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Longtime PDA member and now President Richard M. Johnson had the
vision and took the initiative to create this PDA 65th Anniversary Book in order
to capture and commemorate the explosive growth in PDA's activities since the
Golden Anniversary in 1996. If not for his support, knowledge of PDA and vision
for this book, we would not have been able to produce it.

No PDA History can be written without the input of our members, without
whom there is no PDA. Since this book focuses on the 15-year period spanning
1997 to the present, we assembled a volunteer team of members who have been
active throughout this time frame. This group helped shape the book and reviewed
drafts and proofs. We want to thank the following volunteers for their help in
shaping the content and for providing valuable feedback and insight: Maik Jornitz,
Nikki Mehringer and Glenn Wright.

PDA staff also contributed and deserves recognition. James Lyda, Robert
Dana, and James Wamsley proved to be excellent sources of information about
the growth of PDA internationally and about the founding and ongoing activities
of the Training and Research Institute. They also have a keen eye for editing, and
their recommendations on that front were well appreciated! Wanda Neal, Richard
Levy, Adrienne Fierro, Hassana Howe and Emily Hough also provided insights,
suggestions and edits.

Creditisalso due to the PDA employees who assembled the Association's Annual
Reports each and every year since 1996. Most of what is included in this History
came out of those excellent yearly chronicles of PDA's activities. The PDA Letter
served as another invaluable source, not only for chronicling events and activities,
but for serving as a source for many of the photos included in this volume.

Finally, Katja Yount contributed many hours to this project. She designed the
entire book, matching the style established with the 50th Anniversary booklet
published in 1996. She attained the high quality scans of the 50th Anniversary booklet
and a companion history, which are included as appendices to this book; she foraged
for new artwork, often scanning images from old PDA Letters and applying some
PhotoShop magic; and she shepherded the material through the printing process.

PDA hopes members will enjoy this book for years to come.

PDA Director of Publishing
September 2011






The Parenteral Drug Association has been an active organization longer than
my lifetime, and over that span of time has reflected the vision, drive and contri-
butions of literally tens of thousands of members, volunteers, staff and profession-
als from the pharmaceutical and biopharmaceutical industry. As an organization
with such a proud lineage, it can be instructive, rewarding and entertaining to look
back on just a brief overview of that history.

We are indebted to our predecessors, who preserved for us the first 50 years
of the history of PDA, but copies of that are now hard to come by. We wanted to
capture that and make it available to our members, and to supplement it with
the information from the period since the 50th Anniversary. To that end, we have
tried to capture some of the key activities and events over the past fifteen years
in this book and added the original 50 year history. While no effort of ours could
comprehensively capture all of the people, accomplishments and activities that
our organization has had, we hope that this sampling will capture the spirit of
those people and efforts. We would also like to encourage any of you to send to
us any additional material, photographs or information about PDA that you would
like the organization to preserve. We will add it to the archive and maybe include
itin future editions.

We hope that you will enjoy revisiting some of the activities, places, and ac-
complishments of the first 65 years of PDA. Most of all, we hope you enjoy visiting
with old friends and colleagues, some of who are no longer with us. We hope, like
us, you take pride in our accomplishments and inspiration to continue the legacy
that they have built.

Best Regards,

Richard M. Johnson
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ince its humble beginnings in New York in 1946, the Parenteral Drug Associa-
Stion (PDA) has grown into an internationally active, influential and respected
professional association representing the diverse interests of those working in and
contributing to the pharmaceutical and biopharmaceutical industry. Echoing words
from the introduction to PDA's 50th Anniversary booklet, PDA has undergone dra-
matic change in the years leading up to the 65th Anniversary. Yet, certain themes
are unchanged!

Dramatic changes are reflected in the rapid growth in member volunteers out-
side of the United States. Whereas the first five decades saw the membership in
the United States driving most activities, over the last fifteen years, participation of
members in Europe and Asia has had major impact on every facet of PDA's offerings
and programs. Another dramatic change has been the opening of the PDA Train-
ing and Research Institute in 1997. This milestone allowed PDA to offer hands-on
industry training in a cleanroom environment—the first of its kind. After all this time,
PDA remains the only professional association in the industry with its own training
facility.

What is unchanged? For one, PDA had gained a reputation of providing forums
for its members to meet with officials from the U.S. FDA and/or the U.S. Pharma-
copeia to discuss issues in a collegial, scientific manner to help shape regulations,
guidances and compendial standards. PDA has excelled at providing this connec-
tion over the last fifteen years with the forging of relationships with the European
Medicines Agency and various other regulatory authorities in Europe, Asia, Canada
and elsewhere.

Butitis not a group of professional advocates that allow these links to grow. Instead,
it is the volunteer membership. In 2011, PDA can boast that over 10% of its members
are actively involved with planning and speaking at conferences, serving on advisory
boards, committees and task forces, and leading chapters and interest groups.

The last 15 years have seen tremendous growth in PDA's activities to meet its
members' unique needs. From the growing number of specialized events held each
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PEOPLE — Enhance the Value of the SCIENCE — Be recognized as a leading
PDA Membership organization for manufacturing science,
quality and innovation

year to the purpose-driven technical publications, PDA is working on multiple fronts
to serve the membership. A true strength of the organization is its ability to bring
together volunteer experts to influence regulation with strong scientific principles.
In 2005, PDA's Board of Directors adopted the tagline Connecting, People, Science
and Regulation®as a reflection of this strength.

As PDA looks forward, its leadership adopted a new Strategic Plan to ensure
that the Association will continue to operate and serve members globally with
publications, conferences, training and other activities, as well as continue to serve
as the foremost organization for membership networking and sharing of best prac-

tices among colleagues in industry, regulatory agencies, and academia. This plan
touches on the three pillars of PDA and will strengthen PDA's ability to connect
people, science and regulation.

REGULATION — Our regulatory
activities are scientifically and technically

focused, and current information is
communicated to our members

1. The Bethesda Towers, PDA’s Global
Headquarters since 2006

2. The Pillars of PDA’s 2011-2015
Strategic Plan

3. TRl Instructor David Matsuhiro
addresses students during a hands-
on laboratory course

PDA MISSION

To develop scientifically sound, practical
technical information and resources to
advance science and regulation for the
pharmaceutical and biopharmaceutical
industry through the expertise of our
global membership

PDA VISION

To be the foremost global provider of sci-
ence, technology and regulatory infor
tion and education for the pharmaceutical
and biopharmaceutical industry
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is people. And not just any group of people. It is composed of well
PDAeducated, highly trained scientists, requlatory experts, businessmen/
women, lawyers, doctors and academicians, who seek to serve the greater good by
manufacturing or contributing to the manufacture of safe, effective and quality

medications. PDA was formed by these individuals, grew because of them and exists
today to continue serving them.

PDA is truly an Association of the members, by the member and for the members.
Nearly every initiative undertaken in its history was driven by a volunteer champion.

This chapter celebrates PDA's members and, in particular, those volunteers who
have gone above and beyond in the years 1997-2011. It includes a listing of all Honor
Award Winners, Board of Director members, Advisory Board participants and Chapter
Leaders. The chapter concludes with photos of various staff members who have worked
with members to advance all of PDA's projects.

Fonor Award Winners

The PDA Honor Awards are bestowed
on members who provide exceptional lead-
ership and service to the Association, and e
have been awarded at the Annual Meeting
since 1958. Over the years, the number of
awards has grown to recognize the various
activities of PDA's members and staff, with
new awards created over the last 15 years
in recognition of Chapter leaders, PDA-DHI
authors/editors and PDA staff.

Honorary Membership

This is PDA's most prestigious award, conferring lifetime membership benefits to the
recipient. The award has usually been given in recognition of very long service, of a
very significant nature, to PDA. The award requires unanimous approval of the PDA
Board of Directors.

1997  Doris L. Conrad

1999  lIrving J. Pflug, PhD

2000 Clarence A. Kemper, PhD

2001 Michael S. Korczynski, PhD

2002  Joseph R. Rabinson, PhD, and R. Michael Enzinger, PhD
2003  Frederick Gudtafson

2004  Robert Myers

2005 Kunio Kawamura, PhD and Russell Madsen 000
2007  Bengt Ljungqvist, PhD and Berit Reinmuller, PhD
2008  Julius Knapp

2009  Edmund Fry

2010  Nikki V. Mehringer

1997

1998

2000

2002

2004

2006

2008

2010

1998-2010

Raymond Shaw, Jr., PhD
Wyeth-Ayerst Labs

Joyce H. Aydlett,
Catalytica Pharmaceuticals

Robert B. Myers,
Schering-Plough

Floyd Benjamin,
Keystone Pharmaceuticals, Inc.

Nikki Mehringer,
Eli Lilly and Company

Vincent Anicetti,
Genentech, Inc.

John Shabushnig,
Pfizer Inc.

Maik Jornitz,
Sartorius Stedim Biotech

1. Vince Anicetti presents Stephanie
Gray with the Frederick J. Carleton

Award

2. Raymond Shaw presents Doris
Conrad with the prestigious
Honorary Membership Award

3. Russell Madsen (right) presents
William Whyte with the 2002
Michael S. Korcynski Lecture Award

4. The 2000 Honor Award winners

10]0)




Gordon R. Personeus Award

Presented in memory of the late Gordon Personeus, past PDA President and long-

time volunteer, this award is intended to honor a PDA member, other than a Board
member, for long-term acts or contributions that are of noteworthy or special
importance to PDA.

1997  James D. Wilson

1998  Kunio Kawamura, PhD and Toshinobu Aoyama, PhD
1999  Bernard Kronenberg and Carol Lampe
2000  Frank Bing and Robert Pazzano

2001  Regina McCairns

2003  Julius Knapp

2004 Daniel Gold, PhD

2005  John Geigert, PhD

2006  Susan Schniepp

2007  Richard Johnson

2008  Karen Ginsbury

2009  Susan Schniepp

2010  Edward H. Trappler

Frederick J. Carleton Award

Presented as a tribute to lifetime contributor, past President, past Executive Director

and Honorary Member Frederick J. Carleton, this award is designated for a past or
present member of the PDA Board of Directors whose services on the Board are
determined by his/her peers as worthy of such recognition.

1997  Clarence A. Kemper, PhD
1998  James E. Akers, PhD
1999  Floyd Benjamin

2000 Raymond Shaw, Jr.
2001 Joyce H. Aydlett

2002  Robert B. Myers

2003  Henry Kwan, PhD

2004  Glenn Wright

2005 Richard Levy, PhD

2006  Stephanie Gray
PDA Pre Si d en ts 2007  Jennie Allewell and Nikki Mehringer
2008 Lisa Skeens, PhD
2009  Vince Anicetti and Yoshihito Hashimoto

2010  Robert Dana

Edmund M. Fry

Neal G. Koller

Robert B. Myers

Richard M. Johnson




Frederick D. Simon Award for Best Paper in the PDA
Journal of Pharmaceutical Science & Technology

This award is named in honor of the late Fred Simon, who was PDA's Director,
Scientific Affairs, and is given to the authors of the for best paper published in the
PDA Journal of Pharmaceutical Science and Technology

Dexi Liu, Young K. Song, Kazuo Maruyama, and Tomoko Takizawa
1998  Lee E. Kirsch, PhD, Linda Nguyen, Graig S. Moeckly, and Ronald Gerth
1999  Feroz Jameel, PhD, Frank Mauri, PhD, and Robin Bogner, PhD

2000 Hongkee Sah

2001 Petra Merker, Jutta Ladewig, Klaus-Peter Gerbling, Lutz Grohmann,
Roger Petersen, and Frank-Roman Lauter

2002  Robert A. Bellantone, Mustafa Kamal, Sivarama K. Nutalapati,
Theodore Jochsberger, and Fotios M. Plakogiannis

2003 David Watling, PhD; Gunnel Lundahl
2004  Wei Wang, PhD, Tian-Yi Cui, MD, Y. John Wang, PhD, and Sheryl Martin-Moe, PhD

2005  Dennis Jenke, PhD, Molly Chacko, Tom Couch, Eric Edgcomb,
Ligiong Fang, Mary Jo Garber, and Steve Swanson

2006  Brian Meyer, PhD and Diego Vargas
2007  Yves Mayeresse, Cyrille Nomine, Philippe Sibille and Romain Veillon
2008  Manuela Bini, Gilberto Dalmaso, PhD, Michela Ferrari, and Roberto Paroni

2009  Bruce Eu, Xiaolin Cao, Aylin Vance, Fabian Vega, Robert Schultheis, and Zai-Qing
Wen

2010  Janice M. Davis, PhD, Erwin Freund, PhD, Yijia Jiang, PhD, Wei Liu, PhD,
Anthony Mire-Sluis, PhD, Yasser Nashed-Samuel, PhD, Gianpiero Torraca,
Zai-Qing Wen, PhD, Linda Narhi, Robert Swift, and Aylin Vance

James P. Agalloco Award

Presented to the PDA faculty member each year who exemplifies outstanding

performance in education. Named for James P. Agalloco in honor of his work in
developing the PDA education program.

1997  Lynn D. Torbeck

1998  William V. Collentro
1999  Robert G. Kieffer
2000 John M. Lindsay

2001  James L Vesper

2002  Goran Bringert

2003  Jorg Neuhaus, PhD
2004  John Brecker

2005  David Matsuhiro
2006  Lynn Torbeck

2007  Jeanne E. Moldenhauer, PhD
2008  Harold Baseman

2009 Barry A. Friedman, PhD
2010  Arthur Vellutato Jr.

UV I

2002 James P. Agalloco Award winner
Goran Bringert (center) with Russell
Madsen and Floyd Benjamin (right)

Four-time Distinguished Editor/
Author Award winners Maik Jornitz
and Ted Meltzer

The 2004 Honor Award winners

PDA 60" Anniversary “Oustanding
PDA Scientists” plaque. Honorees
include (clockwise from top right)
Theodore Meltzer, Julius Knapp,
Bengt Ljungqvist, Berit Reinmuller
and Irving Pflug (not pictured)

The 2005 Honor Award winners



Distinguished Service Award

Given for special acts, contributions or service that have contributed to the success
and strength of PDA.

1997
1998
1999
2000
2001

2002
2003
2004
2005

2006
2007
2008

2009

2010

Stanley Sklar, PhD and Daniel Gold, PhD, and Donald E. Baker
Martin W. Henley and Robert Dana

Joyce L. DeYoung

Julius Knapp, Jeanne E. Moldenhauer, PhD, and Duncan McVean

Robert L. Garnick, PhD, John Geigert, PhD, Charles J. Cherundolo,
Edmund J. Fitzgerald, Simon Rusmin, PhD, and Richard T. Wood, PhD

Raymond Gabler, PhD
Don Elinski, Taiichi Mizuta, PhD, and Thomas Wilkins, EdD
Robert Coleman, Amy Davis, Richard Johnson, and Ronald Tetzlaff, PhD

Louise Johnson, Michael Miller, PhD, James Lyda, Edmund Fry, Martin Van
Trieste, and Toshiaki Nishihata, PhD

Harold Baseman, Jerold Martin, and Gabriele Gori, PhD
Rafik Bishara, PhD, Yoshiaki Hara, Vince Mathews, and Susan Schniepp

Myron Dittmer, Masashi Imamura, Zena Kaufman, Daikichiro Murakami,
Mathias Romacker, Thomas Schoenknecht, PhD, and Louis Zaczkiewicz

Amy Scott-Billman, Peter Rauenbuehler, PhD, Stephan Rénninger, and
Jean-Louise Saubion, PhD

Stephen Brown, PhD, Ursula Busse, PhD, Lee Kirsch, PhD, David Matsuhiro,
and Kevin Trupp

Michael S. Korczynski Grant

This grant recognizes the contribution made toward the development of PDA's
international activities by Michael S. Korczynski, PhD. The grant funds travel expenses
for an international guest to deliver the “Korczynski Paper" at a PDA meeting.

