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Featured Sponsors

President’s Message

ELEMENT

Summer has arrived. I am sure that
school year programs and preparing our
children for summer camps. There is
another reason our members should be
happy going into the summer.

Intelligent valves,
sensors and
controllers
www.burkert-usa.com
Jennifer Lauria Clark, CPIP

ate in the world. This has not happened

NORA’s GMP Flooring Solution
No Shut Down Required for Installation

PADANA Cleanrooms

"Turn Key" Modular GMP Facilities

TAKIRON Ivy-One

Advanced Technologies
for GMP Cleanrooms

our volunteer leaders who helped make this happen.

FM 4882 Approved GMP Wall Covering
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CaSA COMMITTEES

President’s Message

Jennifer Lauria Clark, CPIP

VALIDATION

Chambers, sterilizers, warehouses

CALIBRATION

NVLAP Accredited and NIST traceable

GMP STORAGE

From -196°C to 70°C environments

RENTALS/SALES

For validation and calibration

MONITORING

Continuous, wireless solutions

978.433.6279 | masy@masy.com | www.masy.com
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Membership Corner
Membership Development
ISPE’s Refer-A-Friend program? For every friend you
have led to 73 new CaSA members joining since our last news-

ISPE Membership web page.
please contact me at paciorek@cagents.com

Congratulations to CaSA’s Newest CPIP!
Rick Lawless, CPIP

Welcome New Members
These new Members joined March 23, 2013 through May 19, 2013
Chioma Abara
Maryam Ali
Robert Alston
Warren Bealer
Jayanth Bhupasamudram
David Bolin
Solema Campbell
Krishnaveni Challa
John Clevenger
Burt Coats
Celena Cohen
Gurpreet Jawa
Jinghua Jia

Amanda Kaufman
Shilysha Davis-Dublin
Glaire Delancy
Mireille Deschamps
Wrennie Edwards
Jairo Escobar
Tim Fuller
Sushma Ghimire
Douglas Goth
Dan Gresens
Guy Grover

Darryl Lewis
Mingshu Li
Danielle McCombs

Phil Shoemaker
Natan Siegel

Jessica McKoy

Darrell Tabb
David Taylor
Nimma Thorne

Sheila Moss
Jackson Pearce
Leslie Phillips
James Pridgen

Anissa Lewis

Tara Reich

Alysia Williams
Khalia Williams
Michelle Wilson
Jasmine Young
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Student Corner
7th Annual BTEC-ISPE Career Fair Draws a Full House
Almost 200 students from NC State and other area

Students from

annual BTEC–ISPE Career Fair on March 15. The event was

NC Central Universummer internships in the biomanufacturing and biophar-

-

event. They are typi-

ISPE-CaSA is a volunteer society of technical profession-

-

-

ing NC State.

Creating Innovation

Your challenges today
are not what they were yesterday
and will not be the same tomorrow.
We Listen. We Deliver... more flexibility.

info@gemu.com  tel: 678-553-3400

www.gemu.com

If you’re ready to be heard, CRB is ready to listen.

John Marr
919.334.7048
www.crbusa.com

CONSULTING
DESIGN
CONSTRUCTION
COMMISSIONING
QUALIFICATION
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Technology Conference Special Feature
20th Annual ISPE-CaSA Technology Conference:
Wrap up & thank you
-

To all of our sponsors and
exhibitors, this show is not possible
without you and your support —
Thank You.

deliver the event you asked for and we truly are hoping that
we delivered. The changes we implemented this year were
not a small undertaking and I can honestly say there is much
When we announced the plans for the new venue back

-

improve upon the annual legacy of providing a successful con-

almost 100 people arrive on the day of the event to either

use that knowledge to make an event that gives back 110% to
and this event needed to change with them. You have been

day of networking and training.
Each change and opportunity was the result of sugges-

that change.

Key improvements included:

Internet access throughout the event for everyone
Keynote Speaker

-

let me get down to the details about our event and share with

ence.

