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Dear Friends,

Welcome to the 2010/11 Program Year of the Boston Area Chapter of ISPE. With the new season
comes the installation of our new Board of Directors and the beginning of regular Committee Planning
Meetings! This is the time of year when our course for the year is set and our collective Team comes
together and plans for success.

This year we have a number of important programs and initiatives to offer to our membership. It is the
goal of the Board of Directors, Committee Chairs and our incredible Volunteers to deliver the best
programming and networking opportunities possible to you, our Members.

While we complete our Strategic Planning, the results of which will take us through to next July, we are also hard at work
providing upcoming educational and social programs. We will start the season by offering three diverse events in
September, an Educational Program on the 16th which will focus on Process Optimization, a Young Professionals social
event featuring a Boston Harbor Cruise on the 17th and finally a Young Professionals vs. Grizzled Veterans Softball
Challenge, at the Teddy Ebersol Field on the Esplanade, on the 21st. (This is a first-ever event for ISPE and we thank the
Young Professionals for agreeing to spotting the Vets a three-run advantage. Perhaps a fantasy softball league will spring
up this winter to keep us engaged until  our next major tilt!)

Immediately following the recovery of the Grizzled Veterans from their pulled hamstrings and the healing of bruised egos
for the Young Professionals, we are fortunate to have our 19th Annual Product Show ready for you on October 6th at the
Gillette Stadium Clubhouse in nearby Foxboro. If you are a regular attendee then you know the drill - you can't miss this
day! If you have never attended, you well should. The event is open to all, free-of-charge, and presents an incredible
opportunity to be part of the best regional event in the industry.

The Product Show Educational Programs are top-notch, starting with a GAMP® Seminar in the morning and stretching
into the early evening. There's something for everyone, with educational tracks designed for both Young Professionals and
Industry Veterans.

The Product Show Keynote Address has been moved to 3:30pm this year to give everyone an opportunity to hear Dr.
Sylvie Gregoire, President of Shire Human Genetic Therapies, introduce Shire and its culture and describe the reasons
Shire elected to stay local with its current and future expansion plans. Dr. Gregoire will also review the critical decisions
that led Shire to adopt a disposables approach in their new production plant. A question and answer period will follow her
address and will feature a group of Shire leaders. With Shire as a leading global biopharmaceutical with a major
commitment to the local area, we are very fortunate to have Dr. Gregoire as our Keynote. Our sincere thanks to Dr.
Gregoire and all those at Shire who have supported the planning of this event so enthusiastically.

In closing I would like to thank you all for the once-in-a-career privilege that comes with leading your Chapter this year. It
is my intention to be accessible to all Members in the hope that we can continue to build on the incredible strength and
diversity of our Chapter. Please call me or drop me an email if you have an idea or request at ispe@camihq.com

I look forward to a year of great dialog and many successful programs and events.

Thank you,

 

 

Jim Grunwald

President's Message: Welcome to the 2010/11 Program Year of the Boston Area
Chapter
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Teddy Ebersol Field, Boston, MA

Register today at www.ispeboston.org/events 

Wednesday, October 6, 2010
Annual Product Show

Attend the Chapter's flagship event and learn about the current and future
state of Biopharm. Its FREE to Attend!

Keynote Address-Hear from Sylvie Gregoire, President of Shire HGT

Source new products-View new technology and innovations from over 270 exhibitors, 30 are new

Improve your knowledge-Attend any of the eight Broad Based Educational sessions

Develop new resources-Connect with 2000 biopharmaceutical professionals

Gillette Stadium, Foxborough, Massachusetts

Register today at www.ispeboston.org/events

Wednesday, October 6, 2010
GAMP Forum

Join us at Gillette Stadium for the ISPE Boston GAMP Forum. This is your chance to see presentations on hot topics, and
be updated on the GAMP world of activities. Meet other local and regional people from Quality, Technical and Compliance
fields to share ideas and experiences that benefit your company and our industry.

Topics for this year include:

• Review the latest FDA Inspection Initiative related to CFR 21 Part 11, as the agency reviews the industry's interpretation
and implementation of the Final Guidance issued in 2003. 

• Discover how ISO 9001 standards, the foundation of the ICH Quality Systems, are being re-introduced to life sciences
and how your cGMP Quality System can benefit. 