1997
1998
1999
2001
2002
2003
2004

2007
2008

Vivienne Christ
Alan Tallentire

Olavi Kajander
Brian Matthews
William Whyte, D.Sc
Anders Vinther, PhD
Stephen Bellis

Hannelore Willkommen, PhD

®



Chapter Volunteer Award

The Chapter Volunteer Award recognizes the contributions of PDA

members who participate at the chapter level. Starting in 2007,
outstanding leaders were issued the Service Appreciation Award.

2002

2003

2004

2005

2006

Rande Leibowitz, Capital Area Chapter; Mitchell Garber, PhD,
Delaware Valley Chapter; Marco Budini, Italy Chapter

Robert Pazzano, New England Chapter; Susan Moore, Southeast
Chapter; Jong Hwa Oh, Korea Chapter; Anthony Rowland,
Australia Chapter

Allen Burgenson, Capitol Area Chapter; Markus Lankers, PhD, Central Europe
Chapter; Arun Malaviya, Canada Chapter; Jason Mattis, Delaware Valley
Chapter; Taraneh Roshan, Southern California Chapter

Lisa Hollis McCulley and Thomas Quinn, Delaware Valley Chapter; Byong Ho
Youn, PhD, Korea Chapter; James P. Agalloco, Metro Chapter; Spyros Fetsis,
Midwest Chapter; Joachim Leube, PhD, Italy Chapter; Randall Tedder, West
Coast Chapter; Maggie Sparhawk, Mountain States Chapter

Mary Carver, Southeast Chapter; Jong-Kuk Kim, Korea Chapter; Leonard
Mestrandrea, PhD, Metro Chapter; Claudio Puglisi, Italy Chapter; Traute Ryan,
Delaware Valley Chapter; Mark Staples, PhD, New England Chapter; Kikoo
Tejwani, Southern California Chapter; Amy Twitty, Mountain States Chapter

Distinguished Editor/Author Award

This award is presented annually for the best editor/author of PDA-DHI co-published
books as selected by PDA members.

2004

2005
2006
2007
2008
2009
2010

James P. Agalloco, Lucia Clontz, Maik Jornitz and Theodore Meltzer, PhD, and
Jeanne E. Moldenhauer, PhD

Maik Jornitz and Theodore Meltzer, PhD, and Jeanne E. Moldenhauer, PhD
Destin LeBlanc, Theodore Meltzer, PhD, and Maik Jornitz, and Susan Schniepp
Stephan 0. Krause, PhD, and Scott Sutton, PhD

Anne Booth and Siegfried Schmitt, PhD

Maik Jornitz and Theodore Meltzer, PhD, and Jack Lysfjord

Jeanne E. Moldenhauer

Service Appreciation Award

The Service Appreciation Award is presented annually for special

acts, contributions or services that have contributed to the success
and strength of PDA.

2003
2005
2008

2009

2010

Thomas Handel
Howard Drake

Patrick Bronsard, John Ferreira, Frank Hallinan, Sara Hendricks, Nate Manco,
and Art Vellutato, Jr.

Robert Buchholz, Robert Caunce, Louise Johnson, Stefan Kohler, and John
Shabushnig

Raphael Bar, PhD, Gerard Boudreault, Colman J. Casey, PhD, Michele F.
Creech, Véronique D. Davoust, PhD, Lothar Hartmann, PhD, Manuel Me-
lendez, Lara A. Soltis, and Laura A. Thoma, Pharm.D.

10.

Raymond Shaw presents Clarence
Kemper with the 1997 Frederick J.
Carleton Award

. 2001 James P. Agalloco Award

winner James Vesper

12. 2006 Honor Award winners

. 2007 Honor Award winners

2008 Honor Award winners

. 2009 Honor Award winners



. The Honorary Membership plaque

displaying the names of past recipients

. The Frederick J. Carelton Award

plaque displaying the names of past
recipients

. (I-1) Theodore Meltzer, Julius Knapp

and Frederick Carleton at a PDA
Annual Meeting

. Immediate Past Chair Bob Myers

passes the gavel to incoming Chair
Floyd Benjamin

President’s Award

This award recognizes a PDA staff member, other than Senior Staff, whose exemplary
performance has contributed to PDA's success during the previous year.

2006  Janny Chua and Ludy Yo
2007  James Wamsley and Pateresa Day

2008  Jason Brown, Leslie Edmonds, and Hassana Howe
2009 Feng Chen and Antje Petzholdt

Leon Lewis and Dirk Stelling

Board of Directors 1997 — 2011

The PDA membership elects volunteers to serve on the PDA Board of Directors
and Executive Committee. In the 1990's, PDA redrafted its bylaws, establishing a
system of elections, terms and officers still in use today. Currently, the PDA Chair
serves six full years on the Executive Committee, two years as Chair-Elect, two as
Chair, and two as Immediate-Past-Chair. The Treasurer and Secretary are elected
for two-year terms. Twelve additional directors serve on the Board, elected by the
membership for three-year terms. The Board of Directors is involved with approving
members for the PDA Advisory Boards, approving final publication of PDA Technical
Reports, and establishing PDA's Strategic Plans.



1997

Chair

Raymond Shaw, Jr., PhD Joyce H. Aydlett
Catalytica Pharmaceuticals Taylor Pharmaceuticals

Wyeth-Ayerst Labs

James E. Akers, PhD
Akers Kennedy & Assoc.

Martin W. Henley
Merck

1998

Chair-elect

Jennie Allewell
Cell Therapeutics, Inc.

Kunio Kawamura, PhD
Otsuka Pharmaceutical

Secretary
Floyd Benjamin

Peter T. Bigelow
Wyeth-Ayerst Labs

Nikki Mehringer
Eli Lilly and Company

"

Treasurer Immediate Past Chair
Raymond Gabler, PhD  Clarence A. Kemper, PhD
Millipore KMI/Parexel

Joyce L. DeYoung, PhD

Ortho-McNeil
Pharmaceutical

Robert F. Morrissey, PhD  Terry E. Munson

R. Michael Enzinger, PhD John Geigert, PhD
Pharmacia and Upjohn  IDEC Pharmaceuticals

Robert B. Myers

4 N N 7
N 2N 2N
Chair Chair-elect Secretary

Joyce H. Aydlett

James E. Akers, PhD

Akers Kennedy & Assoc.

Henry K. Kwan, PhD

Robert B. Myers
Catalytica Pharmaceuticals Schering-Plough

Jennie Allewell
Cell Therapeutics, Inc.

Nikki Mehringer

Floyd Benjamin
Taylor Pharmaceuticals

Joyce L. DeYoung, PhD
Ortho-McNeil
Pharmaceutical

Robert F. Morrissey,

Johnson & Johnson KMI/Parexel Schering-Plough
N\ N\ 7 N\
/L /L J
Treasurer Immediate Past Chair

Stephanie R. Gray
FDA

Terry E. Munson

R. Micharl Enzinger, PhD Raymond Shaw, Jr., PhD
Pharmacia and Upjohn

Wyeth-Ayerst Labs

Frederick A. Gustafson
Abbott Laboratories

Martin W. Henley
Merck

Toshiaki Nishihata, PhD  Glenn E. Wright

Kwan Consulting Eli Lilly and Company PhD KMI/Parexel Santen Pharmaceutical  Eli Lilly and Company
Johnson & Johnson

4 N [ N O N O N O N

- AN NG 2N 2N J

Chair Chair-elect Secretary Treasurer Immediate Past Chair

Joyce H. Aydlett

Jennie Allewell
Cell Therapeutics, Inc.

Richard V. Levy, PhD
Millipore

Robert B. Myers
Catalytica Pharmaceuticals Schering-Plough

Joyce L. DeYoung, PhD
Ortho-McNeil
Pharmaceutical

Nikki Mehringer
Eli Lilly and Company

Floyd Benjamin

Akorn Inc.

Stephanie R. Gray
FDA

Robert F. Morrissey,
PhD
Johnson & Johnson

Frederick A. Gustafson

Abbott Laboratories

Terry E. Munson
KMI/Parexel

R. Micharl Enzinger, PhD Raymond Shaw, Jr., PhD
Pharmacia and Upjohn

Wyeth-Ayerst Labs

Henry K. Kwan, PhD Suzanne Levesque

Warner-Lambert Sabex
Kenneth B. Seamon, Glenn Wright
PhD Eli Lilly and Company

Immunex
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2000

4 N N N N N
- NG NG NG NG J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Robert B. Myers Floyd Benjamin Jennie Allewell Nikki Mehringer Joyce H. Aydlett
Schering-Plough Akorn, Inc. Cell Therapeutics, Inc. Eli Lilly and Company Aydlett and Associates
N N N N N N
\ J O\ O\ O\ O\ J
Vincent R. Anicetti Stephanie R. Gray Henry K. Kwan, PhD Suzanne Levesque Richard V. Levy, PhD P. Michael Masterson, PE
Genentech GlaxoSmithKline Sabex Millipore Corporation NewcoGen Group

4 N N N

\_ DN O\ J

Robert J. Mello, PhD Taiichi Mizuta, PhD Robert F. Morrissey,

RJM Pharmaceutical Shionogi & Co. PhD

Consultants Johnson & Johnson

4 N N N

\_ 2N L J

Georg Rossling Kenneth B. Seamon, Glenn Wright

Schering AG PhD Eli Lilly and Company

Immunex Corporation



2001

13

4 N O N O N O N N
S NG NG NG o\ J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Robert B. Myers Floyd Benjamin Jennie Allewell Nikki Mehringer Joyce H. Aydlett
Schering-Plough Keystone Pharmaceuticals  Cell Therapeutics, Inc. Eli Lilly and Company Aydlett and Associates
e N N N N )
\ J\_ AN O\ O\ \ )
Vincent R. Anicetti Robert Dana Stephanie R. Gray Henry K. Kwan, PhD Suzanne Levesque Richard V. Levy, PhD
Genentech Elkhorn Associates GlaxoSmithKline Kwan Consulting Sabex KMI/PAREXEL
e N N N N )
\ J L o\ O\ \ O\ J
Robert J. Mello, PhD Taiichi Mizuta, PhD Georg Rossling Kenneth B. Seamon, Lisa M. Skeens, PhD Glenn Wright

RJM Pharmaceutical Shionogi & Co. Schering AG PhD Baxter Healthcare Eli Lilly and Company

Consultants

Immunex Corporation

Corporation

20. Joyce Aydlett received the 2001
Frederick J. Carleton Award

21. Stephanie Gray in one of her many
speaking engagements with PDA
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2002

4 N N N N N
S NG NG NG NG J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Floyd Benjamin Nikki Mehringer Jennie Allewell Richard V. Levy, PhD Robert B. Myers
Keystone Pharmaceuticals  Eli Lilly and Company Cell Therapeutics, Inc. KMI/PAREXEL Beacon Pointe Group
N N N N N N
\ J L AN AN L J
Vincent R. Anicetti Joyce H. Aydlett Robert Dana Stephanie R. Gray Kathleen S. Greene Henry K. Kwan, PhD
Genentech Aydlett and Associates Elkhorn Associates GlaxoSmithKline Novartis Pharmaceuticals ~ Kwan Consulting
N N N N N N
\ /L L 2N 2N L J
Suzanne Levesque Tim Marten, DPhil Robert J. Mello, PhD Taiichi Mizuta, PhD Lisa M. Skeens, PhD Glenn Wright

Sabex AstraZeneca PDA Shionogi & Co. Ltd. Baxter Healthcare Eli Lilly and Company

Corporation
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4 N [ N [ N [ N [ )
S NG AN NG NG J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Floyd Benjamin Nikki Mehringer Jennie Allewell Richard V. Levy, PhD Robert B. Myers
Keystone Pharmaceuticals  Eli Lilly and Company Cell Therapeutics, Inc. KMI/PAREXEL Beacon Pointe Group
e N N N N )
\ J 2N 2N 2N 2N J
Vincent R. Anicetti Joyce H. Aydlett Robert Dana Stephanie R. Gray Kathleen S. Greene Yoshito Hashimoto
Genentech Aydlett and Associates Elkhorn Associates GlaxoSmithKline Novartis Pharmaceuticals ~ Chiyada Corporation
Y N N N N N
\ J\_ \ O\ O\ O\ J
Suzanne Levesque Tim Marten, DPhil Georg Rossling John Shabushnig, PhD  Lisa M. Skeens, PhD Glenn Wright

Sabex AstraZeneca Schering AG Pfizer Baxter Healthcare Eli Lilly and Company

Corporation

22. Henry Kwan (standing, right) at the
PDA/AAPS Joint Workshop on clinical

supplies in 1997
23.

Glenn E. Wright, Rebecca Devine and

Nikki Mehringer at the 1997 PDA/
FDA Joint Regulatory Conference
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2004

4 N N O N O N O N
- 2N 2N AN AN J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Nikki Mehringer Richard V. Levy, PhD Stephanie R. Gray Georg Rdssling, PhD Floyd Benjamin

Eli Lilly and Company PAREXEL Consulting Pharmaceutical Strategies  Schering AG Keystone Pharmaceuticals
e N N N N )
\ J\_ 2N 2N 2N 2N J
Jennie Allewell Vincent R. Anicetti Robert Dana Rebecca A. Devine, PhD  Kathleen S. Greene Yoshito Hashimoto
Wyeth Research Genentech Elkhorn Associates Regulatory Consultant ~ Novartis Pharmaceuticals ~ Chiyada Corporation
N N N N N N
\ J\_ O\ O\ O\ O\ J
Maik Jornitz Suzanne Levesque Tim Marten, DPhil John Shabushnig, PhD  Lisa M. Skeens, PhD Anders Vinther, PhD
Sartorius Corporation Sabex AstraZeneca Pfizer Baxter Healthcare CMC

Corporation

Biopharmaceuticals

04
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4 N N N N N
S NG NG NG NG J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Nikki Mehringer Richard V. Levy, PhD Stephanie R. Gray Georg Rossling, PhD Floyd Benjamin

Eli Lilly and Company PAREXEL Consulting Pharmaceutical Strategies  Schering AG Keystone Pharmaceuticals
e N N N N )
. J 2N 2N \l J J
Jennie Allewell Vincent R. Anicetti Rebecca A. Devine, PhD  Kathleen S. Greene Yoshito Hashimoto Maik Jornitz

Wyeth Research Genentech Regulatory Consultant ~ Novartis Pharmaceuticals ~ Chiyada Corporation Sartorius Corporation
N N N N N N
\ J\_ o\ O\ O\ O\ J
Tim Marten, DPhil John Shabushnig, PhD  Eric Sheinin, PhD Lisa M. Skeens, PhD Laura Thoma, PharmD  Anders Vinther, PhD

AstraZeneca

Pfizer

United States
Pharmacopeia

Baxter Healthcare
Corporation

University of Tennessee

CcMC
Biopharmaceuticals

24. Board members attend the opening
of the new Training and Research
Institute facility in Bethesda, Md. in

2007
25.

John Shabushnig (center left)

networks between sessions
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2006

e N N [ N [ N 7 N
- AN N J N J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Vincent Anicetti John Shabushnig, PhD  Lisa Skeens, PhD Maik Jornitz Nikki Mehringer
Genentech Pfizer Baxter Healthcare Sartorius Corporation Eli Lilly and Company
Corporation
Y N N [ N N [ N
\ J\_ \ O\ 2N O\ J
Jennie Allewell Stephen Bellis Rebecca A. Devine, PhD  Kathleen S. Greene Yoshito Hashimoto Tim Marten, DPhil
Wyeth Research IVAX Pharmaceuticals UK Regulatory Consultant Novartis Pharmaceuticals ~ Chiyada Corporation AstraZeneca
4 N N )
\_ L 2N J
Steven Mendivil Amy Scott-Billman Eric Sheinin, PhD
Amgen GlaxoSmithKline United States
Pharmacopeia
4 N N )
N AN AN J
Gail Sofer Laura Thoma, PharmD  Anders Vinther, PhD

GE Healthcare

University of Tennessee

CMC Biopharmaceuticals
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e N ([ N N N N
- AN N J N J
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Vincent Anicetti John Shabushnig, PhD  Lisa Skeens, PhD Maik Jornitz Nikki Mehringer
Genentech Pfizer Baxter Healthcare Sartorius Corporation Eli Lilly and Company
Corporation
Y N [ N [ N N N
\ J AN AN AN L J
Rebecca A. Devine, PhD  Kathleen S. Greene Yoshito Hashimoto Louise Johnson Tim Marten, DPhil Steven Mendivil
Regulatory Consultant Novartis Pharmaceuticals ~ Chiyada Corporation Vertex Pharmaceuticals ~ AstraZeneca Amgen
e N N N N [ )
\ J L 2N NS U\ J
Amy Scott-Billman Eric Sheinin, PhD Gail Sofer Laura Thoma, PharmD ~ Martin Van Trieste Anders Vinther, PhD

GlaxoSmithKline

United States

GE Healthcare

University of Tennessee

Pharmacopeia

Amgen

CMC

Biopharmaceuticals

26. Jennie Allewell at the networking
reception at the 2007 PDA Annual
Meeting in Las Vegas, Nev.

27.

