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President’s Message

Ma6 Gilson

Welcome to our ﬁrst newsle6er of
the new year! I hope you had a great
start to 2014. We’ve been very busy at
ISPE CaSA planning several events for
you to par5cipate in. I hope you will
put these dates on your calendar and
join us at these events.
The Toys for Tots event at Novar5s
was a great 5me! Thank you for
coming and dona5ng LOTS of toys.

FEBRUARY 2014

(con5nued next page)

MARK YOUR CALENDARS!

February 7, 2014 – Annual CaSA Leadership Forum: “Taking Control of Your Career,”
McKimmon Center
February 27, 2014 – Therapeu5c Thursday, Double Barley Brewery, Smithﬁeld, NC
March 27, 2014 – Therapeu5c Thursday, Carolina Ale House in Cary, NC
April 5, 2014 – TriSci Tech Expo at Raleigh, Museum
April 8, 2014 – 21st Annual Technology Conference, Raleigh Conven5on Center
May 19, 2013 – Annual ISPE Golf Tournament at Prestonwood Country Club
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President’s Message

That’s always a fun 5me to get together and give back to our
community. Look for a more detailed ar5cle and pictures later
in this newsle6er. Thanks to TEK for sponsoring this event!
I hope everyone enjoyed the Young Professionals’ bowling
event at Sparians. This is becoming an annual tradi5on. It’s a
great venue and I trust that you had fun and were able to
meet some new people at the event. Thanks to the sponsors
of this event, PCI, Eisai, Sequence, and CRB. We greatly
appreciate your support!
On February 7, we’re having our annual ISPE CaSA
Leadership Symposium. This is a very popular event and a
great opportunity to get career 5ps, network, learn about
possible job opportuni5es, and hear from some great
speakers in the career development / leadership ﬁeld. I’d also
like to thank our event sponsors, CRB, Novar5s Vaccines,
Commissioning Agents, Inc., Burkert, FujiFilm Diosynth
Biotechnologies, McDonald York, Sequence, Hallam ICS,
Hospira, and Esai.
ISPE CaSA recently announced that we have begun our
exhibitor and presenter planning for this year’s Biotechnology
Day event, the Triangle SciTech Expo, at the Museum of
Natural Sciences on April 5, 2014. The second annual event,
BEST Fest, was held on April 6, 2013. The es5mated
a6endance was just under 7000, and over 50 organiza5ons
exhibited along with 11 presenta5ons by well-respected
speakers. The event was a tremendous success, and the event
steering commi6ee is looking to build on last year by
providing more coordinated museum ac5vi5es and addi5onal
exhibitor and presenter opportuni5es. This is a rare
opportunity to bring your family out to one of our local

museums and learn about biotechnology in our region.
Last but certainly not least, we are into the ‘heavy li%ing’
planning phase for our 21st Annual ISPE CaSA Life Sciences
Technology Conference. This is our premier event for the year
so mark your calendar for April 8 at the Raleigh Conven5on
Center and go ahead and register online at
www.ispe-casa.org/2014. This event promises to be a great
5me of educa5on, networking, fun, and gives you a chance to
view the latest technology and services available in the
pharmaceu5cal industry. I hope you’ll make plans to join us
and bring your colleagues.
As always, we con5nue to seek feedback for our commi6ee
chairs and the rest of our Board of Directors to under stand
what our membership values from ISPE CaSA. If you have
compliments, sugges5ons for improvement, educa5on ideas,
networking event ideas, or complaints, please let me or any
other Board Member know how well we are doing or what
we can do to improve. Our contact informa5on is on our
website (h6p://www.ispe-casa.org/) or you can email me at
president@ispecasa.org and I will respond or forward on as
appropriate.
If you are interested in serving on the Board, please get
involved on a commi6ee and talk to those already on the
Board for informa5on about that process. We’re always
looking to replace ourselves with other passionate leaders
in our industry!

Matt Gilson

President, ISPE CaSA Chapter

A couple reminders:

• Follow us and par5cipate with our social media accounts:
• Twi6er – @ISPE_CASA
• LinkedIn – ISPE-CaSA
• Facebook – ISPE-CaSA
• Google+ - ISPE CaSA

Come see us…

• ISPE CaSA Leadership Symposium – February 7, McKimmon Center, Raleigh
• Therapeu5c Thursday, February 27 at Double Barley Brewing, Smithﬁeld, sponsored by PharmaMatrix
• Triangle SciTech Expo – Museum of Natural Sciences, April 5
• 21st Annual Technology Conference, April 8, Raleigh Conven5on Center
• Mark your calendars for the Annual ISPE CaSA Golf Tournament – Prestonwood Country Club, May 19

A changing regulatory environment
requires a guide you can trust.

