMO Precision Medicine Working
Group. Annals of Oncology. 2024;35(7):588-606.
DOI: 10.1016/j.annonc.2024.04.005. https://www.annalsofoncology.org/article/S0923-7534(24)00111-X/fulltext

National Human Genome Research Institute (NHGRI), NIH. DNA Sequencing Costs: Data (updated 16 May 2023; dataset includes cost-per-genome estimates through May 2022).
https://www.genome.gov/about-genomics/fact-sheets/DNA-Sequencing-Costs-Data

Liu C-W, Tsutsui H. Sample-to-answer sensing technologies for nucleic acid preparation and detection in the field. SLAS Technology. 2023;28(5):302-323.
DOI: 10.1016/j.slast.2023.06.002. https://www.sciencedirect.com/science/article/pii/S2472630323000390

World Health Organization (WHO). Global strategy on digital health 2020-2027.1 December 2025.
https://wwwwho.int/publications/i/item/9789240116870
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Q1. What is the operational scope of each Division and what remains outside its scope?

Hyris oversees qPCR distributed as an operating platform (instrumentation, software, and wor-
kflow) geared toward decentralized contexts and multi-site networks. Vytro is the clinical divi-
sion; PCR solutions for laboratories and hospitals with IVD logic and a quality and documenta-
tion system consistent with regulated markets. Mytho operates exclusively in NGS: tailor-made
panels, workflow, and bioinformatics with a consultative approach. Outside the scope, by choi-
ce: Mytho does not perform PCR or offer “ready-made” IVD catalogs; Hyris and Vytro do not shift
their focus to NGS. This separation avoids ambiguity and dilution of responsibilities.

Q2. What does vertical integration mean in practice in your model?

Here, “integration” means control of the technology stack that makes diagnostics usable: test
and chemistry design, workflow robustness, quality and traceability, industrialization, data ma-
nagement, and operational support. It is not a generic statement about the upstream supply
chain. The deliberately modular part is what increases flexibility and reduces lock-in: compatibi-
lity with different environments and tools where it makes sense (typically in NGS), commercial
and distribution partnerships, and delivery configurations that depend on the context. The indu-
strial goal is to reduce friction between components and make execution manageable.

Q3. What “hard” synergies exist between divisions and how do you manage them?

There are four key synergies: quality and documentation (a common system of methods, con-
trols, and change management), development skills (chemistry, multiplexing, and validation as
shared assets), operations (industrialization, batch release, supply, and technical support), and
data management (traceability, quality control, digital workflows). Governance is central: what
is "core to the Group” has cross-functional owners and KPIs; what is “division-specific” has se-
parate roadmaps, budgets, and objectives. It is a balance: synergies where costs and risk are
reduced, autonomy where speed and focus are increased.

Q4. Which demand drivers do you consider structural and which cyclical? How do you re-
duce dependence on a single cycle?

Structural: decentralization of molecular testing, growth of diagnostics as infrastructure (scre-
ening and routine procedures), expansion of precision medicine, and consolidation of quality
requirements in regulated markets. Cyclical: peaks linked to emergencies, seasonality in cer-
tain test categories, waves of extraordinary procurement. Mitigation does not come from “doing
everything," but from overseeing three different ways of capturing value in the same supply
chain: distributed platforms and networks, regulated clinical portfolios, and highly specialized
NGS projects. At the same time, recurrence is built on consumables, menus, and repeated ser-
vices, not on one-off events.

Q5. What is the revenue model for each Division and where is the recurring component
concentrated?

The economic logic is consistent with the three areas. Hyris typically works on a combination of
installed base and usage: tools and workflows enable recurring consumption (reagents/consu-
mables) and management/operational services. Vytro works on continuity of supply and repeti-
tion of routine tests: kits, panels, and reagents in laboratory and procurement logic. Mytho wor-
ks on projects and services: panel design, workflow, bioinformatics, and interpretive support;
recurrence derives from pipelines, reorders, and progressive standardization of deliverables.
The key is to avoid “hardware-only” revenues and favor consumption and continuity.

Q6. Which leading KPIs would you use to measure execution over the next 12-24 months?

