A regulatory meeting is the
wrong time for an original thought.

Our team prepares you to win with regulators
in face-to-face and virtual environments.

i

Regulatory
Communications

FDA ADCOM &
Regulatory Meeting Preparation

Label Negotiations &
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Meeting Preparation

NDA / BLA / PMA &
MAA Submissions

Day 120 LoQ &
Day 180 LoOl Support

We have the people, process, and technology
to help you communicate effectively
anywhere, anytime.
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We wrote the books on
regulatory meeting preparation.

Want a complimentary e-copy?
Scan QR code below to register.

The FDA
Advisory

Committee
Survival
Manual The FDA Survival Manual: A Step-by-Step

Bl Guide to Preparing for a Successful ADCOM,
| & .;(ep_by_s(* -y 2nd Edition

Q# 7 A 2p guide to
k\ \. Ereparing for a successful ADCOM /

A Winning Strategy for Improving the
Clinical Sections of an NDA, BLA, or PMA

The FDA Clinical Submission Survival
Manual: A Winning Strategy for Improving the

Clinical Sections of an NDA, BLA, or PMA
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The CHMP Survival Manual: A Step-by-Step
Guide to Succeeding at Regulatory Meetings
for Marketing Authorisation
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