Comprehensive Compliance Solutions

888.242.0559 | propharmagroup.com
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21st Annual ISPE-CaSA Technology Conference
By Mike Putnam, CaSA ISPE Technology Conference Commi6ee Chair

Don’t miss early bird pricing for the best life sciences gathering in the Southeast! A6endee registra5on for the 21st annual
ISPE CaSA Technology Conference is now open! On April 8 over
1,000 a6endees and 200 exhibitors are expected to converge
on the downtown Raleigh Conven5on Center for what’s quickly
becoming the Southeast’s largest gathering of life sciences professionals. Educa5onal seminars for this year’s conference include everything from ‘Managing the Serializa5on
Transforma5on’ to a special track presented by NC Biotech Center BPD (Biomanufacturing and Process Development) on ‘Enabling Integrated Con5nuous Bioprocessing.’ Early bird
conference admission is $45 for members and $65 for nonmembers. Admission includes breakfast, lunch and dinner as
well as full access to exhibitor area, educa5onal seminars, and
networking recep5on.
Quick facts about the 2014 conference:
• 21st Annual Technology Conference date is set for Tuesday,
April 8
• Hosted at the Raleigh Conven5on Center
• New for 2014…Manufacturer Showcase area
• A6endee Registra5on opened Wednesday, January 29
• 5 Educa5onal Tracks featuring industry leading
professionals
• Networking Recep5on following conference featuring

gourmet food paired with Topo Dis5llery and Brewery
products 5-7pm
Please look for more details about the Technology
Conference in future e-blasts. In the mean5me, visit
www.ispe-casa.org/2014 to register to a6end. The conference
is expected to be a sellout, so act fast. Thanks and I’ll see you
there!



Triangle SciTech Expo – April 5, 2014 – Museum of Natural Sciences
(11 West Jones Street, Raleigh, NC 27601)

By David Smith, Triangle SciTech Expo Commi6ee Chair

I am excited to announce that we have begun our exhibitor
and presenter planning for this year’s Biotechnology Day event,
the Triangle SciTech Expo, at the Museum of Natural Sciences
on April 5. The second annual event, BEST Fest, was held on
April 6, 2013. The es5mated a6endance was just under 7000,
and over 50 organiza5ons exhibited along with 11 presenta5ons by well-respected speakers. The event was a tremendous
success, and the event steering commi6ee is looking to build

on last year by providing more coordinated museum ac5vi5es
and addi5onal exhibitor and presenter opportuni5es. There is
no fee associated with being an exhibitor or presenter, and attendance is free to the public on the day of the event thanks
largely to our headline sponsor, Biogen Idec. If you are interested in joining us as an exhibitor or speaker as we celebrate
our industry and provide fun educa5on opportuni5es for families in the region, please contact David Smith at
david.smith@ustechsolu5ons.com for more informa5on.



2013-2014 Board of Directors

Officers
Matt Gilson, President
Heather Denny, Vice President
Lisa Kerner, Treasurer
Bruce Craven, Secretary
Jennifer Lauria Clark, CPIP, Past President

Directors
Chip Chappell
Ken Ewan
Ben Hund

Committee Chairs
Wendy Haines, Newsletter
LeAnna Pearson, Student Affairs
David Knorr, IT Communications
John Marr, Networking
Jerry “Patch” Paciorek, CPIP, Membership Development
Jon Doyle, Young Professionals
Mike Putnam, Technology Conference
David Smith, Tri-Sci Tech Expo
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2014 CaSA Leadership
Symposium:“Taking Control
of Your Career”

By LeAnna Pearson, ISPE CaSA Student Aﬀairs Commi6ee Chair

The 2014 CaSA Leadership Symposium: “Taking Control of
Your Career” will take place on Friday, February 7 at the NCSU
McKimmon Center.
This event will center on leadership development for all
career levels of students and young professionals working in
the pharmaceu5cal manufacturing and services industry. The
day will include a Keynote speaker, networking opportuni5es,
and speaker panels on “how to get hired” and “what makes
a great leader.” This is a great venue to connect with
professionals who can change your career or help guide you
to your path to leadership.
Sponsorships are s5ll available for Pla5num, Gold, and Silver
levels - and we would love to hear from those interested in
par5cipa5ng as either an industry mentor or speaker.
Please contact Jennifer Lauria Clark, CPIP, at
Jennifer.Clark@CAgents.com for more informa5on.