PDA President Bob Myers (left) and

Board members Yoshito Hashimoto,
Jennie Allewell, Vincent Anicetti,
and Stephanie Gray
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2008

C N ([ N N )
S AN AN N J
Chair Chair-elect Secretary Treasurer

John Shabushnig, PhD ~ Maik Jornitz Rebecca Devine, PhD  Anders Vinther, PhD

(&

)

Immediate Past Chair

Vincent Anicetti

Pfizer Sartorius Stedim Biotech ~ Regulatory Consultant Genentech Genentech
4 N N N N N )
\_ NS AN L AN L J
Harold Baseman Véronique Davoust, PhD  Lothar Hartmann, PhD  Yoshito Hashimoto Louise Johnson Stefan Kdhler
Valsource Pfizer Inc F. Hoffmann-La Roche Chiyada Corporation Aptuit AstraZeneca
4 N N [ N
1R SUPPORTER K j k J K j
Steven Mendivil Michael Sadowski Amy Scott-Billman
Amgen Baxter Healthcare GlaxoSmithKline
4 N N N
\_ AN NS J
Gail Sofer Laura Thoma, PharmD  Martin Van Trieste

GE Healthcare

University of Tennessee

Amgen



2009

Chair

John Shabushnig, PhD

Pfizer

O )

- J

Harold Baseman
Valsource

Michael Sadowski
Baxter Healthcare

D

Chair-elect
Maik Jornitz

Sartorius Stedim Biotech

Véronique Davoust, PhD
Pfizer

Junko Sasaki
Dainippon Sumitomo
Pharma

4 N\ N
_ L J
Secretary Treasurer Immediate Past Chair
Rebecca Devine, PhD  Anders Vinther, PhD Vincent Anicetti
Regulatory Consultant Genentech Genentech
e N N N
\ J L L J
Lothar Hartmann, PhD  Louise Johnson Stefan Kohler Steven Mendivil
F. Hoffmann-La Roche Aptuit AstraZeneca Amgen
a N N [ N
./ \ J

Amy Scott-Billman
GlaxoSmithKline

Christopher J. Smalley
Wyeth Pharmaceuticals

Laura Thoma, PharmD  Martin Van Trieste

University of Tennessee

28. Maik Jornitz checks in on plans

Amgen

during construction of the Training

and Research Institute facility in
Bethesda, Md.

29. Anders Vinther discusses PDA’s
activities at the 2003 International
Congress in Prague
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2010

e N N N N N
\§ NS NS AN NS )
Chair Chair-elect Secretary Treasurer Immediate Past Chair
Maik Jornitz Anders Vinther, PhD Rebecca Devine, PhD Hal Baseman John Shabushnig, PhD
Sartorius Stedim Biotech ~ Genentech Reqgulatory Consultant ~ ValSource Pfizer

4 N N [ N N [ N )
N\ NS 2N NS 2N NS )
Véronique Davoust, PhD  Gabriele Gori Lothar Hartmann, PhD  Zena G. Kaufman Steven Mendivil Michael Sadowski
Pfizer Novartis F. Hoffmann-La Roche Abbott Laboratories Amgen Baxter Healthcare

4 N N N N N )
S U\ NS L 2N 2R )

Junko Sasaki
Dainippan Sumitomo
Pharma

Amy Scott-Billman
GlaxoSmithKline

Lisa Skeens, PhD
Baxter Healthcare

Christopher Smalley
Pfizer

Laura Thoma
PharmD, Univeristy of
Tennessee

Martin VanTrieste
Amgen
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g N N N N N

S RN AN RN AN )

Chair Chair-elect Secretary Treasurer Immediate Past Chair

Maik Jornitz Anders Vinther, PhD Rebecca Devine, PhD Hal Baseman John Shabushnig, PhD

Sartorius Stedim Biotech ~ Genentech Regulatory Consultant ~ ValSource Pfizer

a N (O N N (O N N (O N

S 2N 2N 2N 2N 2N )

Jette Christensen Gabriele Gori Zena G. Kaufman Steven Mendivil Michael Sadowski Junko Sasaki

Novo Nordisk Novartis Abbott Laboratories Amgen Baxter Healthcare Dainippan Sumitomo
Pharma

a N N (O N N (O N N

NS 2N J 2N DN NS )

Sue Schniepp Amy Scott-Billman Lisa Skeens, PhD Christopher Smalley Martin VanTrieste Glenn Wright

0S0 BioPharmaceuticals

GlaxoSmithKline

Baxter Healthcare

Merck

Amgen

Eli Lilly and Company

30. Chris Smalley leads an Interest

31.

-/

Group session

PDA leaders pose with keynote
speakers Shelley Morrison (center
left) and Linda Armstrong Kelly
following the opening plenary
session of the 2008 Annual Meeting
in Colorado Springs
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. o/dvisory Boards

Immediately underneath the PDA Board of Directors are the PDA Advisory Boards.
Members on the Advisory Boards must be approved by the Board of Directors. The
three primary Advisory Boards are the Regulatory Affairs and Quality Advisory Board
(RAQAB), the Science Advisory Board (SAB), and the Biotechnology Advisory Board
(BioAB), and they sanction PDA Task Forces that develop technical reports, work-

shops, comments on regulations and guidances, and other PDA activities.
RAQC 1997-2011

1997
Jennie Allewell (Chair) Michael Gross, PhD Steven Mendivil
Cell Therapeutics, Inc. Becton Dickinson €& Co. Amgen, Inc.
Donald Baker, JD Frederick Gustafson Toshiaki Nishihata
Fujisawa Healthcare, Inc. Abbott Laboratories, Inc. Santen Pharmaceutical Co.
Ronald Branning Hiltrud Horn, PhD Swroop Sahota, PhD
Centeon F. Hoffman-La Roche Ltd. GlaxoSmithKline
Robert Dana James Lyda Lisa Skeens, PhD
Bristol-Myers Squibb Co. PDA Baxter Healthcare Corporation
John DeFoe Nikki Mehringer Diane Zezza, PhD
Pfizer Inc. Eli Lilly and Company Schering-Plough Corporation
Don Elinski Robert Mello, PhD
Geneva Pharmaceuticals, Inc. Chesapeake Biological Laboratories, Inc.

1998
Jennie Allewell (Chair) Michael Gross, PhD Robert Mello, PhD
Cell Therapeutics, Inc. Becton Dickinson €&t Co. Chesapeake Biological Laboratories,
Donald Baker, JD Frederick Gustafson Inc.
Fujisawa Healthcare, Inc. Abbott Laboratories, Inc. Steven Mendivil
Ronald Branning Hiltrud Horn, PhD Amgen, Inc
Centeon F. Hoffman-La Roche Ltd. Kathy Miracco
Robert Dana James Lyda FDA
Bristol-Myers Squibb Co. PDA Toshiaki Nishihata
John DeFoe Russell Madsen Santen Pharmaceutical Co.
Pfizer Inc. PDA Lisa Skeens, PhD
Don Elinski Nikki Mehringer Baxter Healthcare Corporation

Eli Lilly and Company

Geneva Pharmaceuticals, Inc.

1999
Lisa Skeens, PhD (Chair) Robert Dana James Lyda
Baxter Healthcare Corporation Bristol-Myers Squibb Co. PDA
Jennie Allewell John DeFoe Russell Madsen, Jr.
Cell Therapeutics, Inc. Pfizer Inc. PDA
Vince Anicetti Don Elinski Nikki Mehringer
Genentech Geneva Pharmaceuticals, Inc. Eli Lilly and Company
Kristen Bacigalupi Michael Gross, PhD Robert Mello, PhD
Chiron Corp. Becton Dickinson €& Co. Chesapeake Biological Laboratories, Inc.
Donald Baker, JD Frederick Gustafson Steven Mendivil
Fujisawa Healthcare, Inc. Abbott Laboratories, Inc. Amgen, Inc.
Ronald Branning Hiltrud Horn, PhD Toshiaki Nishihata

Centeon F. Hoffman-La Roche Ltd. Santen Pharmaceutical Co.



2000

Lisa Skeens, PhD (Chair)
Baxter Healthcare Corporation

Jennie Allewell
Cell Therapeutics, Inc.

Vince Anicetti
Genentech

Donald Baker, JD
Fujisawa Healthcare, Inc.

Robert Dana
Elkhorn Associates, Inc.

Rebecca Devine
Regulatory Consultant

John DeFoe
Pfizer Inc.

2001

Lisa Skeens, PhD (Chair)
Baxter Healthcare Corp.

Jennie Allewell
Cell Therapeutics, Inc.

Vince Anicetti
Genentech, Inc.

Donald Baker, JD
Fujisawa Healthcare, Inc.

Robert Dana
Elkhorn Associates, Inc.

John DeFoe
Pfizer Inc.

Rebecca Devine
Regulatory Consultant

2002

Suzanne Levesque (Chair)
Sabex, Inc.

Jennie Allewell
Cell Therapeutics, Inc.

Vince Anicetti
Genentech

Donald Baker, JD
Fujisawa Healthcare, Inc.

Robert Dana
Elkhorn Associates, Inc.

Rebecca Devine
Regulatory Consultant

Don Elinski
Johnson & Johnson Merck

Michael Gross, PhD
Aventis Behring

Don Elinski

Geneva Pharmaceuticals, Inc.

Michael Gross, PhD
Aventis Behring

Hiltrud Horn, PhD
Knoll AG

James Lyda
PDA

Russell Madsen
PDA

Tim Marten, DPhil
AstraZeneca

Nikki Mehringer
Eli Lilly and Company

Don Elinski
Johnson & Johnson Merck

Michael Gross
Aventis Behring

Hiltrud Horn, PhD
Knoll AG

Suzanne Levesque
Sabex, Inc.

Russell Madsen
PDA

Tim Marten, DPhil
AstraZeneca

Nikki Mehringer
Eli Lilly and Company

Hiltrud Horn, PhD
Cap Gemini Ernst and Young
Deutschland GmbH

James Lyda
KMI, a division of PAREXEL
International, LLC

Russell Madsen
PDA

Gautam Maitra
PDA

Tim Marten, PhD
AstraZeneca

Nikki Mehringer
Eli Lilly and Company

Robert Mello, PhD

PDA Training and Research Institute

Robert Mello, PhD

RJM Pharmaceutical Consultants

Steven Mendivil
Amgen, Inc.

Toshiaki Nishihata
Santen Pharmaceutical Co.

Amy Scott-Billman
GlaxoSmithKline

William Stoedter
PDA

Anders Vinther
CMC Biotech

Robert Mello, PhD

RJM Pharmaceutical Consultants

Steven Mendivil
Amgen, Inc.

David Miner
Eli Lilly and Company

Toshiaki Nishihata, PhD
Santen Pharmaceutical Co. Ltd.

Amy Scott-Billman
GlaxoSmithKline

William Stoedter
PDA

Anders Vinther
CMC Biotech A/S

Steven Mendivil
Amgen, Inc.

David Miner
Eli Lilly and Company

Toshiaki Nishihata
Santen Pharmaceutical Co.

Amy Scott-Billman
GlaxoSmithKline

Lisa Skeens, PhD
Baxter Healthcare Corporation

William Stoedter
PDA

Anders Vinther
CMC Biotech

32.

33.

34.

(I-r) Glenn Wright, Lisa Skeens,
Swroop Sahota, Nikki Mehringer,
David Moyer, Robert Dana, Kristen
Bacigalupi, Anders Vinther

RAQC circa 2000 (I-1): David Miner;
Nikki Mehringer; William Stoedter;
Vince Anicetti; Anders Vinther;

Lisa Skeens; Michael Gross; Jennie
Allewell; Robert Mello; Amy Scott-
Billman; Robert Dana; Russell
Madsen (Not Pictured: Kristen
Bacilgalupi; Donald Baker; Rebecca
Devine; John DeFoe; Don Elinski;
Hiltrud Horn; James lyda; Tim
Marten; Steven Mendivil; Toshiaki
Nishihata)

RAQC member Michael Gross
(center) at a PDA conference
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2003

Suzanne Levesque (Chair)
Sabex, Inc.

Jennie Allewell
Cell Therapeutics, Inc.

Vince Anicetti
Genentech

Donald Baker, JD
Fujisawa Healthcare, Inc.

Stephen Bellis
AstraZeneca

Robert Dana
Elkhorn Associates, Inc.

Rebecca Devine
Regulatory Consultant

Don Elinski
Johnson & Johnson Merck

Michael Gross, PhD
Aventis Behring

Hiltrud Horn, PhD
Cap Gemini Ernst and Young
Deutschland GmbH

Richard Johnson
Abbott Laboratories

James Lyda
KMI, a division of PAREXEL
International, LLC

Russell Madsen
PDA

Gautam Maitra
PDA

Steven Mendivil
Amgen, Inc.

David Miner
Eli Lilly and Company

Toshiaki Nishihata
Santen Pharmaceutical Co.

Amy Scott-Billman
GlaxoSmithKline

Lisa Skeens, PhD
Baxter Healthcare Corporation

Anders Vinther
CMC Biotech

2004

Amy Scott-Billman (Chair)
GlaxoSmithKline

Jennie Allewell
Wyeth Research

Stephen Bellis
IVAX Pharmaceuticals UK Ltd.

Robert Dana
Elkhorn Associates, Inc.

Victoria Dedrick
PDA

Rebecca Devine, PhD
Regulatory Consultant

Don Elinski
Eli Lilly and Company

Michael Gross
QLT, Inc.

Roland Guenther
Novartis Pharma AG

Hiltrud Horn
Horn Pharmaceutical Consulting

Richard Johnson
Abbott Laboratories

James Lyda
PAREXEL Consulting

Gautam Maitra
PDA

Steven Mendivil
Amgen, Inc.

Toshiaki Nishihata
Santen Pharmaceutical Co. Ltd.

David Miner
Eli Lilly and Company

Joyce Ramsbotham
Solvay Pharmaceuticals NL

George Robertson, PhD
PDA

Lisa Skeens
Baxter Healthcare Corporation

John Towns, PhD
Eli Lilly and Company

Filippo Trionfera
Bristol Myers Squibb SpA

Anders Vinther, PhD
CMC Biopharmaceuticals A/S

2005

Amy Scott-Billman (Chair)
GlaxoSmithKline

Jennie Allewell
Wyeth Research

Stephen Bellis
IVAX Pharmaceuticals UK Ltd.

Rebecca Devine, PhD
Regulatory Consultant

Don Elinski
Eli Lilly and Company

Roland Guenther
Novartis Pharma AG

Hiltrud Horn
Horn Pharmaceutical Consulting

Zena Kaufman
Abbott Laboratories

Lee Kirsch, PhD
University of lowa

Brian Matthews, PhD
Alcon Laboratories Ltd.