• Learn how to select and utilize practical tools available to you for performing risk analysis in your day to day
implementation of Quality Risk Management. 

• Hear about the latest best practices being discussed within the GAMP Special Interest Groups with opportunities to
participate and collaborate with industry colleagues. 

Pre-registration for this special GAMP Forum, being held in conjunction with the Annual Product Show, is manditory for
attendance. Registration for GAMP automatically registers you as an attendee for the Product Show.

Gillette Stadium, Foxborough, Massachusetts

Register today at www.ispeboston.org/events

by Brian Hagopian, Mar Cor Purification

This year the 19th Annual ISPE Boston Area Chapter Product Show will be held on Wednesday, October 6th. at Gillette
Stadium in Foxboro. It is going to be the biggest and best Product Show ever, loaded with more products and educational
content than ever before. If you've attended prior shows here, you already know what a great venue it is. If you have not
been to Gillette before - you really have to make a point of visiting the show. Why?

Free admission and free parking for all
attendees
Over 270 exhibitors setting a new
record for the event

Join the Excitement: Visit Product Show XIX at Gillette Stadium on October 6th

http://www.ispeboston.org/events/
http://www.gillettestadium.com/stadium_information/index.cfm?ac=directions
http://www.ispeboston.org/events/
http://www.gillettestadium.com/stadium_information/index.cfm?ac=directions
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An expansive view of Gillette Stadium forms a spectacular
backdrop for the Annual Product Show

The Clubhouse bar provides a convenient area for
networking with colleagues

 

 

 

 

 

 

More than 50 new exhibitors you've
never seen here before
Five career center tables from
companies looking to add staff
Keynote Address by Dr. Sylvie Gregoire,
President of Shire HGT, on the biotech
industry and Shire's plans for growth in
Massachusetts 
Six industry-specific educational
programs (see related article) held in
Gillette's luxury club level boxes
Information-packed morning GAMP®
session (see related article)
Free hot and cold food, bottled water
and non-alcoholic beverages throughout
the dayStudent Chapter and Young
Professionals gathering - meet the
industry's future leaders
 Valuable raffle prizes given away throughout the day and first-ever silent auction
Stadium tours

There is no other single place where members of the local life sciences community can mingle and meet the ISPE Boston
Area Chapter board of directors, past presidents and advisory committee members (many of whom are local industry
leaders) - all  while viewing new and exciting products and services offered by the exhibitor community. The Product Show
committee has worked diligently to bring products of interest to companies needing products in a fun, exciting, and
hospitable location.

Over 270 exhibitors and 1800+ attendees are expected to participate this year

Since its beginnings at HoJo's in Cambridge, the Product Show has evolved into much more than a vendor and product-
based event and has truly become a one-of-a-kind extravaganza. We've heard from so many exhibitors that this Show
surpasses other local events and is THE ONE SHOW that everyone should attend. In fact, the Product Show has received
such acclaim that it won an award from ISPE International as the best special event in all of the Americas.

 Gillette Stadium provides a unique venue that holds a
special place in the hearts of New England Patriot fans.
Excitement and anticipation are high this year as the Patriots
contend to add another championship banner to the rafters.
We've taken advantage of some of Gillette's unique
offerings including stadium tours (a 40-minute guided tour of
the press box, visitor's locker room, and the stadium field)
and a raffle for gift certificates to the pro shop and area
restaurants. As a special bonus, attendees will be able to
enjoy Gillette's outdoor "red seats" during the Show (an area
normally reserved for season ticket holders) and possibly
even one of Gillette's luxury club boxes. This year, with the
expansion at Patriot Place, Gillette is a better venue than
ever, also featuring a newly opened Renaissance Hotel.

This year we have another excellent lineup of speakers for
our Keynote Address and Educational Program. The morning GAMP®session will be rich in content and carries a modest
sign up fee, primarily to defray the cost of lunch being furnished to session attendees. Visit our website
www.ispeboston.org for a complete roster of programs and speakers and to register to attend these sessions. Last year,
participation at the Keynote Address and Educational Program reached record levels, with over 750 attendees taking
advantage of scheduled events, so be sure to save your spot by pre-registering online.