Welcome New Members

We are crea5ng a resume book from this event. If you want
your resume to be viewed by top companies in the area, please
send your resume to casaleadershipsymposium@gmail.com.
All levels of experience are welcome to par5cipate (your
informa5on will be conﬁden5al). The deadline for resume
submission is March 1, 2014.



203 New Members
By Jerry “Patch” Paciorek, CPIP
CaSA Membership Development Chair

Great news! We have 203 new members who have joined
our Chapter since July 1, 2013, which is more than half way to
our goal to sign up 350 new members by June 30, 2014. Thanks
for all your eﬀorts and support in spreading the word about
ISPE and the CaSA Chapter!
Please remember ISPE’s Refer-A-Friend Program! Earn one
free month of membership for every friend you refer. All the
details are available at h6p://www.ispe.org/membership-referral-program
If you have any ques5on about ISPE or the CaSA Chapter,
please contact me at paciorek@cagents.com.



New Members who joined November 18, 2013 through January 21, 2014
Sindhu Addala
Hector Alvarado
Michael Berg, PhD
Mariessa Blunt
Dorian Boone
Justin Caldwell, PE
Swapna Charla
Ting Cheng
Mohit Chintakindi
Bhasker
Tim Davis
Vidhi Desai
AJ DiDuro

Vaishnavi Dodwadkar
Megan Fruchte
Tom Goodwin
Nolan Gregory
Yousef Hanif
Cameron Hanson
Monica Haubenschild
Tom Hefferan
Larry Herbst
Scott Hughes
Chelsea Kellinger
Mitchel Kevern, MEM
Kendra King

Jess Kruh
Jason Layne
Dave Lescinski
Sarah Lipinski
David Maeng
Anne-Marie Marquez
Mauro Milchteim
James Mulling
Greg Nelson
Sonali Patel
Marisol Patino
Luis Ramirez
Tim Rodgers

John Marr
919.357.6112

Alycia Rouffa
Matt Schrader
Nolan Shen
Chris Small, PE
Bryant Sprinkle
Gary Tester
Stephen Turner
Burak Ucar
Alex Vaca
Chris Wilkins
Shelby Wood

REBUILDING
G
UPDATING
G
RENOVATING
G
CHANGING
G

john.marr@crbusa.com
www.crbusa.com

CONSULTING | DESIGN | CONSTRUCTION | COMMISSIONING | QUALIFICATION
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9 th A n n u a l

LEADERSHIP SYMPOSIUM

Friday, February 7, 2014
8:30 – 4:00 pm
NC State McKimmon Center
http://casaleadership.eventbrite.com
h
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Membership Corner

CaSA Member Spotlight: Jennifer Lauria Clark

By Newsle6er Commi6ee

Q: What is your full name?
A: Jennifer Lauria Clark
Q: Birth Place?
A: Rocky Mount, NC
Q: College?
A: North Carolina State University
Q: Tell me a li6le about your
personal life.
A: I have been happily married to
my husband John for over 7 years
Jennifer Lauria Clark
and have two beau5ful children,
Reese and Riley who keep me occupied when I am not working. Our whole family loves visi5ng
family and friends, hanging out at Lake Gaston, NC State Football games, and Friday Pizza Nights.
Q: What is your present posi5on? What do you do at your
job?
A: Southeast Technical Services Manager for Commissioning
Agents. I do Business Development, Marke5ng and perform
Technical Services for Commissioning Agents, Inc.
Q: How long have you been with your current employer?
A: 2+ years
Q: Tell me about your career path, and how you ended up
where you are today.
A: I began my ﬁrst job 3 months a%er I graduated from NC
State. I went to Europe for a month the day a%er I graduated
from college without a job. I had some prospec5ve
opportuni5es but nothing ﬁnal. The day before I graduated a
man that I had met at the ISPE Annual Mee5ng two years earlier called me about a posi5on. I told him I was about to leave
for a month and he said let’s talk when you get back. We
talked when I returned and I went to work for his company.
About 18 months later I got married and ran into the CEO of

