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NDA Group at a Glance

-\ Let’s bring medicines to the world

Leading drug development and
regulatory consultancy

Founded in 1997, family owned

Headquarters: Stockholm,
Sweden

Locations: Stockholm, London,
Munich, Paris, Zurich, Boston,
Princeton and San Francisco

Employees: 150+ worldwide

Expert network : 1000 +
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NDA - Your Preferred Partner

80% of the top 20 pharma and 65% of the top 20 biotech companies have
contracted with us

80% success rate with FDA Advisory Committee Meetings

Trusted Involved in 45% of all new medicinal products approved in the EU

Partner for over the last three years
Success

100+ major submissions, incl. 50+ rare disease programs

300+ clients served per year
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Integrating Ex-Regulator and Industry Expertise

Unique

to NDA

NDA

Consultants

« Ex-regulators / industry background * 30+ Senior leaders (e.g. ex-FDA, ex-EMA,

- Seasoned experts in their respective field ﬁ ex-HTA)
(e.g. CMC, non-clinical, clinical, regulatory) * Shape regulatory environment, assess

* Supported by strong operational backbone strategy

Your Project

* NDA approach shaped to your specific needs
* Innovative, individualized strategies

* Flexible staffing with one project lead as
primary point of contact
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Where NDA Adds Value
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SCIENCE DEVELOPMENT DEVELOPMENT

APPROVAL OPPORTUNITIES
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Custom fit Breakthrough/ Dose Selection Confirmatory Final Labeling Line Extensions
ini i Clinical studies
preclinical PRIME . Phase Il design Risk Management Implement RMPs/
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Strategies Integrated Regulatory / Regulatory / Payer Pricing N.egotiation o _
Payer strategy strategy Training Pediatric studies
Pediatric plans New indications
oTC
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How NDA Drives Strategy

POST LIFE CYCLE

TRANSLATIONAL EARLY LATE

SCIENCE DEVELOPMENT DEVELOPMENT SUBMISSION / SUPPORT /

APPROVAL OPPORTUNITIES

Pipeline Review

Global Dossier Strategy and Preparation

Regulatory and Market Access Plan

Fast to Market Strategies

Risk Minimization Planning

Parallel Advice Preparation

Multi-stakeholder Clinical Trials

Affiliate Alignment & Negotiations
Preparation

Pressure-test Value Documentation

Validate and Challenge Strategy through Advisory Regulatory / HTA Board
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How NDA Reg Brings Value To Our Clients

e
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NDA Let’s bring medicines to the world
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Strategic and targeted advice
reduces time to market

Support along value chain ensures
high quality filings

Experienced global team provides
global insights and solutions

Former FDA and EMA regulators
add inside agencies’ view
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Thank you!

Contact:

Dr Andrea Aschenbrenner
Director Business Development Europe

+49 (0) 89 3585 4023
a.aschenbrenner@ndareg.com
www.ndareg.com
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