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The Future Breakthrough in
Non-invasive Prenatal Diagnosis
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THE GAP: PRENATAL DIAGNOSIS TODAY

INVASIVE METHODS NON-INVASIVE METHODS
Chorionic villus sampling (11-14w) Maternal blood test
Amniocentesis (15-18w) (cfDNA)
4 P

DIAGNOSTIC ROLE

DIAGNOSTIC ROLE
Screening only

Definitive diagnosis

SAFETY

SAFETY
No invasive sampling

O 0.2-1% risk of miscarriage

Prenatal diagnosis faces a fundamental trade-off: safety vs. diagnostic certainty.
Current non-invasive approaches prioritize safety but remain limited to screening, while definitive diagnosis still requires invasive sampling.
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THE SOLUTION: GiraFFF TECHNOLOGY

GiraFFF enables the non-invasive enrichment of intact fetal cells from maternal blood, providing cellular material
suitable for downstream genetic analysis.

HOW GiraFFF WORKS

GRAVITATIONAL FIELD-FLOW FRACTIONATION (GrFFF)

1 Maternal blood 2 Separation by GrFFF 3 Enriched fetal cells 4 Downstream analysis
sample Under the combined action B Fetal cells are collected Enriched cells can be analyzed
A standard blood draw of gravity and a controlled flow, Gravitational field in a defined fraction, with standard genetic
from the mother. cells are separated according to with high purity and techniques.
. their physical properties ‘ viability (intact cells).
(size, density, shape). Parabolic flow

_ Larger / denser cells Rarer / lighter cells
A complex mixture elute first | are enriched Enriched intact fetal cells Genetic analysis
of cells = s N N from maternal blood (e.g. karyotyping, NGS)
05 - @P
FIRST APPLICATION FUTURE APPLICATIONS

DIAGNOSTIC ROLE : ; . Q°~,° Liquid biopsy

L . i - Prenatal diagnosis (P , :
Definitive dlagnOSIS (&) (e.g. circulating tumor cells)

y= SAFETY
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THE SOLUTION: GiraFFF TECHNOLOGY

GiraFFF- 1. PATIENT 2. SCREENING 3. BLOOD SAMPLE 4. GiraFFF DEVICE . ENRICHED FETALCELLS 6. GENETIC ANALYSIS
AND RISK ASSESSMENT

ENABLED .
PATHWAY , | Py z

- > = - @Ww - =
Fetal cells obtained 5 [\3 = = & I
non-invasively >3 = e >
frommatemalblood.  preonantwoman Ultrasound (11-13w) Maternal Separation and enrichment Purified, viable Karyotyping, CMA, NGS
Same downstream * Serum markers blood draw of intact fetal cells fetal cells Definitive diagnosis
genetic analysis. « cfDNA (optional) Gravitational Field-Flow Fractionation

(GiraFFF)
CURRENT 1. PATIENT 2. SCREENING 3. HIGH RISK 4. INVASIVE SAMPLING 5. FETAL CELLS / 6. GENETIC ANALYSIS
PATHWAY AND RISK ASSESSMENT FETAL DNA
= § £ | .
a | e Iy
Invasive sampling - -3 g \ —» —> | %é
is required for § ‘ - :
definitive diagnosis Chorionic villus Amniocentesis - | =
oK « Ultrasound (11-13w) Indication for fff“;'j{f, LSA1Ew) Fetal material Karyotyping, CMA, NGS
pregnancies. Pregnantwoman .+ serum markers diagnostic testing for analysis Definitive diagnosis
» cfDNA (optional) 0.2-1% risk of miscarriage

Same diagnostic endpoint
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GiraFFF PLATFORM: THE VALUE PROPOSITION

A new source of intact fetal cells — without invasive sampling

COMPETITIVE LANDSCAPE
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g WHO BENEFITS?

From patient to genetic analysis - a shared value across the care pathway

STANDARD GENETIC

NON-INVASIVE  FLEXIBLETIMING  DIAGNOSTIC POTENTIAL S

T e o = B4 - R
Simple maternal Potentially broader Access to Compatible with
\ blood draw gestational window intact fetal cells downstream genetic analyses PATIENT GYNECOLOGIST LABORATORY GENETICIST
G e | e, Vmue  Aeediedee Sefmees
& Targeted testing high-risk pregnancies  CUSTOMER / USER (karyotyping. CMA, NGS)
‘ { GiraFFF changes the sample — not the downstream genetic test. ]
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THE MARKET OPPORTUNITY

GiraFFF can address multiple prenatal testing pathways

. | EXISTINGMARKET | %
RKET  PRENATALSCREENING | = | /92)
GiraFFF EXpANSE?’ ONA/NPT | 3 H\éﬁ
Intact fetal cells N ST la&om]m

from maternal blood

2Dty ity )

INVASIVE PRENATAL
DIAGNOSIS

CVS + Amniocentesis
Provides definitive genetic diagnosis
:
- . . \OPPM ARKD'
Diagnosticpotential N J"ORryy,. NON-INVASIVE T
without invasive sampling o - PRENATAL DIAGNOSIS .‘ . .‘o
Access to intact fetal cells enables Intact fetal cells from matemal blood

comprehensive genetic analysis
from a simple maternal blood draw.