another company, who I knew personally and from ISPE, on
the return trip from my honeymoon. He said they were
looking for some help and I met with his C&Q Manager and
started working for them a month later. A%er working there
for ﬁve years, I was approached by CAI at an ISPE Annual
Mee5ng about joining their team. Within a few months, I
joined CAI and began a new journey in a leadership posi5on
within our company. Needless to say…ISPE has been a large
part of my career path.
Q: What is your favorite part of your job?
A: Working with a group of intelligent individuals with the
same common goal of success for not only ourselves but for
our employees and our clients.
Q: How long have you been a member of ISPE/when did you
ﬁrst join ISPE?
A: I celebrated my 10 year anniversary this past November.
I joined ISPE in 2003 when I a6ended my ﬁrst annual mee5ng
as a student with my parents in New Orleans, LA.
Q: What beneﬁts have you realized from being a member of
ISPE?
A: There are many beneﬁts that I have realized from being
an ISPE Member the past ten years. I have made incredible
friends who also encompass a large part of my professional
network. I have had opportuni5es to serve as ISPE CaSA’s
Chapter President and presently I am fortunate enough to
sit amongst great leaders of our industry on the ISPE
Interna5onal Board. My career has ﬂourished from
volunteering with ISPE and par5cipa5ng in training courses.
Today, I am a much stronger professional in my leadership
skills, management style, and have more knowledge about
the industry than I would ever be able to obtain on my own.
Q: Why are you s5ll involved with ISPE?
A: ISPE has in many ways helped shape who I am today. I am
s5ll involved because my parents (my dad is a long standing
Member) encouraged me to join when I was a student at NC
State. I was given opportuni5es to succeed as a student and a
young professional by others who came before me within
ISPE.

(con5nued next page)
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I stay because I want to give back to the students and young
professionals coming a%er me. I want to mentor, support,
review resumes, volunteer alongside and hire excellent young
talent. I am fortunate enough to work for a company who
supports my 5me and realizes the beneﬁts of ISPE in helping
our company and our employees more forward not only professionally but personally.
Q: Any Mentors/Role Models that have helped to shape your
life?
A: Wow, there are many people who have helped shape my
career. The people who have taken an interest in my career
and me the past 8 years have blessed me. My biggest champion is my husband, John Clark. Others who have helped
mold my successful career are my parents, Tom and Debbie
Lauria, my sister, Kari Lauria Delahunty, Jane, Bruce, Keith,
Lisa, David, David, Sco6, Mark, Bo, Heather, Ma6, Tim, Bob,
Dan, Tracey, Rosemary, Jon, Wendy, Amy, Sherry, Nancy, Charlo6e, Emily, Nicki, Jeﬀ, Karleen, and Bill. The expansive network that I have been aﬀorded during my professional career
humbles me. Thank you all for touching my life somehow.
Q: If you weren’t involved in pharma/biotech, what business
do you think you’d be in?
A: Wedding Planning.
Q: What is one skill you wish you had that you don’t?
A: Ar5s5c ability – to sing or draw.

Q: Any hobbies? What are they?
A: When I have 5me, I like to read and do cra%s.
Q: Do you collect anything?
A: I love oﬃce supplies.
Q: Finish this sentence – “I need more….”
A: I need more… Chocolate Chip Cookies.
Q: Favorite Food?
A: Anything Italian.
Q: What is something that people would be surprised to learn
about you?
A: When I was in High School, I was chosen to represent
North Carolina at the Asian Paciﬁc Economic Conference
(APEC) in Auckland, New Zealand. At this event, I got to be
the lead interviewer at 17 while interviewing the Prime Minister of Singapore, Goh Chok Tong.
Q: Last movie you saw?
A: With kids: Frozen Without: American Hustle
Q: For those in the early stage of their careers, what advice
would you give them?
A: Trust your ins5ncts. Understand the decision to be made,
take the 5me needed to deliberate the decision, and trust
your decision.



