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Gain US market access with the right US

FDA drug approval strategies!

USA alone accounts for 55% of the world drug expenditure.
The unreasonable high price of biologic drugs on the US
market has been the driving force behind the US congress
evaluating new laws to pave the way for affordable versions of
biologic drugs through biogenerics and the development of
alternate drug sources.

Are you a Chinese pharmaceutical looking to penetrate the
lucrative US biologics market? This Masterclass is designed to
provide you with a rational strategy and a clear understanding
of US FDA regulations to help you take advantage of this
golden opportunity for Chinese biomanufacturers

to fill the great demand for affordable and high quality
biologic drugs. An ex-FDA suit will show you how!

Key topics:

1) US FDA requirements and processes for approval for
biologic drugs

2) Strategies for developing the right biologic drugs for the US
market

3) In depth coverage of technical issues for the manufacturing
of monoclonal antibodies (which account for 65% of all
biologic drugs in US)

4) Understanding ICH S6 guide for preclinical studies for
biologics

5) Basics of cGMP, GLP and preparation for US FDA
inspection

6) Immunogenicity issues in biologic drug development

7) Qualification and validation of assays

8) Strategically plan for manufacturing biologic drug for each
phase of clinical trials (discussion of scale up,
comparability issues)

About your Pre-conference Masterclass Leader:

Lei Zhang

Head of China Office

Biologics Consulting Group, China

Dr Lei Zhang has spent the last 7 years
working at the US

FDA, holding positions at the Division of
Monoclonal

Antibodies and the Division of Biological
Oncology Products

at the Center for Drug Evaluation and Research (CDER). He
has extensive expertise and direct experience in the
development of biological therapeutic protein drugs including
intimate knowledge of the complex regulatory issues
associated with biological therapeutic protein drug
development. Dr Zhang is now based in Beijing as the new

Head of China Office at the Biologics Consulting Group, USA.
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