Your trusted Partner
to maximise the potential

s of your healthcare solutions
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What we do How we do it

Strategic, in-market
and executional expertise

to deliver successful Regulatory
Affairs and Market Access

outcomes

A one-stop shop
where several specialized
skills work together

seamlessly

Over 25 years of expertise
and cutting-edge competence
with a human touch

Coverage of the whole
product life cycle

END-TO-END SUPPORT TAILORED APPROACH
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REGULATORY PHARMA NET IN NUMBERS
OUR STORY - LONGEVITY IN THE MARKET, CONTINUING TO GROW

-

QUALITY CERTIFICATIONS NV sree
25 YEARS ISO 9001 TEAM OF AROUND
IN THE MARKET 1ISO 27001 50
PdR 125 EMPLOYEES
ABILITY TO OPERATE
+
j/—\gf\)/E IN OVER 30%
CUSTOMERS 70 REPEATED BUSINESS
COUNTRIES WORLDWIDE
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KEY BENEFITS FROM RPN CAPABILITIES AND APPROACH

A complete and
integrated full-service
platform (RA & MA)

A SENIOR team with a
wide and solid RA & MA
competences

Both strategic advice
and operational
execution

Customer centric
approach tailored to
each need, generating
long-term relationships

Proactivity and

problem-solving
approach

Capacity: solid structure
to provide activities
across different
products and
geographies, including
backup personnel

Flexibility: support

adapted to Client’s

specific needs with
multidisciplinary teams

International reach: a
well-established
network of partners in
EU and US
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SERVICES to support the whole product lifecycle

REGULATORY AFFAIRS & MARKET ACCESS

INTEGRATED SOLUTIONS
& Qs
BioTech &
Pharmaceutical MedTech
OTHER SUPPORT
RPN ACADEMY RPN Al Lab QUALITY & COMPLIANCE
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EU EXPERTISE along the medicinal product lifecycle

( Project Management, Strategic Advice, Operational Execution, Scientific Writing and Training )

( Market Access Strategy and Stakeholder Engagement

C

Early Access Programs

)

» :
Q Integrated EU Market Access Strategy
Drug Development Strategy )

SME Status ) ( JCA

)

Orphan Drug
Designation (ODD)

Clinical Trial ) ( Registration Strategy )

Application (CTA)

Paediatric application (PIP) )

SERVICES
O NN )

PRIME scheme )

Chemistry, Manufacturing ( Dossier development )

( P&R dossier ) Local P&R
C Health Economic Models ) maintenance
C

C

Negotiation with Health Authorities )

Quality & Compliance )

C

Life-cycle management )

and Controls (CMC) solutions

<

MAA )

( Scientific Advice )

Due Diligence

Advertising &
\ Promotion

k Pharmacovigilance )

Launch
Readiness

l : : :
PI/PII PIl/PIII MAA Registration Reimbursement & Launch Maintenance
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EU EXPERTISE along the medical device product lifecycle

SERVICES

RPN Confidential

C

Project Management, Strategic Advice, Operational execution, Scientific Writing and Training

Quality System Set-up and Maintenance

Market Access

Contact With Notified Bodies

Development >

Strategy

C
C
C

Gap Analysis 3

g

Technical File Development )

¢

Clinical
Investigations

)

Development

Submission to
\_ Notified Bodies

Digital Health )

Variations, Renewals

Support During Audits
by Notified Bodies

)

Due Diligence

CE Marking

Advertising & Promotion

Post-marketing

Surveillance & Vigilance

Eudamed & Local Databases

Local representation & PRRC

Maintenance
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Strategic Considerations for EU Market Entry

EARLY DATA STAKEHOLDER
PLANNING ALIGNMENT ENGAGEMENT
Early consideration of Involving key stakeholders

Ensuring CMC, preclinical
and clinical data aligned with
EU standards is crucial for
successful regulatory
submissions

EU-specific requirements in
regulatory and market access
strategies can mitigate
risks and streamline the path
to market

early in the process, including
regulatory bodies and HTA
authorities, can facilitate
smoother approvals and
market entry
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|
B US Biotech - EU Early Advice is Crucial

REGULATORY & MARKET ACCESS STRATEGY N\

P STAKEHOLDER ENGAGEMENT
Early EU consideration allows / TN \ *.\ Identify key stakeholders to define
for EU-specific risk assessment Ve - \ clinical parameters for targeting the right

and mitigation strategies patient population for reimbursement

SCIENTIFIC AND HTA ADVICE " \-

Evaluate the need/opportunity for + | l EU DESIGNAT'QHS
scientific and HTA advice based on EU 1 vl | Szl opportur)ltles.for
guidelines and assessor expectations _;" ,‘ Orphan Diug Decignation

@ \ e / : /
DATA COMPLIANCE ' / = SME STATUS
Assess if available data (CMC, b / Consider SME status to
preclinical, clinical) meet EU S — / obtain economic incentives

requirements for initiating clinical trials

o
o

BENEFITS

ALIGNED A development plan that meets EU requirements and addresses market access
DEVELOPMENT PLAN  challenges for key EU countries avoids costly rework and accelerates market entry
ATTRACTING Early alignhment with EU standards enhances attractiveness

INVESTORS to investors and potential licensees
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Anita Falezza
Managing Director
a.falezza@rpngroup.com

+39 348 2400273 RPN Group