CaSA COMMITTEES
IT Commi6ee
David Knorr
psudave85@gmail.com

Newsle6er Commi6ee

Membership Development Commi6ee
Jerry “Patch” Paciorek, CPIP
paciorek@cagents.com
Networking Commi6ee
John Marr
John.marr@crbusa.com

Wendy Haines
whaines@manganinc.com

Student Aﬀairs Commi6ee
LeAnna Pearson
ispeCaSAsac@gmail.com

Technology Conference Commi6ee
Mike Putnam
mike_putnam@sequencevalida5on.co
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Tri-Sci Tech Commi6ee
David Smith
davidglennsmith@gmail.com

Young Professionals Commi6ee
Jon Doyle
jdoyle@pci-llc.com

PHARMACEUTICAL/
BIOTECHNOLOGY PROJECT
SPECIALISTS

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

PROVEN EXPERIENCE

CLIENT SATISFACTION
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Project Planning/Design
Process & Facility Design
Scheduling/Cost Estimating
Construction Support
On-Site Resources

AARON SINK
919.755.1033
www.hipp-usa.com
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nnual
ISPE-CaSA
ISPE-CaSA Life
Life Sciences
Sciences
Technology
Technology Conference
Conference
Tuesday, April 8, 2014
Raleigh Convention Center

t
t

10:00 am - 7:00 pm
Raleigh, North Carolina

Registration: ISPE Members $55 / Non-Members $75
Early Bird Rates: ISPE Members $35 / Non-Members $55
t

Source state-of-the-art technology

t

Discuss novel applications and
solutions with over 200 exhibitors

t

View product demonstrations
in person

t

Network with more than 1,000
industry professionals

t

Participate in industry-specific
informational sessions

t

Enjoy food and beverages
throughout the day

For more information and to register, please visit: www.ispe-casa.org/2014
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Student Corner

Campbell University ISPE Student Chapter
By Dr. Daniel Shin

Campbell University ISPE Student Chapter was created
when it had its ﬁrst mee5ng in the spring of 1996 with seven
students. Dr. Mark Yates who served as a faculty advisor
launched the mee5ng with the help of Jane Brown, the ﬁrst
Chair of the Student Aﬀairs Commi6ee in the ISPE CaSA
Chapter. The two had met several 5mes from December 1995
to discuss various necessary things for crea5ng a new student
chapter. Their dedica5on and long hours of service made the
student chapter crea5on possible at Campbell University.
Thanks to the con5nuous support of Jane Brown and dedicated
work of Dr. Yates, it started to grow and the ini5al small seed
became a tree with a ﬁrm root system that are from the
ﬁnancial support of ISPE to friendly and helpful Members in
the CaSA Chapter.
Campbell University has tried to support several students to
a6end the Annual ISPE Mee5ngs. Many students have
par5cipated in the ISPE CaSA Student Poster Compe55on and
won the local compe55on and free trips to compete in the
Interna5onal ISPE Student Poster Compe55on. One Campbell
University student, Eric Blaesing who now works for Novar5s in
Holly Springs, won the ISPE Interna5onal Student Poster
Compe55on in 2003.
A%er Dr. Yates le% Campbell University for Wyeth (currently
Pﬁzer) in 2000, Dr. Daniel Shin joined Campbell University in
2001 and has served as a Faculty Advisor for the Chapter since
then. Under his leadership, the chapter has grown more and

Student Chapter: ISPE Campbell University
Student Chapter
Ins5tu5on: Campbell University

Industry Advisor: Dr. Mark Yates
Faculty Advisor: Dr. Daniel Shin

Faculty Co-Advisor: Mr. Mike Gallagher

President:
Name: Pra5bha Chowdary Koneru
Email: pckoneru0919@email.campbell.edu
Vice President:
Name: Jenny Hughes
Email:jlhughes0623@email.campbell.edu