Potential for a new non-invasive diagnostic pathway

LIQUID BIOPSY
Potential future
market

A NEW OPPORTUNITY FOR

* GiraFFF

Sources: MarketsandMarkets (Italy NIPT market, 2024, 2029); ISTAT (Mean maternal age at childbirth, 2024; 1995); Ministry of Health / ISS, CeDAP 2024 (amniocenteses per 100 births, 2024, 2023).

DOWNSTREAM
GENETIC ANALYSIS

EXISTING CLINICAL TESTING

Karyotype
FISH / QF-PCR
CMA (Array-CGH)
Targeted testing
NGS (WES / WGS)
and more

Genetic analysis performed
on the fetal material

‘ ITALY — WHY NOW?

AN EVOLVING PRENATAL TESTING LANDSCAPE

MATERNAL AGE
IS INCREASING

¢

32.6 years

Mean maternal age
at childbirth - 2024

from ~29.7 years

in 1995

NIPT MARKET
IS GROWING

$84.7M

NIPT market - 2024

Projected
$141.8M by 2029
CAGR 10.9%

IS DECLINING

@

amniocenteses

INVASIVE TESTING

1.8/100

per 100 births - 2024
vs. 2.0 /100 in 2023

\_

Later maternal age increases the relevance of prenatal
risk assessment — while the market shifts toward

~N

Potential access to multiple
prenatal testing pathways

non-invasive approaches.
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PATIENT
JOURNEY

FROM PATIENT NEED
TO DIAGNOSTIC ANSWERS

CUSTOMERS
WHO BUYS?

OUR SOLUTION
WHAT DO THEY BUY?

REVENUE MODEL
HOW WE MAKE MONEY?
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Patient
Needs a safe

and reliable diagnosis

h

GiraFFF: THE BUSINESS MODEL

A

GiraFFF Platform
One-time purchase

&

—

GP Gynecologist
Initial assessment Indicates
and referral diagnostic testing

Hospitals & Specialized
Diagnostic Laboratories
Public and private institutions

ONE-TIME REVENUE

Platform sale

Disposable Channel
Recurring purchase
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. Diagnostic Laboratory Geneticist

| Enriches intact fetal cells Performs standard
:L with GiraFFF b genetic analyses

Q Integrates into existing workflow
Q Supports diaghostic services
Q Addresses a growing clinical demand

= | .
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QC Software Training & Service
SAS Implementation,

training and support

m RECURRING REVENUE
Consumables + (software) + (service)
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A B2B model
combining an
initial
platform sale
with
recurring
revenues
from
consumables,

software and
services.
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Worldwide Freedom
to Operate

_"@'_ A new patent application
> will be filed in 2026!
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1styear_2026

-

2nd year_2027

PROOF OF OPTIMIZATION
CONCEPT

VALIDATION
50k € 750k €

3rd year_2028

FROM TRL3 TO MARKET
ROAD MAP 7

IMPROVING
MATERNAL HEALTH

A

5th year_2030

4th year_2029

GO TO
MARKET

@\

DEVICE AND CERTIFICATION CLINICAL
PROTOCOL EVALUATION
VALIDATION

500k € 2.2M €

\

600k €
¢ tomaLaim O J
M D

PATH TO MARKET

Q DEVELOPMENT
/|

Experimental design is ongoing to
complete the validation of the disposable
channel and optimize key operating
parameters.

Gravitational Field-Flow Fractionation H‘
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INDUSTRIALIZATION

> O

An industrial partner for large-scale
manufacturing and commercialization
has yet to be identified.

Development partners have already
been identified to support prototype
manufacturing and further technology

development.
@]

Opportunity for a strategic
industrial partnership.
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GiraFFF: The Future Breakthrough In
Non-invasive Prenatal Diagnosis

A TECHNOLOGY
Contacts BUILT THROUGH COLLABORATION

PIEOPRPLE » EXPEBRTISE o |MP:ACT

FUNDING
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DI MILANO
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4 Funding supporting technology development
Shirley Barrera, PhD
Inventor & Research Leader TTO Manager IP Manager Project Manager COLLABORATIONS
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