A few indicators related to workflow. For Hyris: active installed base, utilization rate (consump-
tion per tool), uptime, operational quality, and multi-site management capabilities. For Vytro:
menu mix and depth, production stability (batches), delivery punctuality, quality and complaint
indicators, validation progression, and lifecycle. For Mytho: turnaround times, success rate/QC,
project backlog and pipeline, repurchase rate, and pipeline standardization. At the Group level:
quality metrics, industrialization capacity, and support cost per customer/site.
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Q7. Go to market: which channels are a priority and how do you choose your markets?

The criterion is not “geographical coverage” per se. It is consistency between channel and type
of offering. Distributed diagnostics often requires scalable models across networks (partner-
ships, qualified indirect channels, institutional or industrial projects) and replicable deployment
capabilities. Clinical diagnostics requires channels with regulatory expertise, access to labora-
tories/hospitals, and robust document management. Customized NGS requires a consultative
relationship and service capabilities. Market selection favors: regulatory clarity, sustainability
of after-sales support, logistical stability, and the possibility of building recurrence (not just first
sale).

Q8. Regulatory and quality: what is your approach to IVD compliance and what timeline
risks do you see?

The approach is “quality-by-design": requirements, evidence, and traceability are set during de-
velopment and not added at the end. In regulated markets, commercial sustainability depends
on the discipline with which performance evaluation, documentation, and post-market manage-
ment are handled. The main risk is not the standard itself; it is the ability to maintain continuity
and control of change as the portfolio grows. This is why we separate scopes and responsibili-
ties: Vytro oversees the IVD domain with consistent processes and languages, while Hyris and
Mytho operate in contexts with different constraints, without forcing overlaps.

Q9. Industrialization and supply: how do you manage scalability and resilience in the sup-
ply chain?

With a “process-first” approach: supplier qualification, incoming inspections, batch release with
stable criteria, traceability, and deviation management. Real scalability comes from standardi-
zation and reducing unnecessary variations. At the same time, product and consumable design
must limit logistical dependencies where possible (e.g., by reducing complexity in storage and
distribution). For a multi-divisional group, resilience is also organizational: operations and qua-
lity must have service capabilities consistent with commercial expansion, otherwise growth
creates instability and cost.

Qi0. Defensibility: What are the competitive barriers, and where are you most difficult to
replicate?

In diagnostics, defensibility is rarely a single “magic” patent. It is a combination of: integrated
and replicable workflow, expertise in chemistry and multiplexing, industrialization and quality,
and a digital layer that enables traceability and multi-site management. The difficulty of repli-
cation increases when these components are designed to work together and when the organi-
zation is structured to maintain them over time (change control, production, support). In NGS,
defensibility focuses on the ability to transform complex requests into repeatable deliverables:
pipelines, QC, interpretation, and reliable timelines. It is disciplined execution, not rhetoric.

Q11. Data, cloud, and cybersecurity: how do you guarantee data integrity, and what do you
mean by “governance” when Al comes into play?

Data integrity means: traceability of operations, access control, audit trails, data quality, and
lifecycle management (versioning, change management, logging). Cybersecurity is not an add-
on: it must be designed alongside processes and infrastructure. As for Al, governance is an
operational constraint: avoiding opacity, managing validation, monitoring performance stability
over time, defining responsibilities and limits of use. For an investor, the point is simple: Al only
creates value if it can be managed as an industrial component, with controls and responsibili-
ties comparable to those of a quality system.

Q12. R&D roadmap: what industrial priorities do you see in the next 24-36 months and what
deliverables are aimed at scalability?

Priorities are focused on real bottlenecks: workflow robustness, reduction of pre-analytical fri-
ction, multi-site quality and reproducibility, menu expansion where there is repeated demand,
and “responsible” automation of analysis and data. A deliverable is “scalable” when it is not a
one-off project: it has specifications, quality criteria, a validation process, documentation, and a
sustainable support model. In PCR, this means industrialized panels and consumables. In NGS, it
means standardized pipelines and interpretation based on case classes, maintaining flexibility
where needed. In all cases, the roadmap must reduce variability and operating costs per test,
not increase them.
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Market sizing: definitions,
SCOpe, and conservative
CONVErsIon scenario
TAM = SAM = SOM

A. Operational definitions used in the White Paper
TAM (Total Addressable Market)

Estimate of the total value of the reference "market,’ as defined by the external source. This value
is useful for understanding scale and trajectory, but does not automatically correspond to the
Group's economic opportunity.