Secretary:
Name: Courtney Huﬀman
Email: cnhuﬀman0308@email.campbell.edu

has had consistent monthly mee5ngs, and produced ac5ve
Student Members who later served faithfully for the CaSA
Chapter. The Chapter won the Interna5onal Student Chapter
of the Year Award in 2007. This was all possible thanks to
the tremendous support of the CaSA Chapter Members and
leaders. In every mee5ng, Members were very friendly and
enthusias5c about helping in Campbell University Student
Chapter’s mee5ngs and other ac5vi5es. Their dedica5on and
countless hours of service have been the fer5le soil for the
Campbell University Student Chapter’s growth. All the
mee5ngs in ISPE CaSA such as conferences, seminars, career
fairs, technology shows, and leadership forums were a
tremendous learning experience. The students expressed how
helpful and excellent those mee5ngs were and appreciated
the opportuni5es for networking, socializing, learning, and
presen5ng. Resume cri5ques, interviewing skills, internship
opportuni5es, plant tours, seminars, etc. have helped the
students prepare for the real world. The students have
par5cipated in many volunteer opportuni5es for various
mee5ngs and other philanthropy ac5vi5es such as Habitat for
Humani5es, Toys for Tots, Race for Cure, and Relay for Life, etc.
Campbell University ISPE Student Chapter is commi6ed to help
the students to become involved in all aspects of ac5vi5es
related to healthcare.
Current organiza5on and oﬃcers in Campbell University ISPE
Student Chapter below.



Director of Public Rela5ons:
Name: Swanalika Avula
Email: s_avula1002@campbell.edu

Director of Campus Recruitment:
Name: Pravallika Vinnakota
Email: p_vinnakota0225@email.campbell.edu
Director of Student Ac5vites:
Name: Leslie Phillips
Email: ldphillips1030@email.campbell.edu
Social Chair:
Name: Ramya Pa5bandla
Email:
r_pa5bandla1217@email.campbell.edu

Website Manager:
Name: Sonali Patel
Email: sppatel0324@email.campbell.edu
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Networking

ISPE Toys for Tots Wrap-Up

ISPE-CaSA held its annual Toys for Tots Holiday Toy Drive and Breakfast
Wednesday, December 18, 2013 at the Novar5s campus in Holly
Springs, NC. The event kicked oﬀ with an early breakfast of
muﬃns, pastries, fresh fruit and hot coﬀee. Members
dropped by to deliver toys, enjoy a bite to eat and network
with other ISPE Members.
The dona5ons this year were remarkable! By the end of
the event, Nerf guns, Barbie dolls, footballs and teddy bears
ﬁlled the dona5on table. Members helped load the toys
into a large truck for delivery—it was ﬁlled to the brim!
ISPE would like to thank TEK for co-hos5ng the breakfast
and Novar5s for providing the loca5on to host the
event. And a big “thank you” to everyone who
donated and helped make this event a huge success!



Have a challenge? Bring it on.
We put
to work for
our Life Sciences clients.
R

mcdonaldyork.com
mcdonaldy
ork.com | 9
919.832.3770
19.832.3770
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Young Professionals Corner

What Defines Success – A President’s Perspective
So what really is success and how do we get there? It seems
that we all are trying to ﬁgure it out, whether in professional
or personal life. The Young Professionals Commi6ee has
recognized a great opportunity in hos5ng four very successful
business leaders to share their invaluable insights and lessons
learned from their personal road to success: Mike Putnam of
Sequence Inc, Andy Ferrell of PCI, Heather Denny of McDonald York, and Bruce Craven of Mangan Biopharm.
The path to success was diﬀerent for each of our guests and
mo5va5ons were not all the same, although there were a few
key elements that seemed to be common. First, the “Drive”
that propels us forward each day. Find that mo5va5on that
will drive you to seek opportuni5es, and go a%er them, because you never know where they might lead you. Second,
ﬁnd a good mentor and do not underes5mate the people
around you. Be it a book, a friend, or a variety of people who
advise you in your development and help you understand
how you are seen by others, you need to learn how to trust.

Third, give yourself a break. Learn from failures, because the
road to success involves failures. Failures are really
opportuni5es “in disguise” for learning and improvement.
So where are you going in your development? What are
your personal and professional goals? And when you ﬁnally
get there, is it going to be what you were expec5ng? Our
guests, who have go6en a long way in their success, told us
about their busy lifestyles and their commitment to what they
are doing. It became apparent that the end goal did not seem
to be as important anymore, as much as the passion that got
them there. They pointed out: ﬁgure out who you are and
where you want to ﬁt. If you are true to yourself and you
constantly search and adjust you might just create a success
story of your own!
The event culminated at Na6y Green’s where we could interact with our guests and enjoy the rest of the evening in
good company. Stay tuned for our next Young Professionals
event!



