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Boston and
Bevond —
Japan Affiliate
Revisits the
United States

Akihiro Matsuki and Michael J. Lucey

This report must begin by giving praise where
due, It means expressing the sincere apprecia-
tion of the ISPE Japan Affiliate to the five host
planits in the US, to the Bosfon Chapter for fa-
cifitating and hosting, and to certain individuals
for their highest fevel of suppart to help meet
the Affifiate’s goals. Those persons know wha
they are!

The ISPE Japan Affiliate held its annual pharma-
ceutical plant taur in the United States from Mao-
vember 4-6, 2015, in conjunction with the 2015
ISPE Annual Meeting in Philadelphia, Pennsyl-
wvania. Twenty professionals from across Japan
participated in the tour as well as the meeling,
including Japan Affiliate Executive Director
Akihiro Matsuki and Adjunct Director Michael J.
Lucey, who had led the araanizing commitiee
which was made up of Affiliate board members.
The mission was well balanced, with 2ight tour
members from pharmaceutical companies, nine
from engineering/construction companies, and
three from equipment manufacturers,

Shire

Members visited Shire's biopharmaceuticals
development and manufacturing facility in Lex-
ington, Massachusetts. The plant, a large-scale
bippharmaceuticals facility, started operation
in 2010 and later adopted a single-use system.
It operates saven days a wesk on three shifls,
manufacturing three clinical products and two
commercial products. In addition to empha-
sizing flexible production, detailed considera-
tion is also given to guality control and facility
tleantiness. To prevent dust accumulation, for
example, locker tops and other surfaces are an-
gled, not flat. Tour members were also shown
the production area, where specially developed
mechanical parts were introduced. All members
were impressed by Shire's high-leve! capabilities
in pracess development,

(S%:2014 FE J7—0D5E#R)

Bosfon Chapter recephion

Japan Affiliate plant tour itinerary

Date
Tuesday, November 3

Wednesday, Movernber 4

Thursday, Navernber 5

Fricay, November &

Saturday, Novembar 7

Sunday, November § - Wadnasday, Novermber 11

Thursday, Novembsr 12

Biogen

Biggen's Cambridge, Massachu-
setts, site has 2,100 employess,
including 333 manufacturing
staff, &7 enoineers, and 142
quality staff. Major products
are Avonex and Plegridy for the
treatment of recurrent multiple
sclerosis, and Elocate for hemo-
philia A. Members visited Build-
ing 2, where they were shown
the bulk production facility, a
large facility with five culture
process lines in three rooms on
the first floor and three refin-
ing procaess lines in three roams
on the second floor, Raw ma-
terials and process feed were
transported between buildings
located across the road using
pressurized containers. Members
wera shown the production area
and given guality explanations
on process from a position very
close to the equipment. This al-
lowed them to appreciate Bio-
gen's high-level technology for
production systems and design
concepl for praduction facilities.

AstraZeneca: R&D

After  driving from Boston
through  wonderful — scenery,
team members saw AstraZene-
ca's beautiful Gatehouse Park
BioHub appear in an expanse
of land surrounded by woods.
Employing aver 700 researchers
work for eight companias, this
research facility realizes open

Activity

Departed Tokyo, Japan, for Boston, MA

Marming - Shirs: Lexingtan, MA

Afternoon - Biogen: Cambridge, MA

Evening - Boston Chapter reception

Morning - AsliraZenaca; Waltham, MA

| Afternoon - Phizer: Groton, CT

Afternoon - AstraZeneca: Newerk, DE

Maming - Mew York siohtseeing
Afternoon = Amivad in Philadedphia, PA

ISPE Annual Maeting

Departed Philadelphia, Pa, for Tokve, Japan