SAM (Serviceable Available Market)

Share of TAM that becomes truly “serviceable” given a concrete scope:
1. priority geographies and regulatory contexts;
2. application segments within scope (e.g, respiratory, STI, HPV; oncology, rare diseases);
3. serviceable channels (e.g, clinical laboratories, hospitals, regional networks,
public programs);
4, industrial requirements (supply, quality, post-market, support).

SOM (Serviceable Obtainable Market)

Share of SAM that can reasonably be captured within a defined timeframe, based on conserva-
tive assumptions regarding:

- commercial conversion rates and time-to-revenue;

- production capacity and scalability (tools/consumables/services);

- access times to reimbursement and procurement;

- competition and switching costs.

In practice, SAM and SOM are “management” metrics: they do not exist as unique public data.
They make sense if constructed using transparent and conservative criteria.

B. Summary table: three segments, three operational guidelines

Molecular diagnostics Decentralized molecular diagnostics Clinical NGS
(PCR/NAAT, 1VD and laboratory setting) (POC molecular) (including the “NGS market” perimeter in the clinical field)
2024 | $20.3billion $13.95 billion
2025 $4.30 billion $14.94 billion
2030 | $426 billion $709 billion $29.53 billion
CAGR | 131% (2024-2030) [1] 10.5% (2025-2030) [2] 14.6% (2025-2030) [3]
Europe
(useful proxy for SAM in regulated markets)
2024 $4.11 billion > 2030 $8.88 billion [3]

Technical note: there are areas of conceptual overlap in these segments (for example: part
of molecular POC is, by definition, also “molecular diagnostics”). For this reason, the figures
should be read by industry sector (division) and not added together mechanically as if they
were additive.
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Market sizing: definitions, scope, and conservative conversion scenario TAM - SAM - SOM

Sources

Ul

(2]

C. Conservative conversion scenario TAM -> SAM -> SOM
(replicable example)

C.1 — Case study: Clinical NGS in Europe (proxy SAM) and prudent SOM
1. External TAM (global NGS): $13.95 billion (2024) -> $29.53 billion (2030) [3].
2. SAM proxy (Europe NGS): $4.11 billion (2024) -> $8.88 billion (2030) [3].

This value is useful because it represents a market with: established clinical standards,
infrastructure and “structural” demand linked to oncology/rare diseases, and procurement/
reimbursement mechanisms that are relatively more transparent than in other contexts.

3. Conservative SOM (illustrative, not predictive):

To provide investors and stakeholders with an “understandable” scale, a conservative
penetration rate can be applied to SAM Europe (horizon and assumptions to be declared).
For illustrative purposes only:

SOM = 0.10% of SAM Europe (2030):  ~$8.9 million/year
SOM = 0.20% of SAM Europe (2030):  ~$178 million/year
SOM = 0.30% of SAM Europe (2030):  ~$26.6 million/year

This is not a communicated target or guidance. It is a transparent way of showing that, in
double-digit growth markets, even very small market shares generate economies of scale
consistent with industrial models based on platforms, quality, and repeatability.

C.2 — How to replicate the scheme on PCR IVD and POC molecular

For the other two segments (molecular diagnostics and POC molecular), the method is identical:

- Define SAM as a combination of: priority geographies + applications “in scope” + serviceable
channels + regulatory/operational requirements;

- Define SOM as a conservative share of SAM, consistent with: commercial pipeline, production
capacity, and average adoption times.

Where available (in the complete report datasets), the “estimated” SAM can be replaced with the
“measured” SAM (e.g., Europe, MENA, etc.), avoiding the use of arbitrary percentages.

BCC Research — "Molecular Diagnostics Market to Grow at 13.1% CAGR” (press release).
https://www.bccresearch.com/pressroom/bio/molecular-diagnostics-market-to-grow-at-131-cagr

MarketsandMarkets — "Point Of Care Molecular Diagnostics Market Growth, Drivers, and Opportunities” (market report page).
https://www.marketsandmarkets.com/Market-Reports/point-of-care-molecular-diagnostic-market-143524127html

MarketsandMarkets — “Clinical Next-Generation Sequencing (NGS) Market” (report search page; dati globali e Europa, pubblicazione indicata in pagina).
https://www.marketsandmarkets.com/report-search-page.asp?rpt=clinical-next-generation-sequencing-ngs-market
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Appendix C

Glossary

The following definitions are operational: they serve to standardise the reading of the White Paper
and to clarify recurring terms used with a specific industrial meaning.

