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We Need You!
\Volunteers
Wanted

We are always looking
for volunteers for
our committees! You
can now volunteer for a
committee via the DVC

website.

Please feel free to
contact any member of
the Board with ideas,
thoughts or contacts you
might have to enhance
the Delaware

Valley Chapter
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Website

the Presidento6s

project at AstraZeneca, a dual tradkicola Francis, Drexel Univer-
technical session, a presentation 8y - tied for first prize in the

EggSV\églter, an R&D renovation project apostecr) corl;test in Boca Raton thi
‘<pe oy Cephalon, a meeting with our JapRast October.
President nese Affiliate Chapter, a neWi our Holiday party this year

member drive, habitat for humanit - . -
day and our Holiday Party. ¥wards were also given including

Bl

We are definitely living in some
interesting and challenging time
Companies are cutting back

almost every industry you ca
name, the price of oil has gor
from a steady increase settit Steve Wisniewski IPS - Richard The remainder of the calenda
record highs to a steady decrez B. Purdy Distinguished Achieveyear looks just as interesting an
of low prices that we haven't se«¢ ment Award.
for many years, a crisis in th
mortgage, banking and auto il
dustries, the war in the Iraq ar
the election of a new President.

Buz Lange Award:
We also had several members angn Kimmel, Cephalon

one of our Chapter committees win
awards at the International Meetin§ponsor of the Year:
in Boca Raton this year including; M. Davis and Co.

. . see more of you at those mee
Donna DeFreitas- leadership and; 4

service award from the ISPE Intefn9":

national Committee thanking heg.
for all of the many things she h:ﬁlnally, On behalf of the Dela-

) o done for the organization over th@are Valley Chapter of ISPE, |
With all of that in mind our Chap years. would like to wish all of you and

ter has had a very successful f. your families a safe and happy
season. We've had great montl Student Chapter Committee led Holiday Season and New Year!
programs and good attendance by Chuck Clerecuziod First Place
our events. These events hain Innovation by the International

included a presentation of a LEE Committee.
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IF YOU THINK YOUR JOB IS PERMANENT

THINK AGAIN!

WE HAVE THE FOLLOWING LONG TERM
CONSULTING POSITIONS AVAILABLE:

ISPE MATTERS

ISPE Matterss the perfect spot
for advertising your business!
We reach the heart of the
pharmaceutical industry in

the Delaware Valley. » Project Managers » Insrument Engineers

» Electrical Engineers » Planners /Schedulers

The standard ad cost is $125,
or advertise for one year

(4 Issues) for only $450!
Issue sponsorships also
available.

» Estimators » Control System Engineers

» Mechanical Engineers » Cost Engineers
» Civil / Structural Engineers

» CAD Designers

» Project Controls

» Process Engineers

Cornerstone

RESOURCES, INC

Contact Ron Dunn, Chapter
Manager for more information.

Phone 610.351.3874

Email dvc@ispe.org

www.cornerstoneres.com I resumes@cornerstoneres.com
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Delaware Valley Chapter Events | A GENESIS  [ypes Mestea ™

Engineers, In
Jan 13 Jan Program - Excellence in Maintenance @ Crowne - - a
Plaza, King of Prussia, PA O - L

C. www.geieng.com

Exhibitords Night @ City i RRe il il e T T RO L L LT

Feb4d  opiladelphia, PA

The Volume 2 revision team major changes.
consisted of approx. 50 members
from 17 companies and 7 differ-The goal was to provide our
ent countries. members with an introduction to
the revised OSD Baseline Guide.
_ The ISPE Baseline® Guide, Vol- Those interested in this revised
See Page 6 for ISPE International Events ume 2 Oral Solid Dosage Formsguide will find it to be a compre]
was originally published in Feb- hensive and easy to use gui
ruary 1998 making this guide tenThis guide is intended to offer

OCtOber Program years old. The guide has beeronsistent framework for inte

. revised to reflect both the pretation, while still allowing 3

Dual Track: Oral Solid Dosage & changes in regulations and indusflexible and innovative approach
try practices and refers to guid-to facility design, construction,

ASTM E2500 anceods such a s cdammissioning, anel gualidicationo n a |
By: Dan Bristow, Sobieski Mechanical, Inc Conference on Harmonization of This approach will allow manu-
) ' B Technical Requirements for Reg-facturers to better serve their
Our October 2008 membershipmore detail and a comparison of istration of Pharmaceuticals forcustomers by helping to reduge
meeting featured a dual trackthe old versus new Risk Assess-Human Use (ICH) QB8 production cost, maintenance ahd