Steven Mendivil
Amgen, Inc

Toshiaki Nishihata
Santen Pharmaceutical Co. Ltd

Joyce Ramsbotham
Solvay Pharmaceuticals

Stefano Salmieri
Farmabios, SPA

Lisa Skeens, PhD
Baxter Healthcare Corporation

John Towns, PhD
Eli Lilly and Company

Barbara Zinck
Cambrex Corporation

PDA Staff Liaisons

Robert Dana
VP, Quality & Regulatory Affairs

Richard Levy, PhD
Senior Vice President, Science and
Regulatory Affairs

Robert Myers
PDA President

James Lyda
Acting Director, European Operations



2006

Zena Kaufman (Chair)
Abbott Laboratories

Stephen Bellis
CMC Biopharmaceuticals

Rebecca Devine, PhD
Regulatory Consultant

Don Elinski

Lachman Consultant Services, Inc.
Amy Giertych

Baxter Healthcare Corporation

Roland Guenther
Novartis Pharma. AG

Hiltrud Horn
Horn Pharmaceutical Consultants

2007

Zena Kaufman (Chair)
Abbott Laboratories

Steven Mendivil (Co-Chair)
Amgen, Inc.

Michihisa Inokuma, PhD
Denka Seiken Co. Ltd.

Stephen Bellis
CMC Biopharmaceuticals

Don Elinski
Lachman Consultant Services, Inc.

Amy Giertych
Baxter Healthcare Corporation
Karen Ginsbury

PCI Pharmaceutical Consulting
Israel Ltd

2008 35.

Steven Mendivil (Co-Chair)
Amgen, Inc.

Dr.-Ing. Stephan Rénninger (Co-
Chair)
F. Hoffman-La Roche Ltd.

Amy Giertych
Baxter Healthcare Corporation

Karen Ginsbury
PCI Pharmaceutical Consulting
Israel, Ltd.

Michihisa Inokuma, PhD
Towayakuhin

Michihisa Inokuma, PhD
Denka Seiken

Louise Johnson
Vertex Pharmaceuticals Incorporated

Brian Matthews, PhD
Alcon Laboratories, Inc.

Steven Mendivil

Amgen

Dr.-Ing. Stephan Roénninger, PhD
F. Hoffmann-La Roche, Ltd.

Stefano Salmieri
Farmabios

Junko Sasaki
Sumitomo Pharmaceuticals Co., Ltd.

Roland Guenther
Novartis Pharma AG

Louise Johnson
Aptuit

Brian Matthews, PhD
Alcon Laboratories, Ltd.

Dr.-Ing. Stephan Ronninger
F. Hoffmann-La Roche, Ltd.

Junko Sasaki
Sumitomo Pharmaceuticals Co., Ltd.

Susan Schniepp
Consultant

Janeen Skutnik
Pfizer Inc

Louise Johnson
Aptuit

Zena Kaufman
Abbott Laboratories

Brian Matthews, PhD
Alcon Laboratories, Inc.

Junko Sasaki
Sumitomo Pharmaceuticals

Susan Schniepp

Consultant
Janeen Skutnik
Pfizer Inc

Amy Scott-Billman
GlaxoSmithKline

John Towns, PhD
Eli Lilly and Company

Barbara Zinck
Cambrex Bio Science

PDA Staff Liaisons

Robert Dana
Quality and Regulatory Affairs

James Lyda
Regulatory Affairs

John K. Towns, PhD
Eli Lilly and Company

Michael VanDerWerf
GlaxoSmithKline Biologicals

Barbara Zinck
Cambrex Bio Science

PDA Staff Liaisons

Robert Dana
Quality and Regulatory Affairs

John Towns, PhD
Eli Lilly and Company

Michael VanDerWerf 36.

GlaxoSmithKline Biologicals

Barbara Zinck
Zinck Consulting

PDA Staff Liaisons

Robert Dana
Quality and Regulatory Affairs

James Lyda
PDA Europe

27

(I-1) Steve Mendivil, Amy Giertych,
Amy Scott-Billman, Bob Dana, Zena
Kaufman, John Towns and Barbara
Zink at PDA HQ

Stephan Rénninger (left) and Steve
Mendivil (right) with regulator Tor
Graberg at the 2009 Annual Meeting
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2009

Steven Mendivil (Co-Chair)
Amgen, Inc.

Dr.-Ing. Stephan Ronninger (Co-
Chair)

F. Hoffmann-La Roche Ltd.

Ruhi Ahmed, PhD
BioMarin Pharmaceuticals, Inc.

Jeffrey Broadfoot
Cangene Corporation

Allan Burns
Sartorius Stedim Biotech

Robert Caunce
Hospira

Don Elinski
Lachman Consultant Services, Inc.

John Finkbohner, PhD
MedImmune

Amy Giertych
Baxter Healthcare Corporation
Karen Ginsbury

PCl Pharmaceutical Consulting
Israel Ltd.

Michihisa Inokuma, PhD
Towayakuhin

Louise Johnson

Aptuit

Brian Matthews, PhD
Alcon Laboratories,(UK), Ltd.

Junko Sasaki
Dainippon Sumitomo Pharma

Siegfreid Schmitt, PhD
PAREXEL Consulting

Susan Schniepp
Antisoma

Janeen Skutnik
Pfizer Inc.

John Towns, PhD
Eli Lilly and Company

Michael VanDerWerf
GlaxoSmithKline Biologicals

Hongyan Xie
Qilu Pharmaceuticals Co., Ltd.

Barbara Zinck
Zinck Consulting

PDA Staff Liaisons

Robert Dana
Quality and Regulatory Affairs

James Lyda
Regulatory Affairs

2010

Dr. -Ing. Stephan Ronninger (Co-
Chair)
F. Hoffmann-La Roche, Ltd.

Susan Schniepp (Co-Chair)
0SO0 Biopharmaceutical
Manufacturing LLC

Ruhi Ahmed, PhD
Biomarin Pharmaceuticals, Inc.

Jeffery Broadfoot
Cangene Corporation

Alan Burns
Sartorius Stedim Biotech

Robert Caunce
Hospira

Don Elinski
Lachman Consultant Services, Inc.

John Finkbohner, PhD
Medimmune

Amy Giertych

Baxter Healthcare Corporation

Karen Ginsbury
PCI Pharmaceutical ConsultinG
Israel Ltd.

Louise Johnson
Takeda Pharmaceuticals
International, Inc.

Barbara Jentges
PhACT GmBH

Louise Johnson
Takeda Pharmaceuticals
International, Inc.

Brian Matthews, PhD

Steven Mendivil
Amgen, Inc.

Shin-ichiro Mohri
Kyowa Hakko Kirin Co., Ltd.

Junko Sasaki
Dainippon Sumitomo Pharma

Siegfried Schmitt, PhD
PAREXEL Consulting

Janeen Skutnik
Pfizer

Michael VanDerWerf
GlaxoSmithKline Biologicals

Jacqueline Veivia-Panter
Abbott Laboratories

Hongyan Xie
Qilu Pharmaceuticals Co., Ltd.

Barbara Zinck
Zinck Consulting

PDA Staff Liaisons

Robert Dana
Regulatory Affairs and PDA TRI

James Lyda
Scientific & Regulatory Affairs

Iris Rice
Scientific & Regulatory Affairs



2011

Dr. -Ing. Stephan Ronninger (Co-

Chair)
F. Hoffmann-La Roche, Ltd.

Susan Schniepp (Co-Chair)
0SO Biopharmaceutical
Manufacturing LLC

Ruhi Ahmed, PhD
Biomarin Pharmaceuticals, Inc.

Jeffery Broadfoot
Cangene Corporation

Alan Burns
Sartorius Stedim Biotech

Robert Caunce
Hospira

Don Elinski

Lachman Consultant Services, Inc.

John Finkbohner, PhD
Medimmune

SAB 1997-2011

1997-2000

James Akers, PhD (Chair)
Akers Kennedy & Associates

James Agalloco
Agalloco & Associates

Joyce Aydlett
Catalytica Pharmaceuticals, Inc.

R. Michael Enzinger, PhD
Pharmacia and Upjohn, Inc.

2001

James Agalloco (Chair)
Agalloco & Associates

Michael Akers
Cook Pharmaceutical Solutions

Frank Bing
Abbott Laboratories

Roger Dabbah
U.S. Pharmacopeia Convention

Don Elinksi
Eli Lilly and Company

Nigel Halls
Glaxo Wellcome

Amy Giertych
Baxter Healthcare Corporation

Karen Ginsbury
PCl Pharmaceutical Consulting
Israel Ltd.

Barbara Jentges
PhACT GmBH

Louise Johnson
Takeda Pharmaceuticals
International, Inc.

Steven Mendivil
Amgen, Inc.

Shin-ichiro Mohri
Kyowa Hakko Kirin Co., Ltd.

Junko Sasaki
Dainippon Sumitomo Pharma

Siegfried Schmitt, PhD
PAREXEL Consulting

Edmund Fry
PDA

Klaus Haberer
Hoechst Marion Roussel

Kunio Kawaura, PhD

Otsuka Pharmaceutical Company, Ltd.
Bengt Ljungqvist, PhD

Royal Institute of Technology

Karl Hoffmann
Bristol-Myers Squibb Co.

Pedro Jimenez
Eli Lilly and Company

Richard Johnson
Abbott Laboratories Inc.

Kunio Kawamura
Otsuka Pharmaceutical Company Ltd.

Carol Lampe
Baxter Healthcare Corporation

Richard Levy
Millipore Corporation

41

Michael VanDerWerf
GlaxoSmithKline Biologicals

Jacqueline Veivia-Panter
Abbott Laboratories, Inc.

Hongyan Xie
Qilu Pharmaceuticals Co., Ltd.

Barbara Zinck
Zinck Consulting

PDA Staff Liaisons

Robert Dana
Regulatory Affairs and PDA TRI

James Lyda
Scientific & Regulatory Affairs

Iris Rice
Scientific & Regulatory Affairs

Russel Madsen
PDA

Robert Morrissey, PhD
Johnson & Johnson

Raymond Shaw, Jr., PhD
Wyeth-Ayers Labs., Inc.

Russell Madsen
PDA

Jean Olsen
GlaxoSmithKline

Georg Rossling
Schering AG

John Shabushnig
Pharmacia Corporation

Gail Sofer
BioReliance Corporation

37.

38.

39.

40.

41.

29

RAQC members at the 2009 Annual
Meeting

RAQC member Janeen Skutnik
speaks at a PDA meeting

RAQC member Susan Schniepp has
chaired or co-chaired the PDA/

FDA Joint Regulatory Conference
Planning Committee five times and
served on the committee since 2002

James Fernandez (left) co-chaired
the SAB 2003-2004

SAB’s Bengt Ljungqyvist (right)

and long-time collaborator Berit
Rienmuller; both were honored in
2006 as Outstanding PDA Scientists
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2002

James Agalloco (Co-Chair)
Agalloco & Associates

James Fernandez (Co-Chair)
Fernandez and Associates

Michael Akers, PhD

Baxter Pharmaceutical Solutions, LLC

Frank Bing
Abbott Laboratories, Inc.

Roger Dabbah, PhD
U.S. Pharmacopeia Convention

Volker Eck, PhD
Pfizer Inc. & Italia S.p.A.

Jens Eilertsen, PhD
Novo Nordisk A/S

Don Elinski
Eli Lilly and Company

Gordon Farquharson
Bovis Lend Lease Pharmaceutical

Lothar Hartmann, PhD
F. Hoffmann-La Roche

Karl Hofmann
Bristol-Myers Squibb Co.

David Hussong, PhD
US. Food and Drug Administration

Richard Johnson
Abbott Laboratories, Inc.

Kunio Kawamura, PhD

Otsuka Pharmaceutical Company, Ltd.

Carol Lampe
Baxter Healthcare Corporation

Russell Madsen
PDA

Gautam Maitra
PDA

Robert Mello, PhD
PDA Training and Research Institute

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Jean Olsen
GlaxoSmithKline

Georg Rossling, PhD
Schering AG

John Shabushnig, PhD
Pfizer Inc.

Gail Sofer
BioReliance Corporation

William Stoedter, RAC
PDA

Ignacio Tintore, PhD
Tiselab SL

Lynn Torbeck
Torbeck and Associates, Inc.

Glenn Wright
Eli Lilly and Company

2003

James Agalloco (Co-Chair)
Agalloco &t Associates

James Fernandez (Co-Chair)
Fernandez and Associates

Roger Dabbah, PhD
U.S. Pharmacopeia Convention

Volker Eck, PhD
Pfizer Inc. & Italia S.p.A.

Jens Eilertsen, PhD
Novo Nordisk A/S

Don Elinski
Eli Lilly and Company

Gordon Farquharson
Bovis Lend Lease Pharmaceutical

William Frieben, PhD
Pfizer Inc.

Lothar Hartmann, PhD
F. Hoffmann-La Roche

Karl Hofmann
Bristol-Myers Squibb Co.

David Hussong, PhD
U.S. Food and Drug Administration

Richard Johnson
Abbott Laboratories, Inc.

Kunio Kawamura, PhD

Otsuka Pharmaceutical Company, Ltd.

Lee Kirsch, PhD
University of lowa

Carol Lampe
Baxter Healthcare Corporation

Russell Madsen
PDA

Gautam Maitra
PDA

Robert Mello, PhD
PDA Training and Research Institute

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Jean Olsen
GlaxoSmithKline

Georg Rossling, PhD
Schering AG

John Shabushnig, PhD
Pfizer Inc.

Gail Sofer
BioReliance Corporation

William Stoedter, RAC
PDA

Ignacio Tintore, PhD
Tiselab SL

Lynn Torbeck
Torbeck and Associates, Inc.

Glenn Wright
Eli Lilly and Company



James Fernandez (Co-Chair)
Fernandez and Associates

Martin Van Trieste (Co-Chair)
Bayer HealthCare

Michael Akers, PhD
Baxter Pharmaceutical Solutions LLC

Frank Bing
Consultant

Roger Dabbah, PhD
U.S. Pharmacopeia Convention

Volker Eck, PhD
Pfizer Inc. &t Italia S.p.A.

Jens Eilertsen, PhD
Novo Nordisk A/S

Don Elinski
Eli Lilly and Company

Gordon Farquharson
Bovis Lend Lease Pharmaceutical

Richard Johnson (Co-Chair)
Abbott Laboratories

Martin Van Trieste (Co-Chair)

Amgen

Michael Akers, PhD
Baxter Pharmaceutical Solutions LLC

Harold Baseman
Valsource, LLP

Roger Dabbah, PhD
U.S. Pharmacopeia Convention

Volker Eck, PhD
Pfizer Inc. & Italia S.p.A.

Jens Eilertsen, PhD
Novo Nordisk A/S

Martin Van Trieste (Chair)
Amgen

Michael Akers, PhD
Baxter Pharmaceutical Solutions LLC

Harold Baseman
Valsource, LLP

Roger Dabbah, PhD
U.S. Pharmacopeia Convention

Jens Eilersen, PhD
Novo Nordisk A/S

Don Elinski
Lachman Consultant Services, Inc.

Gordon Farquharson
Bovis Lend Lease Pharmaceutical

William Frieben, PhD
Pfizer Inc.

Lothar Hartmann, PhD
F. Hoffmann-La Roche

Karl Hofmann
Bristol-Myers Squibb Co.

David Hussong, PhD
U.S. Food and Drug Administration

Richard Johnson
Abbott Laboratories, Inc.

Kunio Kawamura, PhD
Otsuka Pharmaceutical Company, Ltd.

Lee Kirsch, PhD
University of lowa

Carol Lampe
Baxter Healthcare Corporation

Gautam Maitra
PDA

Don Elinski
Eli Lilly and Company

Gordon Farquharson
Bovis Lend Lease Pharmaceutical

Klaus Haberer, PhD
Compliance Advice and Services in
Microbiology, GmbH

Lothar Hartmann, PhD
F. Hoffmann-La Roche

Karl Hofmann
Bristol-Myers Squibb Co.

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Klaus Haberer, PhD
Compliance Advice and Services in
Microbiology, GmbH

Lothar Hartmann, PhD
F. Hoffmann-La Roche

Karl Hofmann
Bristol-Myers Squibb Co.

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

John Shabushnig, PhD
Pfizer Inc.