-

sion. This undertaking could not have been possible without

-

be a part of something bigger than myself. I have enjoyed the
ogy Conference for many years to come.
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Technology Conference Special Feature
20th Annual ISPE-CaSA Technology Conference:
A Platinum Hit!

of our Chapter.
The tone of this year’s
conference was set prior
to stepping through the
front door as two sign

was one to remember in the life

-

to deliver yet another unprecedented ISPE CaSA Technology
Conference.

their best moves while
perched on elevated
columns along Salisbury Street.
was just as hot. Raleigh Mayor
-

Bob Ingram

manufacturing.
-

vision for Research Triangle Park. ISPE CaSA was also pleased

-

-

the ISPE CaSA Chapter.

Nancy Berg, ISPE International President and CEO
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Technology Conference Special Feature
ISPE CaSA 2013 Student Poster Competition
-

-

in CGA009 Rps. palustris entrapped in microbial paper can be
m-2 hr-1
2

The 2013 CaSA ISPE Undergraduate poster winner was
Charles Okechukwu
The 2013 CaSA ISPE winner in the Graduate category was
Oscar Bernal
2

2

Both the undergraduate and graduate winners receive a
-

solar energy trapping as a component of a microbial photo fuel
-

Student Members in the world. We also want to thank all of
2

future of our industry.

2

Graduate
Winner:

Oscar
Bernal
Highly reactive
microbial paper
and non-woven
biophotocomposites for CO2
recycling and H2
production

posite materials. Cells have all the necessary molecular machinery to carry out photosynthesis in a stable chemical environment

that keeps the cells hydrated and acts as a transport network
-

Undergraduate Winner:

Charles Okechukwu
Revealing the Role of Cancer
Testes Antigens in HIF Signaling

contribute to tumor aggressiveness.
-
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Technology Conference Special Feature
ISPE Tech Conference Career Fair
surrounded the room at the 2013 ISPE Tech Conference

Biogen Idec
Catalent
Eisai
Merck
Grifols
Belcan

PCI
Mangan BioPharm
NNE PharmaPlan
Professional Project Services
Novo Nordisk
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Technology Conference Special Feature
Photo Gallery: Education Sessions
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Technology Conference Special Feature
Photo Gallery:

Networking Reception
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Technology Conference Special Feature
Photo Gallery:

University Booths
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Technology Conference Special Feature
Photo Gallery: Scenes from the day

(above) Mike Putnam (left), Co-Chair of Conference and Bruce
Craven (right), Chair of Tech Conference

(above) Mayor Protem, Eugene Weeks, welcoming conference
attendees to the downtown venue

(below) CaSA Chapter President, Jennifer Lauria Clark, CPIP
presenting the 20th Annual Tech Conference Cake to Bruce & Mike.

(below) Jennifer Lauria Clark, CPIP, ISPE CaSA President

16

Technology Conference Special Feature
Technical Topic Featured at the Tech Conference

Exploiting the Not-So-Best Practices of the Pharma Supply Chain

I want to thank the honest and hard-working members
-

thereby establishing a healthy base of business for me to
products.

-

counterfeiters cannot be stopped or even deterred away from
dangerous medicines to other more benign product catego-

hide from each other.

-

ply chain … from the vantage point of a business opportunist.
So let’s get started with my confessions.

Confession #1: My Market Space is the
Facility of Global Commerce
is cross-border trade facilitated by a growing percentage of

cornucopia of opportunity for those of us who understand
forcement resources around the world. In the unlikely event

-
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Technology Conference Special Feature
Confession #4: My Technology
Investments Are Largely in Packaging

-

ing. I always begin by purchasing genuine products to use as
commerce is always available to me. With the lack of internaInternet orders and sending the goods through parcel services
is perhaps the easiest and least risky trade route available to
those of us in this profession.

Confession #2: My Targets Are
Multinational Brands in High Demand

prudent enough to track inventories of such supplies into and
out of their providers.
-

cost of goods. Areas of prime interest in counterfeit trade in-

because the required high-tech scanners are located halfway

and healthcare products. All are money-makers for the same

-

than specialty items and are easier to move throughout their

of the product or the company’s security ink brigade.