Audit trail

Verifiable record of operations performed on a system or data (who did what, when, and with
what result). In diagnostics and digital healthcare, it is a key element for quality, compliance,
and accountability.

Installed base
Set of tools/systems already installed at customers’ premises and operational sites. It is a key
metric in ‘platform” models because it enables recurrence on consumables, menus and services.

Bioinformatics
A set of methods and software tools that transform raw data (e.g. sequencing data) into interpre-
table results. In the NGS context, it is the part that makes the data “usable’, not just “produced”

CAGR (Compound Annual Growth Rate)

Compound annual growth rate. Expresses the average annual growth over a period, assuming a
‘compound’ (non-linear) trend. It is useful for comparing market trajectories over different time
horizons.

Cloud (in diagnostics)

Software and data infrastructure accessible via the network, used for remote management,
analysis, traceability and updating. In a distributed model, it enables multi-site control and ope-
rational standardisation, but requires governance and cybersecurity.

Compliance

Ability to operate in compliance with applicable requirements (regulatory, quality, contractual,
safety). In WP, compliance is not treated as ‘fulfilment’ but as an industrial component that
enables scalability and continuity.

Consumables
Materials used in each test or operating cycle (reagents, kits, cartridges, etc.). In diagnostic
models, economic recurrence often depends on repeated consumption, not just on the sale of
the instrument.

Cybersecurity

Protection of systems, data and infrastructure from unauthorised access, tampering and inter-
ruptions. In connected diagnostics, it is part of the product: it affects reliability, continuity and
risk.

Data governance

Set of rules and responsibilities regarding data quality, access, use and storage. Includes ver-
sioning, logging, controls, roles and processes. It is a prerequisite for using data as an industrial
asset without turning it into a risk.

Data integrity
A property whereby data remains complete, consistent, unaltered, and traceable throughout its
lifecycle. In a regulated environment, it is a requirement for trust and verifiability.

Deep multiplexing

Ability to simultaneously detect a large number of targets in a single test, maintaining perfor-
mance and controllability. Industrially, it serves to increase information density and laboratory
productivity.

Deployment (grounding scalability)

The ability to install and operate a system across multiple sites and contexts while maintaining
performance, quality, and support. In distributed testing, this is a more concrete metric than
‘technological scalability’ alone.

Drift (performance drift)

Variation over time in the performance of a model or system compared to what was initially
validated (due to changes in data, context or operating conditions). This must be monitored
because it impacts safety and reliability.
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Glossary

EDL (WHO Model List of Essential In Vitro Diagnostics)
WHO list of essential diagnostics, designed as a reference to strengthen diagnostic capacity and
support procurement decisions in health systems.

End-to-end (end-to-end supply chain)

Complete process from sample collection to usable results, including process, quality, tracea-
bility and data management. In the WP, the key is to interpret ‘vertical integration’ as workflow
integration, not just supply chain integration.

Extraction-free (non-extraction approach)
A strategy that reduces or eliminates complex sample extraction/preparation steps prior to am-
plification. This is important because pre-analytics is often the bottleneck at the point of care.

Human oversight

Human supervision of decisions or outputs from automated systems (particularly when Al is
involved). This is part of accountability: it defines who controls, when to intervene, and with
what responsibilities.

IVD (In Vitro Diagnostic)

In vitro diagnostic device: reagents, kits, instruments or software used for analysis on biological
samples outside the body. In the WP, it is treated as a “regulated” area, where evidence and
quality standards are part of the market.

IVDR (EU Regulation 2017/746)

European Regulation on in vitro diagnostic devices. It is mentioned in the WP for its industrial
impact: it increases market requirements and selectivity, making QMS maturity, documentation
and post-market more important.

KPI (Key Performance Indicator)
Key performance indicator. In WP, KPIs are understood as execution metrics (utilisation, quality,
stability, turnaround time, pipeline), not as slogans.

Lifecycle management

Product lifecycle management: development, validation, production, updates, post-market sur-
veillance, change management. This is what makes an offering sustainable in regulated, lar-
ge-scale markets.

Menu (test menu)
Set of tests/panels available on a platform or offer. Industrially,‘menu depth’ is a driver of adop-
tion and recurrence in laboratories.

Multiplexing
Performing multiple measurements in a single reaction/test. This reduces the time and cost of
obtaining information, but requires robust chemicals and controls.