Gail Sofer
BioReliance Corporation

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Jean Olsen
GlaxoSmithKline

Georg Rossling, PhD
Schering AG

John Shabushnig, PhD
Pfizer Inc.

Gail Sofer
BioReliance Corporation

Lynn Torbeck
Torbeck and Associates, Inc.

Glenn Wright
Eli Lilly and Company

John Shabushnig, PhD
Pfizer Inc.

Gail Sofer
BioReliance Corporation

Lynn Torbeck
Torbeck and Associates, Inc.

Brenda Uratani, PhD 42.
U.S. Food and Drug Administration

PDA Staff Liaisons

Richard Levy, PhD 43

Scientific and Regulatory Affairs

Robert Dana
Regulatory Affairs

Lynn Torbeck
Torbeck and Associates, Inc.

Brenda Uratani, PhD
U.S. Food and Drug Administration

PDA Staff Liaisons

Richard Levy, PhD
Scientific and Regulatory Affairs

Robert Dana
Regulatory Affairs

Volker Eck, PhD
Science and Technology

31

SAB member Robert Mello
(standing, far right) also served on
the Board of Directors and worked
as PDA’s Director of TRI

. Lee Kirsch (right) served on SAB and

as the Editor of the PDA Journal
of Pharmaceutical Science and
Technology
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Richard Johnson (Co-Chair)
Fort Dodge Animal Health

Martin VanTrieste (Co-Chair)

Amgen

Michael Akers, PhD
Baxter Pharmaceutical Solutions LLC

Harold Baseman
Valsource, LLP

Roger Dabbah, PhD
U.S. Pharmacopeia Convention

Jens Eilersen, PhD
Novo Nordisk A/S

Don Elinski
Lachman Consultant Services, Inc.

Gordon Farquharson
Bovis Lend Lease Pharmaceutical

Kristen Evans
Amgen, Inc.

Klaus Haberer, PhD
Compliance Advice and Services in
Microbiology, GmbH

Lothar Hartmann, PhD
F. Hoffmann-La Roche

Karl Hofmann
Bristol-Myers Squibb Co.

Lisa Hornback
Hornback Consulting

Michael Long
AstraZeneca

Russell Madsen
The Williamsburg Group, LLC

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Ken Mubhvich, PhD
Micro-Reliance

John Shabushnig, PhD
Pfizer Inc

Christopher Smalley, PhD
Wyeth Pharmaceuticals

Lynn Torbeck
Torbeck and Associates, Inc.

Brenda Uratani, PhD
U.S. Food and Drug Administration

PDA Staff Liaisons

Richard Levy, PhD
Scientific and Regulatory Affairs

Robert Dana
Regulatory Affairs

Volker Eck, PhD
Science and Technology

2008

Harold Baseman (Co-Chair)
Valsource, LLP

Jens Eilersen, PhD (Co-Chair)
Novo Nordisk A/S

Roger Dabbah, PhD
Don Elinski

Lachman Consultant Services, Inc.

Kristen Evans
Amgen, Inc.

Klaus Haberer, PhD
Compliance Advice and Services in
Microbiology, GmbH

Lothar Hartmann, PhD
F. Hoffmann-La Roche Ltd.

Karl Hofmann
Hiland Pharmacon, LLC

Lisa Hornback
Hornback Consulting

Richard Johnson
RMJ Consulting

Michael Long
KPM International Associates

Russell Madsen
The Williamsburg Group, LLC

Jeanne Moldenhauer, PhD
Excellent Pharma Consulting
Consultants, Inc.

Ken Muhvich, PhD
Micro-Reliance

John Shabushnig, PhD
Pfizer Inc

Christopher Smalley, PhD
Wyeth Pharmaceuticals

Lynn Torbeck
Torbeck and Associates, Inc.

Brenda Uratani, PhD
U.S. Food and Drug Administration

PDA Staff Liaisons

Richard Levy, PhD
Scientific and Regulatory Affairs

Robert Dana
Regulatory Affairs

Volker Eck, PhD
Science and Technology

Iris Rice
Scientific and Regulatory Affairs



2009

Richard Johnson (Co-Chair)
Fort Dodge Animal Health

Martin VanTrieste (Co-Chair)
Amgen
Harold Baseman

Valsource, LLP

Roger Dabbah, PhD
U.S. Pharmacopeia Convention

Jens Eilersen, PhD
Novo Nordisk A/S

Don Elinski
Lachman Consultant Services, Inc.

Kristen Evans
Amgen, Inc.

Klaus Haberer, PhD
Compliance Advice and Services in
Microbiology, GmbH

Lothar Hartmann, PhD
F. Hoffmann-La Roche

Karl Hofmann
Bristol-Myers Squibb Co.

Lisa Hornback
Hornback Consulting

Michael Long
AstraZeneca

Russell Madsen
The Williamsburg Group, LLC

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Ken Mubhvich, PhD
Micro-Reliance

John Shabushnig, PhD
Pfizer Inc

Christopher Smalley, PhD

Wyeth Pharmaceuticals

Lynn Torbeck

Torbeck and Associates, Inc.

Brenda Uratani, PhD
U.S. Food and Drug Administration

PDA Staff Liaisons

Richard Levy, PhD

Scientific and Regulatory Affairs

Robert Dana

Regulatory Affairs

Volker Eck, PhD

Science and Technology

2010

Harold Baseman (Co-Chair)
Valsource, LLP

Jens Eilersen, PhD (Co-Chair)
Novo Nordisk A/S

Raphael Bar, PhD
BR Consulting

Joyce Bloomfield
Merck Sharp & Dohme Corporation

Jean-Luc Clavelin
Lilly France S.AS.

Roger Dabbah, PhD

Don Elinski
Lachman Consultant Services, Inc.

Kristen Evans
Amgen, Inc.

2011

Harold Baseman (Co-Chair)
Valsource, LLP

Jens Eilersen, PhD (Co-Chair)
Novo Nordisk A/S

Raphael Bar, PhD
BR Consulting

Joyce Bloomfield
Merck Sharp & Dohme Corporation

Jean-Luc Clavelin
Lilly France S.ASS.

Phil DeSantis
Merck & Company, Inc.

Don Elinski
Lachman Consultant Services, Inc.

Kristen Evans
Amgen, Inc.

Klaus Haberer, PhD
Compliance Advice and Services in
Microbiology, GmbH

Lothar Hartmann, PhD
F. Hoffmann-La Roche Ltd.

Karl Hofmann
Hiland Pharmacon, LLC

Lisa Hornback
Hornback Consulting

Stefan Kdhler
AstraZeneca

Michael Long
KPM International Associates

Russell Madsen
The Williamsburg Group, LLC

Tor Graberg
Medical Products Agency

Klaus Haberer, PhD
Compliance Advice and Services in
Microbiology, GmbH

Maik Jornitz
Sartorius Stedim Biotech

Joachim Leube, PhD
Crucell Holland B.V.

Michael Long
AstraZeneca

Russell Madsen
The Williamsburg Group, LLC

Walter De Matteo
Institut Biochimique SA

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Ken Muhvich, PhD
Micro-Reliance

John Shabushnig, PhD
Pfizer Inc

Christopher Smalley, PhD
Wyeth Pharmaceuticals

Lynn Torbeck
Torbeck and Associates, Inc.

Brenda Uratani, PhD
US. Food and Drug Administration

Grace McNally
U.S. Food and Drug Administration

Jeanne Moldenhauer, PhD
Vectech Pharmaceutical
Consultants, Inc.

Ken Mubhvich, PhD
Micro-Reliance

John Shabushnig, PhD
Pfizer Inc

Christopher Smalley, PhD
Wyeth Pharmaceuticals

Brenda Uratani, PhD
U.S. Food and Drug Administration

Glenn Wright
Eli Lilly and Company

44,

45.

46.

47.
48.

49.

Martin Van Trieste (right) co-chaired
SAB from 2004-2009 and has served
on the Board of Directors since
2007; here with fellow SAB member
Georg Rossling

SAB members Joyce Bloomfeld and
Kris Evans both worked for the U.S.
FDA

David Hussong (right) represented
FDA on the SAB

SAB meets at a PDA Annual Meeting

Ken Muhvich (left) served on SAB
following his career at FDA

Jeanne Moldenhauer serves on the

SAB, planning committees and task
forces; she speaks at meetings and

writes books, as well
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BioAB 2005-2011

2005
John Geigert, PhD (Co-Chair) Peter Levy RAQC Liaison
BioPharmaceutical Quality Solutions  Altus Pharmaceuticals Rebecca Devine, PhD
Gail Sofer (Co-Chair) Annemarie Moéritz, PhD Regulatory Consultant
GE Healthcare Novartis Pharma AG PDA Staff Liaisons
Kurt Brorson, PhD Barbara Potts, PhD

Richard Levy, PhD

U.S. Food and Drug Administration Genentech, Inc. Scientific and Regulatory Affairs
(C:hrlztopg'er SLllssmeau, PhD Qnurag IRathore, PhD Robert Dana

ambrex Bio Science mgen, Inc. Regulatory Affairs
Norbert Hentschel Amy Scott-Billman

) : o James Lyda
Boehringer Ingelheim Pharma GlaxoSmithKline )
Europe Operations

James Kenimer, PhD Robert Seely, PhD
Biologics Consulting Group RMC Pharmaceutical Solutions

2006

John Geigert, PhD (Co-Chair) Peter Levy RAQC Liaison
BioPharmaceutical Quality Solutions  Altus Pharmaceuticals

Rebecca Devine, PhD

Gail Sofer (Co-Chair) Annemarie Moéritz, PhD Regulatory Consultant
GE Healthcare Novartis Pharma AG PDA Staff Liaisons
Sl.lsrtFBrzrsocrjl,DPhDAd B . garbara I;ofts, PhD Richard Levy, PhD
.>. Food and Drug Administration enentech, Inc. Scientific and Regulatory Affairs
Christopher Bussineau, PhD Anurag Rathore, PhD
oo James Lyda
Cambrex Bio Science Amgen, Inc. .
Europe Operations
Norbert Hentschel Amy Scott-Billman
Boehringer Ingelheim Pharma GlaxoSmithKline
James Kenimer, PhD Robert Seely, PhD
Biologics Consulting Group RMC Pharmaceutical Solutions
2007
Norbert Hentschel (Co-Chair) Rebecca Devine, PhD Anurag Rathore, PhD
Boehringer Ingelheim Pharma Regulatory Consultant Amgen, Inc.
Gail Sofer (Co-Chair) John Geigert, PhD Amy Scott-Billman
GE Healthcare Biopharmaceutical Quality Solutions  GlaxoSmithKline
S. Robert Adamson Brian Kelley Robert Seely, PhD
Wyeth Biopharma Genentech, Inc. RMC Pharmaceutical Solutions
Jeffrey Baker, PhD James Kenimer, PhD Robert Sitrin, PhD
Eli Lilly and Company Biologics Consulting Group Merck Research Labs
Kurt Brorson, PhD Peter Levy PDA Staff Liaisons
US. Food and Drug Administration Altus Pharmaceuticals Richard Levy, PhD
Christopher Bussineau, PhD Annemarie Moéritz, PhD Scientific and Regulatory Affairs
Cambrex Bio Science Novartis Pharma AG
James Lyda
Anita Derks Barbara Potts, PhD Regulatory Affairs, PDA Europe

F. Hoffman-La Roche Ltd. Genentech, Inc.



2008

Jeffrey Baker, PhD (Co-Chair)
Eli Lilly and Company

Norbert Hentschel (Co-Chair)
Boehringer Ingelheim Pharma

S. Robert Adamson
Wyeth Biopharma

Kurt Brorson, PhD
US. Food and Drug Administration

Christopher Bussineau, PhD
Cambrex Bio Science

Anita Derks
F. Hoffman-La Roche Ltd.

Rebecca Devine, PhD
Regulatory Consultant

John Geigert, PhD
Biopharmaceutical Quality Solutions

Brian Kelley
Genentech, Inc.

James Kenimer, PhD
Biologics Consulting Group

Peter Levy
Altus Pharmaceuticals

Rohin Mhatre, PhD
Biogen Idec

Annemarie Moéritz, PhD
Novartis Pharma AG

Jill Myers, PhD
BioPro Consulting, Inc.

Barbara Potts, PhD
Genentech, Inc.

Anurag Rathore, PhD
Amgen, Inc.

Amy Scott-Billman
GlaxoSmithKline

Karin Sewerin
Pharm.D., NDA Regulatory Service AB

Robert Sitrin, PhD
Merck Research Labs

Gail Sofer
SofeWare Associates

Seren Thuesen Pedersen
Novo Nordisk A/S

Hannelore Willkommen, PhD
RBS Consulting

2009

Jeffrey Baker, PhD (Co-Chair)
Eli Lilly and Company

Norbert Hentschel (Co-Chair)
Boehringer Ingelheim Pharma

Michael Vanderwerf (Co-Chair)
GlaxoSmithKline Biologicals

S. Robert Adamson
Wyeth Biopharma

Kurt Brorson, PhD
U.S. Food and Drug Administration

Christopher Bussineau, PhD
Cambrex Bio Science

Anita Derks
F. Hoffman-La Roche Ltd.

Rebecca Devine, PhD
Regulatory Consultant

John Geigert, PhD
Biopharmaceutical Quality Solutions

Brian Kelley
Genentech, Inc.

James Kenimer, PhD
Biologics Consulting Group

Peter Levy
Altus Pharmaceuticals

Rohin Mhatre, PhD
Biogen Idec

Annemarie Moéritz, PhD
Novartis Pharma AG

Jill Myers, PhD
BioPro Consulting, Inc.

Barbara Potts, PhD
Genentech, Inc.

Anurag Rathore, PhD
Amgen, Inc.

Amy Scott-Billman
GlaxoSmithKline

Karin Sewerin, PharmD
NDA Regulatory Service AB

Robert Sitrin, PhD
Merck Research Labs

Gail Sofer
SofeWare Associates

Seren Thuesen Pedersen
Novo Nordisk A/S

Hannelore Willkommen, PhD
RBS Consulting

2010

Jeffrey Baker, PhD (Co-Chair)
Eli Lilly and Company

Norbert Hentschel (Co-Chair)
Boehringer Ingelheim Pharma

Michael Vanderwerf (Co-Chair)
GlaxoSmithKline Biologicals

S. Robert Adamson
Wyeth Biopharma

Kurt Brorson, PhD
US. Food and Drug Administration

Christopher Bussineau, PhD
Cambrex Bio Science

Anita Derks
F. Hoffman-La Roche Ltd.

Rebecca Devine, PhD
Regulatory Consultant

John Geigert, PhD
Biopharmaceutical Quality Solutions

Brian Kelley
Genentech, Inc.

James Kenimer, PhD
Biologics Consulting Group

Peter Levy
Altus Pharmaceuticals

Rohin Mhatre, PhD
Biogen Idec

Annemarie Moéritz, PhD
Novartis Pharma AG

Jill Myers, PhD
BioPro Consulting, Inc.

Sgren Thuesen Pedersen
Novo Nordisk A/S

Barbara Potts, PhD
Genentech, Inc.

Anurag Rathore, PhD
Amgen, Inc.

Amy Scott-Billman
GlaxoSmithKline

Karin Sewerin, PharmD
NDA Regulatory Service AB

Robert Sitrin, PhD
Merck Research Labs

Gail Sofer
SofeWare Associates

Hannelore Willkommen, PhD
RBS Consulting

50.

51.

52.

53.

Past Board Member and PDA Chair,
James Akers (left) helped found
the SAB; here he poses with Rich
Levy and Teri T. C. Soli at the

PDA Pharmaceutical Microbiology
Conference in 2009

John Geigert (second from left)
has served on the BioAB since its
inception and served as its co-chair
in 2005 and 2006

Jeffrey Baker co-chaired BioAB in
2009 and 2010

BioAB’s 7echnical Report No. 41:
Virus Filtration

35
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54. 2011 BioAB Co-Chair Barbara Potts
55. BioAB member Frank Hallinan

56. BioAB work session at a PDA
conference

57. BioAB member Anurag Rathore also
serves as an Associate Editor for
the PDA Journal of Pharmaceutical
Science and Technology

E. J. Brandreth (Co-Chair)
Althea Technologies

Barbara Potts, PhD (Co-Chair)
Potts and Nelson Consultants, LLC

Vince Anicetti
Genentech, Inc.

