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We Need You!
\Volunteers
Wanted

We are always looking
for volunteers for
our committees!

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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John Holton,

3 ISPE-DVC
President

| trust and hope that the New
Year finds you all doing well.

Our chapter continues to flourish9 r a m

as we move into 2008. We re-
ceived positive feedback at the
Affiliates Council meeting last
month in Tampa; our Chapter

had the most advance registrant: We | ¢ o me 0 .

signed up for INTERPHEX, we

recorded 165 new member regis Will be returning home in April.

trations, our membership reten-
tion rate was 82% for 2007. All
kudos to the largest chapter in
the universe (per Mr. Whitby).

ADVERTISE in
ISPE MATTERS

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

the Delaware Valley.

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

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

Contact Ron Dunn, chapter
manager for more information.

Phone 610.351.3874
Email dvc@ispe.org
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The results from INTERPHEX  nation will be utilized to provide
garnered the DVC an award, freethem with a welcome home cele-
airline ticket, that will be raffled bration at the airport, a motorcy-
off to an individual who has at- cle motorcade from the airport to
tended at least 50% (4 programs}heir homes and welcome home
of our monthly programs from  baskets full of Philadelphia favor-
September through April. ites. On behalf of the fine men
and women making a significant
I would like to update you on our sacrifice, let me thank you for
on-going free will donation pro-  your donations.
il SPE HELPSO0. To date we
have collected $500, and the Please be sure to check out our
board has agreed to provide Spring Education Prograran
matching funds. We have made April 25 at the Ace Center in
our first don atLlafaysette Hilh TheAourndeewillo 6
We wfecusen resedfrch Inborataries,
that the 8% Airborne Division vivarium, production spaces and
utilities.

Our donation will be directed

towards at least two members of welcome SPRING! May you
this division; Lt. James Devlin of find the time to enjoy your family
Doylestown and Sgt. Larry and friends as the weather turns
Buckius of Norristown. Our do- warmer and the daylight grows
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e Process Charles Clerecuzio, PE
\ \ 610.828.56100
e Engineering _
4 charles.clerecuziofdamec.com
e Design
* Project
Management Dave Novak

508.517.2866

david.novak@amec.om

e Commissioning
e Validation

e Compliance

e Training

amec®

www.amec.com/pharmaceuticals
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Delaware Valley Chapter Events

Dual Track Program Meeting @ The Desmond Great
Valley, Malvern, PA

Javan & Walter, Inc.

465 Maryland Drive, Suite 100
Fort Washington, PA 19034
215-654-7890
varew javan-walter. com

Engineering ¢« Management ¢ Consulting
‘A Partnership for Success ™

Apr 8 Track 1 - Data Center Trends
Track 2 - ASTM Std for Validation and Commissioning
Aor 25 Spring Education Event @ The Ace Center, Lafayette
P Hill, PA (see page 8 for more info)
May 5 15th Annual Golf Outing @ Philmont Country Club

For more information: www.ispe.org/delawarevalley
See Page 7 for ISPE International Events

Plymouth Meeting, PA
(610) 592.0280
www.geieng.com

GENESIS

Engineers, INnc.
"v‘ = m —

G

Engineering » Construction Management « Commissioning « Validation

January Program - Dual Track

%VERITEQ

S erpasue & d iy Marderg
temperature & humidity validation

Frank Crisafulll, Jr. Slmply, aCCUraIE|y

ferisafulli@venteq.com
7748720008
www.veriteq.com

The ISPE Delaware Valley Chaptdexecution of a cleaning valida-

January Program featured a du@bn using VRL, as opposed to

track. Dennis M. Gross, PhDmore expensive swab testing

Associate Dean, Thomas Jeffersonethod, is a ristbased approach.

University presented Track one oRichard discussed acceptable

Drug Discovery 101. Richardesidue limits, ambient light in-

Forsyth, Associate Director, Merckensity, and viewing distance and

& Company presented Track two, angle associated with VRL. He

discussion on Visible Residue Limramed the myriad of benefits

its. associated with the new risk
based cleaning validation, includ-

Dr. Gross spent a majority of highg reductions in documentation,

career at Merck Research Labgmethod development timelines,

where he took on roles in strategignd turnaround time for clean

planning and drug discovery angquipment.

development. He provided an

overview on the drug discovery

process in a pharmaceutical com-

pany, including clinical research,

issues related to risk, and driving

force for the industry. Dr. Gross

cited the integration of core tech-

nologies such as microbiology,

screening and natural products

chemistry as a way to move the

research enterprise along rapidly.

Harnessing genomic data, such as

genomewide association (GWA)

is seen as the latest trend in drug

discovery.

Mr. Richard Forsyth, who pos-
sesses years of cleaning validation
experience, shed light on the latest
approach to cleaning validatioin
Visible Residue Limits (VRL).

Richard Forsyth

John Holton, Richard Forsyth, Michael Brennan, Dr. Dennis
Gross, Gene Marino, Dave Kurten, Bob Walter

John Holton and Paul Whitby



http://www.ispe.org/delawarevalley
http://www.javan-walter.com/
http://www.geieng.com/
http://www.veriteq.com/