NAAT (Nucleic Acid Amplification Test)
Tests based on nucleic acid amplification (DNA/RNA). In molecular diagnostics, this is a broad
category that includes PCR and various isothermal approaches.

NGS (Next-Generation Sequencing)

Next-generation sequencing techniques that produce large amounts of genomic data. In the WP,
NGS is interpreted as a supply chain:

real value = panel design + quality + pipeline + interpretation.

OEM (Original Equipment Manufacturer)

A model in which a company develops/manufactures components or solutions sold under its
own brand or through a partner’s channels. In diagnostics, this is often a lever for commercial
scalability and market access.

Pipeline

In WP, it has two meanings: bioinformatics pipeline:

- software flow that transforms raw data into results;

- commercial pipeline: set of opportunities in development with customers/partners.
In both cases, the word indicates a governed flow, not a “potential” list.
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Glossary

POC (Point-of-Care)

Testing can be performed close to the patient or close to the point of decision, reducing time
and dependence on centralized laboratories. The industrial focus is on workflow reproducibility,
not just speed.

Post-market (post-market surveillance)
Activities after market launch: performance monitoring, reports, complaints, corrective actions.
In IVD markets, this is part of product sustainability and regulatory credibility.

Pre-analytical
Phase prior to the actual analysis: collection, transport, stabilization, and preparation of the
sample. This is often the point at which variability and therefore operational risk arise.

Procurement

Purchasing process (typically institutional or large networks) that includes tendering, evalua-
tion, contracts, and supplier management. For IVD, it is a driver of sales cycles and barriers to
entry.

Quality by design

An approach in which quality, traceability and verification requirements are incorporated at
the design stage, rather than added retrospectively. It reduces execution risk and accelerates
industrialisation in regulated environments.

QMS (Quality Management System)

Quality management system: processes, procedures, controls, responsibilities and documenta-
tion that make development and production repeatable and auditable. It is central to scaling up
in regulated markets.

Reimbursement
Reimbursement mechanisms and financial recognition of tests (healthcare systems, insurance
companies, etc.). Influence of adoption, test mix, and revenue predictability in clinical segments.

Sample-to-answer
An end-to-end workflow that brings a sample to a final result with minimal manual steps and
variability, integrating preparation, amplification/sequencing, quality controls and reporting.

Switching cost

Cost (financial and operational) for a customer to change platform/supplier: training, validation,
IT integration, procedures, contracts. In diagnostics, this can slow down migrations and encou-
rage step-by-step adoption.

TAM / SAM / SOM
Sizing metrics: total market, addressable market, achievable share. These are defined in detail
in Appendix B of the White Paper.

Technology stack

Integrated set of components (reagents, instruments, software, connectivity, data) necessary
to make a workflow truly operational. In the WP, ‘vertical integration’ is understood primarily as
control of the technology stack.

Time-to-result / Turnaround time
The time between the start of the process (or arrival of the sample) and the availability of the
result. It is an industrial metric because it impacts decisions, throughput, and operational value.

Workflow

Operational sequence that makes a test repeatable: procedures, tools, software, controls, and
output. In WP, competitive advantage ‘accumulates on the workflow, because that is where re-
plicability and scalability come into play.
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Disclaimer

This document has been prepared by Helyx Industries S.p.A. solely for informational purposes and to facilitate discus-
sions with a limited number of selected parties. It does not constitute, nor should it be interpreted as, a public offering
or solicitation to purchase, sell or subscribe to financial instruments, nor as investment advice or recommendation.
Some of the information contained in this document may include forward-looking statements based on current assump-
tions and expectations. These statements are subject to known and unknown risks and uncertainties, and actual results
may differ significantly. Except as required by applicable law, the Company assumes no obligation to update or revise the
contents as a result of subsequent events or circumstances.

Market data, estimates and projections cited in the document are sourced from third parties believed to be reliable;
however, the accuracy, completeness or timeliness of such information is not guaranteed, and measurement metho-
dologies may vary between sources. The internal information and operational examples provided are for illustrative
purposes only and should not be construed as guidance or forecasts.

The distribution of this document may be subject to restrictions in certain jurisdictions; recipients are required to ve-
rify compliance. Reproduction or disclosure, in whole or in part, is prohibited without prior written authorisation. Any
third-party trademarks and names mentioned belong to their respective owners.
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