The show runs from 12noon until  7:30pm - so you can get your work done early and still have
plenty of time to attend and participate. (The morning GAMP® session begins at 8:30am, prior
to the Show.) We guarantee you will find the Show rich in content. Plan to arrive early to beat
rush hour and take advantage of the many opportunities offered. We promise you a rewarding
day well worth the short trip from your workplace. Gillette Stadium is only a 35-minute ride from
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Delicious buffet
offerings keep
attendees well-fed
throughout the day

Attentive audiences and sold-out presentations
are the norm for the educational programs
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Kendall Square (we timed it!), Boston, and a bit longer from Worcester, so it's really closer than
you think.

And remember, the show, including the Keynote Address and Educational Program (except
GAMP®), is FREE (free parking, too), with complimentary food and non-alcoholic beverages
served throughout the day, a cash bar and a complimentary lunch for exhibitors. The food at
Gillette is top-shelf all  the way - just ask anyone who has ever attended. You won't go home
hungry!

The Product Show generates the funds needed to operate the Boston Area Chapter, so your
attendance not only provides you with valuable and pertinent information but helps attract the
exhibitors whose participation ensures the Chapter's continued success. Because of the funds raised by this event, the
Chapter is able to sponsor top flight educational programs, social events, facility tours, workshops, student chapters,
communities of practice, and much more throughout the year.

Please register at our Web site (www.ispeboston.com) and help support the Boston Chapter by attending this event. It will
be a smart decision that you will not regret, we promise!

by Laurie Masiello, Masy Systems, Inc.

The ISPE Boston Area Chapter is thrilled to announce that Dr. Sylvie Gregoire, President of Shire HGT, will be the
keynote speaker at this year's Product Show at Gillette Stadium on October 6th. Dr. Gregoire has over 20 years of
pharmaceutical and biotechnology experience. She has held senior positions at IDM Pharma in California, GlycoFi in New
Hampshire, Biogen in the US and France, and Merck in the US and abroad. Dr. Gregoire joined Shire in September 2007
and is President of Shire Human Genetic Therapies. As one of the world's leading specialty biopharmaceutical companies,
Shire is focused on a single purpose: to enable people with life-altering conditions to lead better lives.

Dr. Gregoire's keynote address will begin at 3:30pm. She will introduce the audience to Shire and its culture and will touch
on some of the reasons why Shire elected to stay local with its current and future expansion plans. She will also describe
the critical decisions that led Shire to a disposables approach in their new production plant, including timing, automation
and validation. A question and answer period follows Dr. Gregoire's address and will feature a group of Shire leaders.

The ISPE Annual Product Show has been held at Gillette Stadium for the past five years, and has been a flagship event
for the Boston Area Chapter for the past nineteen years. In addition to the Keynote Address, the Product Show offers a full
day of activities including educational sessions, almost 300 vendor exhibits (vendor booths sold out again this year) and
the opportunity to network with the 2000 or so local life sciences professionals expected to attend this year.

Register for the Product Show today to attend Dr. Gregoire's keynote address and other scheduled sessions - as always,
admission, parking and food are free.

by Brian Hagopian, Mar Cor Purification

This year's Product Show at Gillette Stadium offers eight opportunities to learn from local industry leaders. The morning
session starts out with a GAMP® forum from 8:30am to 12:30pm (see following article for details) where attendees will
receive up-to-date industry information and enjoy Gillette's excellent lunch buffet. You must pre-register to attend the
GAMP session; there is a nominal fee to cover the cost of lunch.

The six afternoon sessions will run about an hour apiece, affording
speakers more time to dive into their respective subject matter
while still leaving ample time for questions and answers
afterwards. Three sessions run concurrently; the first group from
1:30pm to 2:45pm and the second group from 5:00pm to 6:15pm. 

The Product Show is proud to feature two speakers from the
University of Massachusetts this year. Dr. Carl Lawton from UMass
Lowell will cover the basics of biotech in his talk entitled "Biotech
101." Back by popular demand, this introductory session attracted a
record turnout at last year's event. Dr. William Thomas from UMass
Medical in Worcester will take the next step in his discussion
covering Biotech R&D and Scale-up.

The production-oriented sessions feature two accomplished
speakers. Dr. Michael Drues from Vascular Sciences will be speaking on "Combination Products and Convergence," while
Gregory Zarbis-Papistoitsis from Percivia will cover "Streamlining Monoclonal Antibody Purification Processes."

The focus shifts to facilities with Charles Pappalardo from Charles
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