Left to Right, Mike Putnam of Sequence Inc, Andy Ferrell of PCI, Heather Denny of McDonald York, and Bruce
Craven of Mangan Biopharm
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Technology Corner

How Does Facility Layout Affect
Segregation Strategies in NextGen
Pharmaceutical Manufacturing
Facilities?
By Mark Witcher, PhD
Reprinted with permission from ISPEAK, the official Blog of ISPE

Complete separa5on of process and products from each
other within a biopharmaceu5cal manufacturing facility is
an opera5onal and regulatory impera5ve. But does that
necessarily mean physical separa5on? Or can separa5on be
achieved in common space?
I developed a discussion ar5cle for the latest electronic
supplement to Pharmaceu5cal Engineeringwhich I hope will
s5mulate dialogue on concepts and approaches related to
facility designs and their impact on segrega5on strategies
required to assure process separa5on during mul5product,
mul5phase manufacturing. Signiﬁcant pandemic threats,
rapid produc5on of Medical Counter Measures (MCMs), and
advanced biopharmaceu5cal business models require rapid
development to commercial manufacturing 5melines that are
only achievable by facili5es capable of suppor5ng

high-u5liza5on, mul5product, mul5phase manufacturing
employing methods and approaches outside previous
manufacturing prac5ces. While ISPE’s Baseline Guides
present important and useful current best prac5ces, the
industry faces many challenges from rapidly evolving
technologies, threats, and opportuni5es.
This ar5cle proposes ideas and concepts which I hope will
s5mulate discussion and debate required to evolve methods
and approaches for future Baseline Guides required to meet
those challenges. The industry and the pa5ents of the future
need your par5cipa5on in helping the industry quickly and
eﬃciently produce high quality products in the next
genera5on of manufacturing facili5es. Please read the ar5cle,
and then contribute your feedback on ISPEAK.
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Regulatory Update: EMA
Presentation, EU Regulator
Training By ISPE

Reprinted with permission from ISPEAK, the oﬃcial Blog of ISPE

This post is another a series of reports on the many regulatory-related ac5vi5es your fellow ISPE Members are undertaking, and how you can add your voice to these impac4ul
ini5a5ves.

Members Represent ISPE at
Prestigious EMA Events
Presentation to EMA on Drug
Shortages

ISPE was among a limited number of organiza5ons invited
to an invita5on-only EMA workshop in October intended to
increase awareness and inves5gate the possible causes of
shortages in the supply chain. The workshop involved discussion with pa5ent and pa5ent supply groups as well as technical representa5ves from industry. ISPE’s Drug Shortages Team
members provided input from the ISPE Drug Shortage survey
conducted earlier this year. ISPE plans a series of Drug Shortage session in 2014.

Presentation to EMA on
Dedicated Facilities

In September, ISPE was represented at an invita5on-only
workshop with members of the Quality Working Party (QWP),
Safety Working Party (SWP) and Inspectors’ Working Party to
discuss responses to the SWP dra% guideline on se7ng
health-based limits for shared facili5es and the updates to
Chapters 3 and 5 of the EU GMPs. Stephanie Wilkins, PE,
(PharmaConsult US), former member of the ISPE Interna5onal
Board and co-Chair of the ISPE Risk-MaPP Baseline Guide Task
Team, and ISPE Regulatory Advisor John Berridge, PhD, provided a presenta5on based on earlier ISPE comments. ISPE
provided input to a proposed
9 th submission
Annual dra%ed by EFPIA.
The EMA expects to issue a further dra% during the ﬁrst half
of 2014.
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LEADERSHIP SYMPOSIUM

9 th A n n u a l

LEADERSHIP SYMPOSIUM
Friday, February 7, 2014
8:30 – 4:00 pm
NC State McKimmon Center
http://casaleadership.eventbrite.com

Friday, February 7, 2014
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Presentation to EMA on Process
Validation

Earlier in 2013, Steve Tyler (AbbVie), former member of
the Interna5onal Board and current Chairman of the PQLI
Steering Commi6ee, represented ISPE at an invita5on-only
EMA break out session with members of the QWP on the
revision of the process valida5on guideline. The break out
session was held to discuss wri6en stakeholder proposals
on ques5ons put forth by the QWP on con5nuous process
veriﬁca5on, con5nued (ongoing) process veriﬁca5on, design
space veriﬁca5on and non-standard manufacturing processes.
ISPE joined other interested par5es representa5ve of a cross
sec5on of the European pharmaceu5cal sector. The ISPE
responses to the QWP ques5ons reﬂected industry
experien5al learning captured through the PQLI Technical
Commi6ee members.