Jeffrey Baker, PhD
US. Food and Drug Administration

Stephen Brown, PhD
Vivalis
Christopher Bussineau, PhD

One Lambda, Inc.

Michael Defelippis, PhD
Eli Lilly and Company

Rebecca Devine, PhD
Regulatory Consultant

Earl Dye, PhD
Genentech, Inc.

Frank Hallinan, PhD
Pfizer

Norbert Hentschel
Boehringer Ingelheim Pharma

Kathryn King, PhD
U.S. Food and Drug Administration

Peter Levy
Principal, Technical Operations

Annemarie Moritz, PhD
Novartis Pharma, AG, Werk, Klybeck

Seren Thuesen Pedersen
Novo Nordisk A/S

Anurag Rathore, PhD
Indian Institute of Technology, Delhi

Robert Sitrin, PhD
Merck & Company, Inc.

Gail Sofer
SofeWare Associates

Rodney Thompson, PhD
BioPharm Process Associates

Michael VanDerWerf
GlaxoSmithKline Biolsogicals

Michael Wiebe, PhD
Quantum Consulting, LLC

Hannelore Willkommen, PhD
RBS Consulting

Wendy Zwolenski-Lambert
Abbott Laboratories
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Another layer of PDA leadership resides at the grassroots level in the Chapter organizations. Regional PDA Chapters provide

unique services to their constituents, including translations of PDA publications, networking social events, student scholarship and

annual regulatory and technical conferences. Each Chapter is managed by volunteer leaders.

EUROPE

(AN

L

United Kingdom
www.pda.org/
unitedkingdom

Ireland

(2
www.pda.orgfireland
France
www.pda.org/france
J— Italy
www.pda.org/italy
' Israel
www.pda.orgfisrael

NORTH AMERICA

Canada

\

www.pda.org/canada

2
N

West Coast
www.pda.org/
westcoast

Mountain States
www.pda.org/
mountainstates

Midwest I

www.pda.org/midwest

Southern California

ASTA-PACIFI1C

Japan
| www.pda.org/japan

Korea
www.pda.org/korea

Taiwan
www.pda.org/taiwan

www.pda.org/southerncalifornia

Australia
www.pda.org/australia

New England

www.pda.org/newengland

Metro

www.pda.org/metro

Delaware Valley
www.pda.org/delawarevalley

Capital Area

www.pda.org/capitalarea

Puerto Rico
www.pda.org/puertorico
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Asia-Pacific

Australia

Year

1997
1998
1999
2000
2001

2002
2003
2004
2005
2006
2007
2009
2010
2011

President

Anthony Rowland

Mary Sontrop
Mary Sontrop
Mary Sontrop
Robert Sullivan
Robert Sullivan
Ken Dibble

Ken Dibble
Greg Jordan
Anna Corke
Anna Corke
Robert Caunce
Robert Caunce

Ano Xidias

President-Elect

Vincent Chung
Vincent Chung
Ano Xidias
Ano Xidias

India (disbanded 2006)

Vice-President

Helen Efthimiou
Helen Efthimiou
Helen Efthimiou
Ken Dibble
Ken Dibble

Secretary

Ken Dibble
Ken Dibble
Ken Dibble
Bryan Martin
Bryan Martin

Malcolm Tipping
Malcolm Tipping
Malcolm Tipping
Malcolm Tipping

Treasurer

Anthony Rowland
Anthony Rowland
Anthony Rowland
Anthony Rowland
Anthony Rowland

Caspar Graham
Greg Jordan
Greg Jordan
Greg Jordan

Chapter Liaison

Norm Cheale
Norm Cheale
Norm Cheale

Mary Sontrop

Year

2004
2005
2006

President

Darshan Makhey
Darshan Makhey
Darshan Makhey

Japan
Year

1997

1998
1999
2000
2001

2002
2003
2004
2005
2006

2007

2008
2009
2010
20M

President
Ken lkeda

Ken lkeda

Kunio Kawamura
Ken lkeda

Ken Ikeda

Ken lkeda
Katsutoshi Mise
Katsutoshi Mise
Katsuhide Terada
Katsuhide Terada

Katsuhide Terada

Katsuhide Terada
Katsuhide Terada
Katsuhide Terada
Katsuhide Terada

President-Elect

Vice-Preside

nt Secretary

Treasurer

Kunio Kawamura
Toshiaki Nishihata

Kunio Kawamura

Hisao Kyogoku

Hisao Kyogoka

Masahiro Sudo

Masahiro Sudo

Shigeo Kojima
Takashi Sonobe

Shigeo Kojima
Takashi Sonobe

Shigeo Kojima
Shigeo Kojima

Ken Ikeda Hisao Kyogoka Masahiro Sudo
Taiichi Mizuta Hisao Kyogoku Morihiro Sudo
Taiichi Mizuta Hisao Kyogoku Morihiro Sudo
Taiichi Mizuta Hisao Kyogoku Morihiro Sudo
Taiichi Mizuta Yukio Hiyama

Taiichi Mizuta Yukio Hiyama

Yukio Hiyama

Yoshiaki Hara Yukio Hiyama

Yoshiaki Hara Yukio Hiyama

Chapter Liaison

Kunio Kawamura

Kunio Kawamura
Ken lkeda

Kunio Kawamura
Kunio Kawamura

Kunio Kawamura



Korea

Year

1998

1999

2000

2001
2002
2003
2004
2005
2006
2007
2008
2009
2010
2011

President
Woo Hyun Paik

Woo Hyun Paik

Woo-Hyun Paik

Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik
Woo-Hyun Paik

Vice-President(s)
Hyun Tak Hong
Chong Kook Kim
Hyun Tak Hong
Chong Kook Kim
Hyun Tak Hong
Chong Kook Kim
Chong Kook Kim
Chong Kook Kim

Secretary

Kang Chun Lee Sung

Treasurer

Gwang Soon Kim

Gwang Soon Kim

Gwang Soon Kim

Young Kou Jeong
Young Kou Jeong
Young Kou Jeong
Young Kou Jeong
Young Kou Jeong

Young Kou Jeong

Southeast Asia (disbanded 2006)
Year  President Treasurer

Dinesh Khokal

Vice-President
John Westbrook

Secretary
2002 Kanneganti Prasad Richard Ferris
2003 Kanneganti Prasad

2004
2005

2006

Kanneganti Prasad
Kanneganti Prasad

Kanneganti Prasad

Taiwan

Vice-President
James T.S. Tu
S.T. Tsai

D. M. Tsan

T.D. Chang

Year  President
1997 SheShong Tsai

Secretary Chapter Liaison

James TS. Tu

1998 SheShong Tsai
1999 SheShong Tsai
2000 SheShong Tsai
2001 SheShong Tsai
2002 SheShong Tsai
2003 Shin-YiHsu
2004 Shin-YiHsu
2005 Shin-YiHsu
2006
2007  Shin-YiHsu
2009 Frank Wu 59. Korea Chapter leaders celebrate 10th
2010 Frank Wu Anniversary

2011 Frank Wu 60. Korean Chapter President, Woo-Hyun
Paik (left) poses with PDA’s Edmund
Fry and Taiwan Chapter President
She-Shong Tsai at the 2001 Taiwan
Chapter Annual Meeting

James T.S. Tu
James T.S. Tu
James T.S. Tu
James T.S. Tu
James TS. Tu

Tuan-Tua Su
Tuan-Tua Su
Tuan-Tua Su
Tuan-Tua Su

Tuan-Tua Su

Tuan-Tua Su

58. Members of the Japan Chapter 2010
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Europe

Central Europe (disbanded 2007)

Year

1997
1998
1999
2000
2001
2002
2003
2004
2005
2006
2007

2003
2004
2005
2006
2007
2009
2010
201

President

Bernard Kronenberg
Bernard Kronenberg
Bernard Kronenberg
Bernard Kronenberg
Bernard Kronenberg
Bernard Kronenberg
Erich Sturzenegger
Erich Sturzenegger
Erich Sturzenegger
Andreas Wenng
Andreas Wenng

President
Jean Louis Saubion
Jean Louis Saubion
Jean Louis Saubion
Jean Louis Saubion
Jean Louis Saubion
Philippe Gomez

Philippe Gomez

Philippe Gomez

Vice-President

Georg Rossling
Georg Réssling
Georg Réssling
Georg Réssling
Georg Réssling

Georg Réssling

Treasurer

Jean-Luc Clavelin
Jean-Luc Clavelin
Jean-Luc Clavelin
Jean-Luc Clavelin

Jean-Luc Clavelin

Secretary

Finlay Skinner
Finlay Skinner
Finlay Skinner
Finlay Skinner
Finlay Skinner
Finlay Skinner

Treasurer

Carlo Voellmy
Carlo Voellmy
Carlo Voellmy
Carlo Voellmy

Carlo Voellmy

Carlo Voellmy

President President-Elect  Secretary Treasurer

2006 Frank Hallinan Joan Fitzgerald

2007 Frank Hallinan Coleman Casey Joan Fitzgerald
2008 Joan Fitzgerald
2009 Coleman Casey Paul Louge Joan Fitzgerald
2010 Coleman Casey Brendan Cahill Paul Louge Joan Fitzgerald

Brendan Cahill

President Vice-President Secretary Treasurer Chapter Liaison

1997  Gil Bismuth Karin Baer Karen Ginsbury Karin Baer Karen Ginsbury
1998 Gil Bismuth Karin Baer Karen Ginsbury Karin Baer Karen Ginsbury
1999 Gil Bismuth Karin Baer Karen Ginsbury Karin Baer Karen Ginsbury
2000 Karen Ginsbury Karin Baer Eli Schmell Karin Baer
2001 Karen Ginsbury Ezra Ouziel Eli Schmell Karin Baer
2002 Karen Ginsbury Ezra Ouziel Eli Schmell Karin Baer
2003 Benny Klener Karen Ginsbury Karin Baer
2004 Benny Klener Karen Ginsbury Karin Baer
2005 Sigalit Portnoy Karen Ginsbury Karin Baer
2006 Sigalit Portnoy Karen Ginsbury Karin Baer



Israel (continued)

Year
2007
2008
2009
2010
201

President President-Elect
Raphael Bar Izar Mordechai
Raphael Bar

Raphael Bar Izar Mordechai
Mordechai Izhar Rina Yamin

Mordechai Izhar

Secretary

Karen Ginsbury
Karen Ginsbury
Karen Ginsbury
Karen Ginsbury

Treasurer
Karin Baer
Karin Baer
Karin Baer

Karin Baer

Italy

Year
2000
2001

2002

2003
2004
2005
2006
2007
2008
2009
2010
2011

President President-Elect

Vincenzo Baselli

Vincenzo Baselli

Vincenzo Baselli

Vincenzo Baselli

Gabriele Gori

Gabriele Gori

Stefano Maccio

Stefano Maccio

Claudia Nardini
Claudia Nardini

Stefano Maccio
Stefano Maccio

Stefano Maccio

Prague (disbanded 2006)

Year

2003
2004
2005
2006

President

Jean Louis Saubion
Zdenka Mrvova
Zdenka Mrvova

Zdenka Mrvova

Spain (disbanded 2005)

Year

2003
2004
2005

President
Jordi Botet
Jordi Botet
Jordi Botet

United Kingdom

Vice-President

Antonio Giannetto

Antonio Giannetto

Secretary

Gabriele Gori

Gabriele Gori

Barbara Sambucco

Barbara Sambucco

Lucia Ceresa

Treasurer

Stefano Maccio

Stefano Maccio

Chapter Liaison
Vincenzo Baselli

Antonio
Imperatore

Antonio
Imperatore

United Kingdom and Ireland (split into UK and Ireland
Chapters in 2007)

Year

2000
2001
2002
2003
2004
2005
2006

President

Colin Booth
Colin Booth
Frank Talbot
Frank Talbot
Frank Talbot
Frank Talbot
Frank Talbot

Secretary
Nigel Halls
Nigel Halls
Stephen Bellis

Treasurer
Karen Todd
Karen Todd
John Moys
John Moys
John Moys
John Moys
John Moys

Year
2007
2008
2009
2010
201

President

Siegfried Schmitt
Siegfried Schmitt
Siegfried Schmitt
Siegfried Schmitt
Siegfried Schmitt

Secretary

Michael Baker

Treasurer
John Moys
John Moys
John Moys
Mark Gibson

61. Central Europe Chapter leaders
62. Treland Chapter Leaders in 2006

63. ltaly Chapter Committee during a
work session in 2005
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North America

Canada

Year

1997
1998
1999
2000
2001

2002
2003
2004
2005
2006
2007
2009
2010
201

Year

1997
1998
1999
2000
2001

2002
2003
2004
2005
2006
2007
2008
2009
2010
20M

Capital Area

President President-Elect  Vice-President

Shirley Gallaugher Yves Archambault

Yves Archambault Grace Chin
Yves Archambault Grace Chin
Grace Chin Michel Soucy
Grace Chin Michel Soucy
Grace Chin Michel Soucy
Grace Chin

Hein Wick

Hein Wick

Patrick Bronsard ~ Jacques Pilon

Patrick Bronsard Sabrina Ullah
Vagiha Hussain
Vagiha Hussain Sabrina Ullah

Vagiha Hussain

President Vice-President

Secretary
Ursula Wehler
Ursula Wehler

William Stoedter
William Stoedter
William Stoedter
Allen Burgenson Stephen Rochelle
Allen Burgenson Stephen Rochelle

Allen Burgenson ~ Robert Mello Stephen Rochelle
Barry Friedman
Barry Friedman
Barry Friedman
Allen Burgenson Stephen Rochelle
Allen Burgenson Stephen Rochelle
Allen Burgenson
Allen Burgenson Stephen Rochelle

Allen Burgenson

Stephen Rochelle

Allen Burgenson

Secretary
Grace Chin
Michel Roy
Michel Roy
Alex Montgomery
Alex Montgomery

Alex Montgomery

Arun Malaviya
Arun Malaviya
Antonella Maggio
Antonella Maggio

Treasurer
Robert Mello
Robert Mello

Dan Bauer
Dan Bauer

Dan Bauer

Barry Friedman

Barry Friedman

Barry Friedman

Barry Friedman

Treasurer

Ameera Al-Jabore
Ameera Al-Jabore
Ameera Al-Jabore
Ameera Al-Jabore
Ameera Al-Jabore

Ameera Al-Jabore

President-Elect

Allen Burgenson

Robert Mello
Robert Mello
Robert Mello

Toronto Chair Montreal Chair

Hein Wick Patrick Bronsard
Hein Wick Patrick Bronsard
Hein Wick Patrick Bronsard




Delaware Valley

Year President Vice-President Secretary Treasurer

1997 Charles Cherundolo Mark Kaiser Steve Trombetta Roger Deschenes
1998 Charles Cherundolo Mark Kaiser Stephen Trombetta Roger Deschenes
1999 Arthur Vellutato, Jr. Marlene Raschiatore Stephen Trombetta Jim Hallman

2000 Arthur Vellutato, Jr. Marlene Raschiatore Stephen Trombetta Jim Hallman

2001 Arthur Vellutato, Jr. Marlene Raschiatore Stephen Trombetta Jim Hallman

2002 Arthur Vellutato, Jr. Marlene Raschiatore Stephen Trombetta Jim Hallman

2003 Arthur Vellutato, Jr.

2004 Arthur Vellutato, Jr.

2005 Arthur Vellutato, Jr.

2006 Arthur Vellutato, Jr. Stephen Trombetta Marlene Raschiatore
2007 Arthur Vellutato, Jr. Stephen Trombetta Marlene Raschiatore @
2008 Arthur Vellutato, Jr. Stephen Trombetta Marlene Raschiatore
2009 Arthur Vellutato, Jr. Stephen Trombetta Marlene Raschiatore
2010 Arthur Vellutato, Jr. Marlene Raschiatore