Confession #3: As a Rule, Never Be
Seen With the Goods

My success in remaining undetected as a counterfeiter
-

-

-

manufacturer of their most cherished brands. Regardless of
-

Confession #5: My Favorite Supply
Chain Category Is Reverse Logistics

People in my line of work know that famous brands have
liberal returns policies. Perhaps the easiest way to make
money in counterfeit trade is to sell the fakes to the company
erally restocked and resold. There is no need to worry about

returned goods are sent back to the company through enterfence between me and the IP rights holders.

-
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Technology Conference Special Feature
returned goods
are processed by
-

cally orchestrated
through a thirdparty contractor
which picks up
the inventory and
brings it to a re-

-

value and reintroduce those products into the reverse logis-

Confession #6: I Am Inspired by the
Lack of Pharma Supply Chain Visibility
Confession #7: Laissez Faire Provides
a Supportive Business Environment
for Counterfeiters
-

-

-

-

exported goods.
-

Delivers

The leading provider of reliable and
compliant instrumentation services
t 877.724.2257 t www.pci-llc.com

PCI specializes in equipment management and documentation
compliance with FDA and ISO requirements, including:
t1SPDFTTBOEBOBMZUJDBMDBMJCSBUJPOTBOENBJOUFOBODF
t.BJOUFOBODFBOEFRVJQNFOUSFMJBCJMJUZQSPHSBNT
t*40.FUSPMPHZ-BCPSBUPSZ

Our full range of planning, engineering, and construction solutions
consistently deliver satisfaction in the pharmaceutical industry.

onealinc
A UNIQUE APPROACH

PROVEN EXPERIENCE

CLIENT SATISFACTION
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Technology Conference Special Feature
-

4.

Enlist the support of government agencies in authen-

5.
goods. Although this is not necessarily the case for pharma-

6.
7.

safeguard the supply chain. Maybe I can take a pill for that.

8.

10 Best Practices to Counter the
Counterfeiter

9.

Since I like making money at my job as a drug counter-

10.

when counterfeits enter the supply chain.
witnessed and documented.
Ensure suppliers and contract manufacturers are not
and other security breaches.
ing acquired by counterfeiters.

demonstrate some of the countermeasures currently in place
chain.
1.
2.
3.

Establish a companywide business culture of trust
Respond aggressively to all reported incidents.
Rewrite agreements with intermediaries to assure
your branded products are only purchased from your

Ron Guido spoke on this topic at the 2013 ISPE
Technology Conference.

Upcoming Events
June 27, 2013

by CleanSeal Door Systems

August 21, 2013
August 26-28, 2013
and improve GMP compliance.

August 27-28, 2013

NC

The dynamics of the modern Biotechnology industry are changing on many

-

21st Annual ISPE-CaSA
Life Sciences Technology Conference
Tuesday, April 8, 2014

Raleigh Convention Center

By registering early, you will get 10% off the price of your table as
well as first round selection.

A deposit of $250 is due by August 31, 2013
Payment Authorization Form
Please contact the main office if you have any questions:
(919) 573-5442 or info@ispecasa.org
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ISPE CaSA Chapter
E-Newsletter Ads

ISPE Carolina-South Atlantic
Chapter Newsletter

Newsletter Ads Work for
your Business!

whaines@manganinc.com
Chapter Members throughout the Southeastern U.S.
That means you get targeted access to top-notch

-

so your ad can be accessed by interested visitors to our
site.

vice industries. The author is responsible for the accuracy
and correctness of all statements contained in the manuliability.) Manuscripts should be forwarded to a Memwhaines@
manganinc.com

Ask About

well as a brief biographical statement about the author

HOT LINKS!!

-

Would you like to have targeted customers simply click on
your ad and get right to your website?
-

Got News?
Send it to:

ISPE-CaSA
1500 Sunday Drive
Suite 102
919-573-5442
info@ispeCaSA.org

-

-

your logo or other artwork. Artwork should be sent
directly to
pkralka@FirstPointResources.com.
and professional fashion. If you have updates to your
or TIF formats are easiest for us to work with. Space is

