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A Short Course on Regulatory Affairs with emphasis on the
Biological/Biotechnological Drug Substances
and Products

22 - 23 June 2010
Legacy Falcon Hotel, Stratford-upon-Avon, United Kingdom

COURSE OBJECTIVES, STRATEGY & TARGET AUDIENCE:

Bookings are open for our new 'Biologicals' meeting spanning two days in June 2010.

The programme offers scientific information with aregulatory focus on the many different classes of
'‘biologicals' including some hormones, blood products and factors, 'immunologicals' (e.g. vaccines, anti-

bodies) made using sophisticated (recombinant) biological culture or cloning systems.

The subjects of comparability and biogenerics will be addressed as will special and varied issues concern-
ing possible contamination and necessary purification activities.

Regulatory insight will be provided about documentation supporting EU applications at IMP (investigational
medicinal product) and MA (Marketing Authorisation) stages in the life of biopharmaceuticals.

Common deficiencies in companies' applications will be identified. More details

Delegates are likely to be from the pharmaceutical and biotechnology industries working mainly in
analytical, regulatory, Quality Assurance or management roles. The course is suitable for people
new or relatively new to regulatory affairs as well as for more experienced staff looking to broaden
or update their knowledge about regulatory affairs and biologicals.

JUNE COURSES Speakers: Professor Derek Calam,

Dr Mike Robertson & Dr David Snodin
High quality training _
Exceptional value at £995 + 17.5% VAT

and INCLUDES high-quality, carefully-structured and group interactive
training, a substantiapl delegate's manual to reinforce the learning ex-
perience, a conference dinner and accommodation for the night of 22

. June 2010, breakfast, lunch and daytime in-course refreshments
Exceptlonal value - ) *extra night(s) bookable, at concessionary rate, if required and subject to availability
includes accommodation!

Internationally recognised
speakers

Check here for availability of our EARLY BIRD offer of a £200 discount
(conditions apply): http://www.pharmagmtraining.eu/early_bird.html

For more information please email your enquiry to
admin@PharmaQMtraining.eu

www.PharmaQMtraining.eu