2011 Arthur Vellutato, Jr.

Year President President-Elect Vice-President Secretary Treasurer Chapter Liaison
Linda Vollherbst
Linda Vollherbst

1997 Benjamin Willemstyn Frank Settineri Leonard Mestrandrea

1998 Benjamin Willemstyn Frank Settineri

1999 Felicia Manganiello Frank Settineri Doug Kline Linda Vollherbst
2000 Felicia Manganiello Frank Settineri Doug Kline Linda Vollherbst
2001 Felicia Manganiello Frank Settineri Doug Kline Linda Vollherbst
2002 Frank Settineri Carol Smith Doug Kline Linda Vollherbst
2003 Frank Settineri

2004 Natale Manco

2005 Natale Manco

2006 Natale Manco Naomi Baer Nancy Tomoney Nancy Tomoney Xiaoming Wang
2007 Nate Manco Naomi Baer Nancy Tomoney Nancy Tomoney Xiaoming Wang
2009 Lara Soltis Robert Johnson Robert Seltzer Robert Seltzer Lisa Smith

2010 Robert Johnson Robert Seltzer Lara Soltis Lara Soltis Lisa Smith

2011 Robert Johnson

64. Canada Chapter Leaders at an event
in 1998

65. Capital Area Chapter Scholarship
Award 2005: Allen Burgenson, Bill
Stoedter, Erin Voss (Scholarship
winner), Jaime Miller (Scholarship
winner) and Barry Friedman

66. Art Vellutato not only leads the
Deleware Chapter, he also teaches
TRI courses

67. Dana Morton Guazzo, Nate Manco,
Bob Johnson are all smiles following
PDA Metro’s Container Closure
Integrity Testing Event




44

Midwest

Year President
1997 Carol Lampe
1998 Carol Lampe
1999 Michael Anisfeld
2000 Michael Anisfeld
2001 Amy Gotham
2002 Amy Gotham
2003 Amy Gotham
2004 Amy Gotham
2005 Madhu Ahluwalia
2006 Madhu Ahluwalia
2007 Madhu Ahluwalia
2009 Robert Buchholz
2010 Peter Noverini
201 Peter Noverini

President-Elect

Nick Dayton
Nick Dayton

Peter Noverini

Peter Noverini

Jeanne Moldenhauer

Vice-President

Secretary
Amy Davis
Amy Davis
Robert Murphy
Robert Murphy

Peter Noverini

Matthew Anderson
Matthew Anderson
Matthew Anderson

Beth Kirschenheiter

Treasurer Chapter Liaison
Frank Bing

Frank Bing

William Domansky

William Domansky

Ryan Skoraczewski

Kurt Puterbaugh
Kurt Puterbaugh
Kurt Puterbaugh
Ken Paddock

Missouri Valley

Year President

2010 Thomas Pamukcoglu
2011 Thomas Pamukcoglu

Mountain States

President-Elect

Kenneth Boone

Secretary

Jeff Hargroves

Treasurer

Keith Koehler

Year President
1997 Brian Shontz
1998 Deon Josephson
1999 Jeffrey Beste
2000 Jeffrey Beste
2001 Jeffrey Beste
2002 Jeffrey Beste
2003 Paul Bilodeau
2004 Paul Bilodeau
2005 Cathie Wilkerson
2006 Sara Hendricks
2007 Sara Hendricks
2009

2010 Patricia Brown

2011 Suzanne Mecalo

President-Elect

John Elvig
John Elvig

Robert Buchholz

Patricia Brown

Suzanne Mecalo

Vice-President

Secretary
Jill Ewoldt
Jill Ewoldt
Shira Krivjansky
Shira Krivjansky

Paul Bilodeau

Karrin Hogan

Treasurer Chapter Liaison

Ronald Branning Donald Elinksi
Brenda Fielding Brian Shontz
Brenda Fielding Deon Josephson

Deon Josephson

Deon Josephson Vivian Denny
Maggie Sparhawk John Elvig
Sheri Glaub

Sheri Glaub

Nikolas Burlew

Nikolas Burlew



45

New England

Year President President-Elect Vice-President Secretary Treasurer Chapter Liaison
1997 Charles Cherundolo Mark Kaiser Steve Trombetta Roger Deschenes Marlene Rashiatore
1998 Robert Pazzano James Correia Michelle Sceppa Mark Staples

1999 Robert Pazzano James Correia Michelle Sceppa Mark Staples

2000 Robert Pazzano James Correia Michelle Sceppa Mark Staples

2001 Robert Pazzano James Correia Michelle Sceppa Mark Staples

2002 Robert Pazzano James Correia Michelle Sceppa Mark Staples

2003 Mark Staples
2004 Mark Staples
2005 Myron Dittmer

2006 Myron Dittmer Louis Zaczkiewicz Melissa Smith Russell Morrison
2007 Louis Zaczkiewicz Gerald Boudreault Melissa Smith Russell Morrison
2009 Gerald Boudreault Russell Morrison Maryellen Brown
2010 Gerald Boudreault Russell Morrison Sarvang Mishra Maryellen Brown
2011 Russell Morrison

Puerto Rico

Year President President-Elect Vice-President Secretary Treasurer
1997 Brenda Rodriguez De Damiani Joseph Mendoza Carmen Oliver Vivvian Negron Luciano
1998 Brenda Rodriguez De Damiani Joseph Mendoza Carmen Oliver Viwvian Negron Luciano

2003 Silma Bladuell

2004 Silma Bladuell

2005 Silma Bladuell

2006 Manuel Melendez Evelyn Marchany Gloria Martinez Frederick Fontanez
2007 Manuel Melendez Evelyn Marchany Gloria Martinez Frederick Fontanez
2008 Manuel Melendez

2009 Manuel Melendez Gloria Martinez Frederick Fontanez
2010 Jose Cotto Ruth Toledo Yaritza Martinez
201 Jose Cotto

Southern California

Year President President-Elect Vice-President Secretary Treasurer

1997 Glenn Wright Sean Carnes David Barry Mark Mugerditchian
1998 Beth Bertelsen David Barry Mark Mugerditchian
1999 Jeffrey Yuen David Barry Dianne Gerst Mark Mugerditchian
2000 Jeffrey Yuen David Barry Beth Bertelsen Bernice Stein

2001 Kikoo Tejwani John D*Angelo Maria Wagner

2002 Kikoo Tejwani John D*Angelo Maria Wagner

2003 Kikoo Tejwani
2004 Kikoo Tejwani
2005 Kikoo Tejwani
2006 Saeed Tafreshi Kenneth Cairns, Il
2007 Saeed Tafreshi Kenneth Cairns, Il
2008 Saeed Tafreshi
2009 Saeed Tafreshi
2010 Saeed Tafreshi
2011 Saeed Tafreshi

68. Mountain States chapter 2000

69. Attendees relax during a Midwest
Chapter event

70. New England Chapter President
Louis Zaczkiewicz mans the
registration desk at a chapter event
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Southeast

Year President

1997 Terri Polson

1998 Terri Polson

1999 William Jones, Jr.
2000 William Jones, Jr.
2001 William Jones, Jr.
2002 William Jones, Jr.
2003 Mary Carver
2004 Lisa Eklund

2005 Lisa Eklund

2006 Patrick Sabourin
2007 Patrick Sabourin
2009 Michele Creech
2010 Michele Creech
2011 Shelley Preslar
West Coast

Year President

1997 Kristen Bacigalupi
1998 Vince Anicetti
1999 Vince Anicetti
2000 Vince Anicetti
2001 Randall Tedder
2002 Randall Tedder
2003 Randall Tedder
2004 Randall Tedder
2005 Peter Rauenbuehler
2006 Peter Rauenbuehler
2007 John Ferreira
2009 Elizabeth Leininger
2010 Elizabeth Leininger
2011 Elizabeth Leininger

President-Elect

Michele Creech
Michele Creech
Beth Meinig
Beth Meinig

President-Elect
Vince Anicetti
Randall Tedder
Randall Tedder
Randall Tedder

John Ferreira

Elizabeth Leininger

Vice-President
Lucia Clontz
William Jones
Mary Carver
Mary Carver
Mary Carver

Mary Carver

Vice-President

Mark Kaiser

John Ferreira

Secretary Treasurer
John Shirtz

Pam Proctor-Webb John Shirtz
Kim Hughes John Shirtz
Kim Hughes John Shirtz
Kim Hughes Anthony Pavell
Kim Hughes Anthony Pavell
Beth Meinig Bruce Craven
Beth Meinig Bruce Craven

Shelley Preslar
Shelley Preslar

Secretary

Otis Sangster
Dan Linehan
Dan Linehan

Dan Linehan

Beverly McCalla

Bruce Craven

Bruce Craven

Treasurer

Steve Carlson

Peter Rauenbuehler
Peter Rauenbuehler
Peter Rauenbuehler
Peter Rauenbuehler

Peter Rauenbuehler

Kristina Nordhoff
Kristina Nordhoff
Kristina Nordhoff
Kristina Nordhoff

Michael Place
Michael Place
Michael Place

Michael Place




. /aking the Connection

PDA utilizes a number of tools to keep its members and its volunteers con-
nected. Since 1949, the Association leaders have issued a newsletter to keep mem-
ber informed of requlatory developments. Over the last 15 years, the PDA Letter (so
named in the 1960's) has evolved into a 52+-page, four-color magazine that offers
science and technology updates, regulatory news and information on PDA mem-
bers, conferences, and training activities. It is an indispensable source of information
for PDA members and volunteers, issued 10 times each year. An electronic archive
of issues is available online, starting with the 2001 volume year. Starting in 2006,
selected articles from each PDA Letter are posted for the entire industry to see; this
now includes an online commenting feature.

PDA embraced the electronic age with www.pda.org in the late 1990's. Like the
PDA Letter, the website has evolved over time. The first version of the website was
a useful source of information on event dates and general information about PDA.
Later, it included a members-only directory of members and the capability to regis-
ter online for events. A bookstore was built to sell PDA Technical Reports and PDA/
DHI books. In our 65th year, the website was completely overhauled with a modern
look and feel that will help members more easily find the information they need to
stay engaged with PDA.

71.

72.
73.

47

Saeed Tafreshi (second from left)
has lead the successful Southern
California Chapter since 2006

The PDA website’s most recent design
The weekly PDA Connector email

newsletter was launched in 2005 to
keep members informed

In 2005, the PDA Con-
nector, a weekly email to
members full of the lat-
est requlatory news and
offerings from PDA, was
launched. The PDA Connec-
tor gives members a weekly
glimpse into all things PDA
and provides links back to
the website




74.

75.

76.

77.

78.
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The different faces of the PDA Letter
1997-2011

The Science & Technology Snapshot
was added to the PDA Letterin
2007 to keep members informed of
upcoming developments

New Member list added to the PDA
Letterin 2007

The Volunteer Spotlight was added
in 2008 to recognize the strong
contributions of PDA’s members

In the wake of a bad economy,
Tools for Success column was added
to the PDA Letterin 2009

PDA Letter Editorial Committee 2007-2011

Shelley Abrams (2007-2008)

Kamaal Anas (current)
Vincent Anicetti (current)
Michael Awe (2007-2010)
Harold Baseman (current)
Winston Brown (current)
José A. Caraballo (current)
Doris Conrad (current)

Robert Darius (current)

Miriam Estrano (current)
Martha Folmsbee (current)
Karen Ginsbury (current)

Vinod Gupta, PhD (2007-2010)
Georgiann Keyport (current)
Anastasia Lolas (current)

Mike Long (current)

Elizabeth Martinez (2007-2010)
Rainer Newman (2007-2008)

Kristina Nordhoff (2007-2008)
Matt Schmidt (current)

Susan Schniepp (current)

Scott Sutton (2007-2009)

Janeen Skutnik-Wilkinson (current)
Anita Whiteford (2009-2010)

Sandra Zoghbi-Gay (current)



Staff

Professional staff at PDA's headquarters provides the critical link in the connec-
tion. The PDA staff has grown since those early days in New York, where PDA was
first founded, matching the explosive growth in membership and regions served
since the 1990's. PDA staff support every activity promoted by the members—con-
ferences, courses, publications, chapters, task forces, interest groups, etc. This sec-

tion includes photos of various staff who served PDA over the last 15 years.

80.
81.
82.
83.
84.

85.
86.
87.

. Jennifer Knode

Jim Lyda

Bill Stoedter
Virginia Ventura
Guatam Maitra

Tris Rice, Halleh Sameni, Hassana
Howe, Feng Chen

George Robertson
Victoria Dedrick

Jason Brown, Bob Dana and Gail
Sherman

49
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Adrienne Fierro
Janny Chua

Ta-Méla Jeffries, (member) John
Ferreira, Emily Alesantrino, Hassana
Howe, and Lindsay Donoftrio

Stephanie Ko, James Wamsley, and
Gail Sherman

Russell Madsen

Leon Lewis and Hee-Young Park
(Korean government intern)

Allison Caballero

David Hall

Andrea Viera and Patresa Day
Walter Morris

Craig Elliot

Julia Zimmerman, Trevor Swan,
Dawn Marek, Hassana Howe

Various staff participated in the
2010 Fun Run: Walter Morris,
Richard Johnson, Wanda Neal, Craig
Elliott and Feng Chen

Richard Levy
Frank Sarlo

Shyla Fuentas, Nikki Nasabzadeh,
Leslie Edmond, Luis Castro,
Christina Bogyo, Jason Brown, Paula
Pagino, Patresa Day, and Wanda
Neal

Richard Johnson

Dirk Stelling, Nadine Gold,
Katharina Keisers-Engstfeld, Georg
Réssling, Ailyn Kandora and Antje
Petzholdt
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r I Y he first connection between our members is the science. Looking at the PDA
Vision and Mission, one will see phrases like:

Foremost provider of science and technology
information”

Develop scientifically sound, practical technical
information”

Promote advances in pharmaceutical and
biopharmaceutical science

Facilitate development, testing and qualification of
new technology

These activities really comprise the essence of PDA. For 65 years, PDA members
have shared the best and latest scientifically sound practices in the manufacturer of
pharmaceutical products via face-to-face meetings and in publications. From humble
origins focused solely on the sterile product manufacturing to the membership-driven
growth into other product areas, including, but not limited to, biotechnology and
advanced therapeutic products based on genetic technologies.

This chapter celebrates and memorializes the key contributions that PDA has
made to pharmaceutical science over the last 15 years.

eterile Processing: PDA’s Core Strength

PDA continued to strongly support its core strength—aseptic processing and ster-
ile products. PDA's expertise with the processing of sterile products was never more
important than when the US. FDA revised its 1987 guideline on GMPs for aseptic
processes in the late 1990's. The membership's rapid response to FDA's effort and their
willingness to turn to PDA as their conduit demonstrates best PDA's ability to Connect
People, Science and Regqulation®.

Led by members, including James Agalloco, James Akers, Martin VanTrieste, Rich-
ard Johnson, and Glenn Wright, PDA took a proactive role. In 2000, PDA formed a task
force of a dozen volunteer leaders from PDA membership, including senior industry
managers and expert consultants to address a number of industry concerns with the
original guideline. The task force produced a “Points to Consider" document, published
as a supplement to the PDA Journal of Pharmaceutical Science and Technology, that
presented consensus guidance on 50-plus issues deemed most critical and most likely
to be controversial in the pending revised guidance.

The U.S. FDA subsequently published a "concept paper" entitled, Sterile Drug
Products Produced by Aseptic Processing. Differences between the two documents
prompted the formation of an expert committee under the auspices of the Prod-
uct Quality Research Institute, of which PDA was a founding member. Many of the
members of the PDA task force joined the PQRI working group, which began work
in December 2002 and published a final report in March 2003. FDA considered the

53

1. Testing at the Training and Research
Institute

PDA Aseptic Processing Task Force

David J. Miner, PhD (Co-Chair)

Glenn E. Wright, Eli Lilly and Company
(Co-Chair)

James P. Agalloco, Agalloco &
Associates

William R. Frieben, PhD, Pharmacia
Corporation

Nigel Halls, PhD, GlaxoSmith Kline (ret.)
Richard M. Johnson, Abbott Laboratories

Carol M. Lampe, Baxter Healthcare
Corporation

Russell E. Madsen, PDA

Andy Minor, Eli Lilly and Company
Kenneth Muhvich, PhD, Micro-Reliance
Terry Munson, KMI/PAREXEL, Inc.

