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Seminar Highlights

e Strategies for successful drug develop-
ment in the U.S.

Latest FDA regulatory expectations and
updates

Regulatory strategies from early devel-

opment through marketing approval

IND, NDA, and BLA submission planning

FDA meeting preparation and regulato-
ry communication

Practical solutions to common regulato-
ry challenges
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Frank Li, MD, PhD, RAC,
as a Featured Speaker

BLA Regulatory is pleased
to invite you to this exclusive
seminar hosted by R&D
Support Center. Join Frank Li,
Founder & Principal Consul-
tant of BLA Regulatory, and
fellow industry experts as they
share practical insights into
successful U.S. drug development, FDA regulatory
strategies, and the latest regulatory updates.

Whether you are planning U.S. market entry or
advancing your development program, this seminar
will provide valuable knowledge to help you navigate
today's evolving regulatory landscape.

Meet BLA Regulatory

BLA Regulatory is a global regulatory affairs consulting
firm supporting pharmaceutical, biotechnology, and
advanced therapy companies throughout the product
lifecycle.

Our experienced consultants provide strategic regula-
tory planning, FDA interactions, regulatory submis-
sions, eCTD publishing, and global regulatory support
to help clients accelerate development and achieve
successful approvals.

Organizer: R&D Support Center Co., Ltd.
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