ISPE Members Deliver
Training to EU Regulators
on QbD, QRM

The second ISPE-organized training event took place in October for more than 30 European GMP inspectors. The ﬁrst
training event, also on QRM, took place in June with approximately 15 GDP inspectors par5cipa5ng. A6endees included
MHRA inspectors as well as inspectors from other regulatory
agencies, including the Irish Medicines Board. The ISPE group
organizing and presen5ng the training is being led by Chris
Po6er, a member of ISPE’s PQLI team.
Each of the single-day programs included a review of the
diﬀerent QRM tools used by industry and a discussion about
how QRM might be used by in rela5on to proposed changes
in Annex 16 of the EU GMP Guide. The GDP QRM event also
looked at the impact of the introduc5on of QRM into the EU
GDP Guidelines. Following on the posi5ve feedback from the
regulators in a6endance, a two-day training for an addi5onal
30-plus inspectors and assessors is scheduled for February
2014. This event will look in depth at the applica5on of QbD
as well as touching on QRM and ICH Q10.
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ISPE CaSA Chapter
E-Newsletter Ads
Newsletter Ads Work
for Your Business!

Our Chapter produces six enewsle6ers per year, and we depend
on the support of our adver5sers.
We send out the newsle6ers via email and via web link to all of our
Chapter Members throughout the Southeastern U.S.
That means you get targeted access to top-notch
pharma, biotech, and bio-science professionals and
managers. These newsle6ers are also posted on our
website so your ad can be accessed by interested visitors
to our site.
Best of all, the cost is only $650 for your full color,
business-card-sized ad for six inser5ons. That’s only $650
for targeted adver5sing in full color for an en5re year!

Ask About
HOT LINKS!!

Would you like to have targeted customers simply click
on your ad and get right to your website?
A hot-link can be added to your ad, connec5ng readers
directly to your company website for an addi5onal
$500.00 for a whole year.
If you are interested in adver5sing with the ISPE CaSA
e-newsle6er, please contact our Chapter headquarters at:
ISPE-CaSA
1500 Sunday Drive
Suite 102
Raleigh, NC 27607
919-573-5442
info@ispeCaSA.org

You will be no5ﬁed via e-mail or telephone when your
adver5sement has been accepted by the ISPE CaSA
Communica5ons Commi6ee and asked to submit your
adver5sement digitally.

Full-color business card-sized ads (3.5” x 2”) may
contain your logo or other artwork. Artwork should
be sent directly to info@ispeCaSA.org

.
We ask that your text be no smaller than 12 pt so that
the text is easily readable in the electronic format. PDF,
JPEG or TIF formats are easiest for us to work with.
Space is limited, sign up today!
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ISPE Carolina-South Atlantic
Chapter Newsletter
1500 Sunday Drive, Suite 102, Raleigh, NC 27607
Tel: 1-919/861-4531 • Fax: 1-919/787-4916
whaines@manganinc.com

EDITORIAL POLICY
Ar5cles should be wri6en for technical professionals in
the pharmaceu5cal, biotechnology, and medical device
industries. The author is responsible for the accuracy and
correctness of all statements contained in the manuscript
(ISPE Carolina-South Atlan5c Chapter assumes no
liability.) Manuscripts should be forwarded to a
Member of the Communica5ons Commi6ee at
whaines@manganinc.com for review 30 days prior to
publica5on. A brief three to four sentence synopsis of the
ar5cle, as well as a brief biographical statement about the
author that includes educa5onal background, 5tle and job
aﬃlia5on, job responsibili5es and major areas of
accomplishment must accompany the ar5cle.

Got News?

Send it to: whaines@manganinc.com
Entries should be brief and be of general interest to the readership.
Entries must include a name and telephone number for
veriﬁca5on purposes.
We reserve the right to edit and select entries.

A word to the ISPE CaSA Newsle6er adver5sers:

Thank you all for your con5nued support. Without it we

could not have the wonderful support staﬀ to get our ISPE

CaSA Members the news in such a 5mely and professional
fashion. If you have updates to your adver5sements or

ﬁnd any other error, please contact us so that we can serve
you be6er.