Feb 20  Ski Trip @ Bear Creek, Macungie, PA

For more information: www.ispe.org/delawarevalley

|m(.D

format. The Track One presen-ment was presented. APhar maceut i cal impbDwe ypredua guality mrtd dhys
tation, titled ACommi ssioningand Q9 fAQual it ynak®imer& furds availgbte -for
and Qualification Standards andThe path forward was charted forme nt o . the discovery of new and innova-
Gui danceo was oprmensersiancidcludda a look tive medicines. Additionally, this
Steve  Wisniewski at the key publica- The presentation also highlightedguide will provide an overview o

tions and their status, each of the 11 chapters. Whilepotential new technologies, whig
and upcoming Base- still focusing on compliance with are being applied selectively
line Guide publica- the current FDA CGMP regula- the industry.

tions tied to Verifi- tory expectations, the OSD base-

cation, Commission- line guide has undergone some

ing and Qualifica-
tion. Other path
forwards were of-
fered regarding ap-
plication of the ICH

Steve is a Senior Ag
sociate at IPS whe
he serves as Direct
of Compliance. Th
review of the ISPH}
Baseline Guide startd
with the relationshi
of the ASTM Stan
dard to GMP regulg#
tions and guidang
documents. The bas| ) and ASTM standard
line guide scope and — — principles, risk man-
impact were covered Steven Wisniewski — agement plans, com-
in some detail. missioning expecta-
tions, evaluating and updating
The majority of the presentationexisting programs for risk based
was on the ASTM standard. Theapproaches, and management of
regulatory foundation of this critical components and elements.
standard (ICH & FDA reports,
Annex 15) was covered alongln summary the presentation pro-
with its key concepts & princi- vided an excellent overview of - - - S
ples. This new standard pro-the new standard and the future of Mike DeBellis, Stephen Yu, Steven Wisniewski, Mike Brennan, Bob Walter
vides a sci enc eriskabaskd domplianke foraosire d o
approach to assure that GMPindustry.
equipment & systems are fit for
use, they perform satisfactorily, The Track Two presentation,
and they may be used inmultiplet i t | ed fAThe | SPE Ba
handling aspects of the produc-maceutical Engineering Guide for
tion process. New and Renovated Facilities
Volume 2: Oral Solid Dosage
Steve also covered the newternFor ms ( Revi sed) 0 wa
Verification and contrasted it by Stephen Yu, Principle Process
with the old term of Qualifica- Engineer for BE&K. Stephen
tion and presented an overviewwas the team leader for the OSD
of the process. The basic procBaseline Guide international
ess steps were then covered imewrite team.

==

John Holton, Lynne Richards, Donna DeFreitas, Doug Hoover
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November Program
Design of R&D Facilities

By: Larry Uebele, Siemens Building Technologies

The November meeting wascampus, with a focus on the De-

very well attended, with over sign aspects of R&D Facilities.
160 people present for the pro-The team presented multiple as-
gram which was held at the pects of dealing with a complex,
Doubletree Hotel, in Plymouth phased renovation project from
Meeting, PA. Cocktails, appe- each of their unique perspectives.
tizers and networking started the

eveningds eventOurspeakers:

Our Chapter President, Bob /- Tom Kley (Cephalon)
Walter opened the session byProject Overview
welcoming everyone to the event

and making a few announce-Mr' Terry Jacobs, AIA
Jacobs/Wyper, Architects)

ments regarding recent, past an .

. Architectural Issues
upcoming programs and events. Bob Walter
We wish to thank our two spon- . ke Southwick (RPA)

sors, Jacobs/Wyper Architects Engineering Issues
and Genesis Engineers for their
support of this event. Mr. Dan Capello
(HSC Construction)
After a wonderful dinner, thg Construction & Engineering

group settled ipgguekor the evenipgos

program, Design of R&D Facili-

ties. This program was a caseVr. John Holton (Cephalon)

study on the Masterplan andCommissioning Issues

renovation of a 161,000 GSF

project at a Cephalon research Dan Bristow

Tom Kley, Bob Walter, Mike Southwick, John Holton, Terry Jacobs, Dan Capello, Bob Matje
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Board of Directors

President
Bob Walter
Jacobs Engineering

Vice President
Robert Matje
Wyeth

Treasurer
Anthony Macchia
Genesis Engineers

Secretary
Shannah Schodle
CRB Engineers

VP, Programs
Dan Bristow
Sobieski Mechanical, Inc.

VP, Education
Bob Dick
Precis Engineering

VP, Marketing

and Communications
Paul Kohler - Co Chair
Day & Zimmermann, Inc.

Jeff Wenner - Co Chair
IPS

VP, Membership
Alan Levy
Javan & Walter

VP, Student Affairs
Chuck Clerecuzio
AMEC, Inc.

Immediate Past President
John Holton
Cephalon

Directors at Large
Tim Clum
Wyeth

Dennis Gross, PhD.
Thomas Jefferson University

Donna DeFreitas
Genesis Engineers

Jim Kimmel
Cephalon




