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Your trusted Partner 
to maximise the potential

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

Coverage of the whole
product life cycle

A one-stop shop
where several specialized 

skills work together 
seamlessly

Over 25 years of expertise 
and cutting-edge competence 

with a human touch

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

25 YEARS 
IN THE MARKET

QUALITY CERTIFICATIONS

ISO 9001
ISO 27001
PdR 125

ABILITY TO OPERATE 

IN OVER

70
COUNTRIES WORLDWIDE

AN HIGHLY SPECIALIZED  
TEAM OF AROUND 

50
EMPLOYEES

80% 
REPEATED BUSINESS

150+ 
ACTIVE 

CUSTOMERS



RPN Confidential

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

RPN ACADEMY RPN  AI Lab QUALITY & COMPLIANCE

OTHER SUPPORT

BioTech & 
Pharmaceutical MedTech

REGULATORY AFFAIRS & MARKET ACCESS
INTEGRATED SOLUTIONS
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Reimbursement & Launch Maintenance

EU EXPERTISE along the medicinal product lifecycle

Main Menu

Due Diligence

Integrated EU Market Access Strategy

Market Access Strategy and Stakeholder Engagement

JCA

Local P&R 
maintenance

Early Access Programs

P&R dossier
Health Economic Models

Negotiation with Health Authorities

Drug Development Strategy

Clinical Trial 
Application (CTA)

PRIME scheme

SME Status

Scientific Advice

Chemistry, Manufacturing 
and Controls (CMC) solutions

Orphan Drug 
Designation (ODD)

Life-cycle managementPaediatric application (PIP)

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

Quality & Compliance

Dossier development

MAA

Registration Strategy

Advertising & 
Promotion

Launch 
Readiness

Pharmacovigilance



RPN Confidential

Development CE Marking
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Maintenance

EU EXPERTISE along the medical device product lifecycle

Quality System Set-up and Maintenance 

Technical File Development

Post-marketing  
Surveillance & Vigilance

Variations, Renewals

Advertising  & PromotionSubmission to 
Notified Bodies

Support During Audits 
by Notified Bodies Eudamed & Local Databases

Market Access

Clinical 
Investigations

Gap Analysis

Development 
Strategy

Contact With Notified Bodies

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

Main Menu

Due Diligence

Digital Health

Local representation & PRRC
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RPN Group

Anita Falezza
Managing Director

a.falezza@rpngroup.com
+39 348 2400273


