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FROM THE EAST TO THE WEST
JAPAN AFFILIATE RETURNS TO THE US
FOR ITS ANNUAL PLANT TOUR

by Shigeru Nakamura, CM Plus and
Michael J. Lucey, JGC Corp.

The Japan Affiliate held its annual pharmaceutical plant
tour in the United States from to 18 to 16 October, 2014, in
conjunction with the 2014 ISPE Annual Meeting. Twenty
professionals from across Japan participated, including ISPE
Deputy Chairman Shigeru Nakamura and Adjunct Director
Michael J. Lucey, who led an Organizing Committee made up of
Affiliate Board Members. The team make-up was well-balanced,
with eight members from pharmaceutical companies, ten from
engineering/construction companies and two from equipment
manufacturers.

Full and due recognition for this year's plant tour must be given
to the San Francisco Bay Area Chapter with whom the Japan
Affiliate has long enjoyed friendly relations. We express our
sincere gratitude to the Chapter for their kind guidance and
cooperation and to all at the plants who so graciously received us,
extending the hand of friendship and offering hospitality. A special
thank you to Boehringer Ingelheim for organizing an event in the
courtyard of its Fremont facility for all of the visitors on the day of
our visit, in the atmosphere of a German Oktoberfest.

As well as a poster display to promote the plant tour set up at
the December Winter Meeting in Osaka, the Affiliate arranges
a reunion each year for all participants from previous years. In
fact, a joint reunion was held in March 2015 for the seven vears
spanning 2008 to 2014. This opportunity is without doubt founded
on the great kindness of our numerous hosts in the US.

A surmmary of the 2014 plant visits follows.

Genentech

About 15,000 staff work at Genentech'’s extensive, rich greén site
of approximately 1,000,000 m2, The B7 pilot plant visited manu-
factures pharmaceuticals for toxicological tests and animal ex-
periments. It was notable that as a non-GMP facility free from
regulatory requirements a high level of importance is placed on
sfficiency. Meanwhile, Genentech’s corporate philosophy was felt
through their well-planned approach to providing a comfortable
campus-wide workplace. The company has provided exercise/
training facilities, basketball courts and childcare centers, while
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services such as car washing, haircutting, and nurseries are
provided free of charge.

Novartis supported by Dome Construction

This campus is unigue in executing technclogical research &
development as well as the commercial manufacturing of phar-
maceuticals. Novartis' focus is on the treatment of respiratory
ailments. The plant was already in the commissioning stage,
but the tour party was permitted a high level of accessibility and
visibility. The tour members closely observed manufacturing
equipment while maintaining an interactive relationship with their
hosts, and subsequently enjoyed a wide-ranging Q&A session.

Boehringer Ingelheim

Boehringer Ingelheim’s plant in Fremont functions as an im-
portant bictechnology hub for the company. The facilities are
characterized by a unique design which allows visitors to uninter-
ruptedly view the glassed-in manufacturing process from spacious
passageways. The symmetrical layout of the facility enables si-
multaneous manufacturing of two Kinds of products. The facilities
are operated with great care given to cleanliness, as an impres-
sive point for the visitors.

Agensys

Agensys in Santa Monica was first established as a bio-business
venture in 1997 and bought by Astellas Pharma Inc. in 2007.
The plant was commissioned in 2013, and comprises four
buildings: Building A (cafeteria building), Building B (research
building), Building C (administration building), and Building D
(GMP manufacturing facilities). The main functions of the plant
are R&D activities and investigational new drug manufacturing
(to Phase ll) for monoclonal antibodies and ADC (antibody drug
conjugates) especially for use in cancer treatment. The facilities
are designed with careful consideration given to the environment
and have been awarded a silver certification of LEED (Leadership
in Energy and Environmental Design).
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