Richard N. Prince, PhD, Richard Prince
Associates

Leonard W. Mestrandrea, PhD, Pfizer Inc.
Dr. Andreas Sachse, Schering AG

lan Symonds, GlaxoSmithKline

Martin Van Trieste, Abbott Laboratories

Richard T. Wood, PhD, Pfizer Inc.
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TR-1 goes on tour. The Technical
Report No. 1 Revision Task Force

took a draft of the document on

tour in 2006 for a global review;

(from top, clockwise): Pavia, Italy;
London; Bethesda, Md.; PDA HQ;
Cork, Ireland

Richard Johnson on the Glass Tour,
part of the Glass Defects Task

Force effort to produce 7echnical
Report No. 43: Identification and
Classification of Nonconformities in

Molded and Tubular Glass Containers

for Pharmaceutical Manufacturing

Sam Venogopal and PDA’s Richard
Johnson recognize the PDA/CMC-
VWG Partnership at Medlmmune’s
Gaithersburg, Md. location as
members of the Vaccines Working
Group look on

report and made a number of adjustments to their aseptic processing guidance,
which was published in final form in 2004. Both industry and the FDA recognized
that the rapid, proactive work done by PDA's members throughout the process and
the Agency's willingness to engage in dialogue were instrumental to producing a
scientifically sound guidance that reflected industry best practices.

PDA and FDA subsequently cosponsored four training workshops on the asep-
tic processing guidance with participation of PDA task force representatives and
Agency officials.

A major initiative during the last 15 years was the rewrite PDA's first Technical
Monograph, which addressed steam sterilization validation. The revised document—
PDA Technical Report No. 1: Validation of Moist Heat Sterilization Processes Cycle
Design, Development, Qualification and Ongoing Control—was published in 2007.
Interest in the revision of this document was strong, and the Task Force participated
in a number of conferences to generate consensus among a broad cross-section of
the industry, including regulatory authorities in the United States and Europe.

3
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Contributors to PDA Technical Report No. 1 — Revised 2007

Validation of Moist Heat Sterilization Processes: Cycle Design, Development, Qualification and Ongoing Control

James P. Agalloco, Agalloco &t Associates

James E. Akers, PhD, Akers Kennedy &
Associates

Wilf Allinson, GlaxoSmithKline
Thomas J. Berger, PhD, Hospira

Frank Bing, Abbott Laboratories (retired)
Goran Bringert, GE Kaye Instruments
Gary Butler, Steris Corporation
Jean-Luc Clavelin, Eli Lilly and Company
Peter Cooney, PhD, FDA (retired)

Phil DeSantis, Schering-Plough

Peter Diirr, . Hoffmann-La Roche AG
Kristen D. Evans, FDA

John G. Grazal, AstraZeneca

Nigel Halls, PhD, IAGT. Ltd.

Nigel Halls, PhD, IAGT. Ltd.

Paul Hargreaves, MHRA

Andrew D. Hopkins, MHRA

Martin A. Joyce, PhD, GeneraMedix Inc.
David Karle, Steris Corporation
Bernard Kronenberg, Bakrona Basel AG
John W. Levchuk, PhD, FDA (retired)
Richard V. Levy, PhD, PDA

Steen Loevtrup, Novo Nordisk A/S
Timothy F. Lord, Eli Lilly and Company

Genevieve Lovitt-Wood, G.I. Lovitt & Associates, Project
Manager and Technical Writer

Russell E. Madsen, The Williamsburg Group, LLC
Vittorio Mascherpa, PhD, Fedegari Autoclavi Spa (retired)
David W. Maynard, Maynard & Associates

Robert B. Myers, PDA

James E. Owens, Baxter Healthcare (retired)

Irving Pflug, PhD, University of Minnesota (retired)
Dario Pistolesi, PhD, Fedegari Autoclavi Spa (retired)
Anthony Pochiro, AG Edwards and Sons

Jarmo Saari, Leiras OY

Michael Sadowski, Baxter Healthcare

John T. Shirtz, Baxter Healthcare

Keith Shuttleworth, Keith Shuttleworth & Associates Ltd.
Finlay Skinner, Skinner Pharm-Assist

lan Symonds, GlaxoSmithKline

Kevin D. Trupp, Hospira

Dieter Witthauer, PhD, Novartis

Richard T. Wood, PhD (retired)

William Young, Baxter Healthcare (retired)

¢kpanding Areas of Scope

Following the industry, PDA increased its focus on topics relevant to the manu-
facture of biotech pharmaceuticals. In 2004, PDA formed the Biotechnology Advi-
sory Board to help guide these activities. Over the last eight years, PDA has pub-
lished 7 technical reports to support biotech manufacturers, held workshops and
conferences on various relevant topics, including virus safety, cell substrates, and

adventitious viruses, and opened the biotech laboratory at the new TRI facility.
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1997

1998

1999

2000

2001

2002
S 2004

2005

2006

2007

Zechnical Reports

Publication of technical reports is a defining activity of PDA's membership. Vol-
unteer members come together in task forces (approved by an Advisory Board) and
work for a year or more to develop these best-practice documents, which are then
distributed to all members for free. Technical reports are repeatedly ranked as the
top and most valuable benefit. In the last 15 years, PDA doubled the number of
technical reports available to the membership.

Technical Reports 1997-2011

TR-24: Current Practices in the Validation of Aseptic Processing
Blend Uniformity Analysis: Validation and In-Process Testing

TR-26: Sterilizing Filtration of Liquids
TR-27: Pharmaceutical Package Integrity
TR-29: Points to Consider for Cleaning Validation

TR-30: Parametric Release of Pharmaceuticals Terminally Sterilized by
Moist Heat

TR-31: Validation and Qualification of Computerized Laboratory Data
Acquisition Systems

TR-33: Evaluation, Validation and Implementation of New Microbiogical
Testing Methods

TR-13 (Revised): Fundamentals of an Environmental Monitoring Program
TR-34: Design and Validation of Isolator Systems for the Manufacturing
and Testing of Health Care Products

TR-35: A Proposed Training Model for the Microbiological Function in the
Pharmaceutical Industry

TR-36: Current Practices in the Validation of Aseptic Processing

TR-32: Auditing of Suppliers Providing Computer Products and Services
for Regulated Pharmaceutical Operations

TR-39:Cold Chain Guidance for Medicinal Products: Maintaining the Quality
of Temperature-Sensitive Medicinal Products Through the Transportation
Environment

TR-40: Sterilizing Filtration of Gases

TR-41: Virus Filtration

TR-42: Process Validation Protein Manufacturing

TR-38: Manufacturing Chromatography Systems Postapproval Changes
(ChromPAC): Chemistry, Manufacturing, and Controls Documentation
TR-28 (Revised): Process Simulation Testing for Sterile Bulk Pharmaceutical
Chemicals

TR-39 (Revised): Guidance for Temperature-Controlled Medicinal Products:
Maintaining the Quality of Temperature-Sensitive Medicinal Products
through the Transportation Environment



2008

2009

2010

TR-43: Identification and Classification of Nonconformities in Molded and
Tubular Glass Containers for Pharmaceutical Manufacturing

TR-1 (Revised): Validation of Moist Heat Sterilization Processes Cycle
Design, Development, Qualification and Ongoing Control

TR-14 (Revised): Validation of Column-Based Chromatography Processes
for the Purification of Proteins

TR-26 (Revised): Sterilizing Filtration of Liquids

TR-41 (Revised): Virus Filtration

TR-44: Quality Risk Management for Aseptic Processes

TR-45: Filtration of Liquids Using Cellulose-Based Depth Filters

TR-15 (Revised): Validation of Tangential Flow Filtration in Biopharmaceutical
Applications

TR-46 (Revised): Last Mile: Guidance for Good Distribution Practices for
Pharmaceutical Products to the End User

Technical Series: Filtration — A Compilation of Technical Reports on
Filtration

TR-47: Preparation of Virus Spikes Used for Virus Clearance Studies
TR-48: Moist Heat Sterilizer Systems: Design, Commissioning, Operation,
Qualification and Maintenance

TR-49: Points to Consider for Biotechnology Cleaning Validation

TR-50: Alternative Methods for Mycoplasma Testing

TR-51: Biological Indicators for Gas and Vapor Phase Decontamination

Processes: Specification, Manufacture, Control and Use

PDA Technical Report projects are

first championed by a volunteer or
volunteers, sanctioned by an Advisory
Board, drafted by a Task Force,
approved by the Advisory Board and
ultimately approved by the Board of
Directors; they are considered the most
valuable member benefit

Members of the CVM Task Force meet
at PDA’s Headquarters in February
2005

Members of the EIA Task Force meet
at PDA Headquarters in March 2005

In 2010, PDA bundled five Technical
Reports on Filtration

The many faces of the PDA Journal,
from a bulletin to a fully searchable
online product, complete with a
mobile interface

e
O current tssue »
B Previous Tisues 3

Q search

© sentings




58
Brief History of the PDA Journal

Journal Format Editor

The Bulletin of the

Arthur D. Herrick
Parenteral Drug _1947—

One of PDA Founders
Association

David Ashkenaz

1957_ PDA Director,

Past-President

Robert E. King, PhD,
1964_ Phila. College of

Pharmacy and Science

The Journal of the

Parenteral Drug _1977

Association
8 Joseph R. Robinson, PhD,
University of Wisconsin
Journal of
Parenteral Science and _1
Technology
Joseph B. Schwartz, PhD,
7— Phila. College of
Pharmacy and Science
Journal of
Pharmaceutical Science _1

and Technology

0 Lee E. Kirsch, PhD,

University of lowa

Rich Levy, PhD

2 8_ PDA (Acting Editor)

- (5

Govind Rao, PhD
July 2009

www.journal.pda.org
launches Summer 2009

2011  TR-52: Guidance for Good Distribution Practices (GDPs)
For the Pharmaceutical Supply Chain
TR-53: Guidance for Industry: Stability Testing to Support
Distribution of New Drug Products

PDA Journal of Pharmaceutical
Science and Technology

The PDA Journal of Pharmaceutical Science and Technol-
ogy, better known by members as simply the Journal, consis-
tently ranks as the second most prized benefit of PDA member-
ship. Founded in 1947, the Journal was edited by PDA founding
father Arthur D. Herrick and later by David Ashkenaz. 1957 was
a milestone year in that the reins of the Journal were turned
over to an academic, Prof. Robert King, which helped turn the
publication into a highly rated scientific resource for research-
ers around the world. Prof. Joseph Robinson and Prof. Joseph
Schwartz followed Dr. King as the Journal editors in PDA's first
50. In the last 15 years, the Journal has enjoyed two highly
qualified editors in Prof. Lee Kirsch and Prof. Govind Rao.

In 2009, the Journal met the Internet age by becoming an
online-only publication, delivering to the members a number
of new tools, including the ability to conduct online searches
for valuable content. In 2011, the website went mobile, as a
new interface was introduced so that members and researchers
on the go can easily access the website via their smartphones.

PDA/DHI1 Co-Published Books

PDA entered the book publishing business in this period,
partnering with Davis Healthcare International Publishing in
2001 to produce high quality technical books on topics relevant
to our community. As of 2011, over 80 titles have been published
through this partnership on topics like environmental monitoring,
filtration, QA/QC, rapid microbial methods, GMPs, to name a few.

PDA/DHI Books 2001-2011
2001 Change Control, Soren Schwartze

2002  GMP in Practice: Regulatory Expectations for the
Pharmaceutical Industry, Third Edition, Soren Schwartze

Validation Master Plan: The Streetwise Downtown
Guide, Trevor Deeks

2003  Analytical Method Validation in the Chemical Analysis
Lab, Robert B. Kirsch



2004 A Basic Primer on Pharmaceutical Microbiology, Hans van Doorne

Cleanroom Clothing Systems: People as a Contamination Source, Bengt
Ljungqvist and Berit Reinmuller

Pharmaceutical Quality, Richard Prince

2005 Computer Infrastructure Qualification: For FDA Regulated Industries,
Orlando Lopez

Encyclopedia of Rapid Microbiological Methods, Vol |, Michael Miller
Quality Assurance Workbook for Pharmaceutical Manufacturers, Michael Jahnke

Technology Transfer: An International Good Practice Guide for
Pharmaceutical and Allied Industries, Mark Gibson

2006  Encyclopedia of Rapid Microbiological Methods, Vol Il & Il Michael J. Miller

Pharmaceutical Filtration: The Management of Organism Removal,
Theodore Meltzer, Maik Jornitz

Risk Assessment and Risk Management in the Pharmaceutical Industry:
Clear and Simple, James Vesper

Risk-Based Software Validation: Ten Easy Steps, David Nettleton,
Janet Gough

Successfully Validating ERP Systems (and other large, configurable
applications), David Stokes

2007  Bioprocess Validation The Present and Future, Trevor Deeks
Caveats of Bacterial Endotoxin Testing, Kevin Williams

Chinese Drug GMP An Unofficial Translation Including Related
Sections of the Taiwanese, U.S., and ICH-API GMP Steven
Kuwahara, Simon Xiuwei Li

Confronting Variability: A Framework for Risk Assessment, Richard Prince,
Diane Petitti

Essential Microbiology for QP Candidates, Nigel Halls, Bruce Vernon

Ethylene Oxide Sterilization: Validation and Routine Operations Handbook,
Anne F. Booth

Pharmaceutical Contamination Control: Practical
Strategies for Compliance, Nigel Halls

Pharmaceutical Quality Control Microbiology: A
Guidebook to the Basics, Scott Sutton

Systems Based Inspection for Pharmaceutical
Manufacturers, Jeanne Moldenhauer

Validation of Analytical Methods for Biopharmaceuticals:
A Guide to Risk-Based Validation and Implementation
Strategies, Stephan O. Krause

10.
11.

12.
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A brief history of the Journal

PDA-DHI books have contributed to
PDA’s Mission since 2001

Maik Jornitz, (left) and Ted Meltzer
(right) sign a book during the PDA
Bookstore at the 2005 Annual
Meeting
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2008 Biological Indicators for Sterilization Processes, Jeanne Moldenhauer,

2009

Margarita Gomez

Chinese GMP Inspection Standard Checklist, Simon Xiuwei Li, Steven S.
Kuwahara

Microbiology in Pharmaceutical Manufacturing, Second Edition, Revised
and Expanded, Vol | & 11, Richard Prince

Radiation Sterilization: Validation and Routine Operations Handbook,
Anne F. Booth

Risk-Based Compliance Handbook, Siegfried Schmitt

Anatomy of a Pharmaceutical Filtration Differential Pressures, Flow Rates, Filter
Areas, Throughputs and Filter Sizing, Maik W. Jornitz, Theodore H. Meltzer

Application and Insights for Lyophilization of Parenteral Products, Edward
H. Trapple

Applications of Water Activity Management in the Pharmaceutical
Industry, Detlef Werner

Aseptic Process Validation and Aseptic Process Simulation Studies, Hal Baseman

Best Practices in Environmental Monitoring Automation, Robert Toal,
Michael Goetter, Susan Harrison, Jeremy Tanner, Timothy A. Coleman and
Robert Lutskus

Practical Aseptic Processing: Fill and Finish, Vol | & I, Jack Lysfjord

Water Activity Applications in the Pharmaceutical Industry, Anthony M.
Cundell, Anthony J. Fontana, Jr.

15




2010 Cleaning and Cleaning Validation, Vol I, Paul L. Pluta

20Mm

Environmental Monitoring: A Comprehensive Handbook, Vol 4, Jeanne
Moldenhauer

Laboratory Design: Establishing the Facility and Management Structure,
Scott Sutton

Recent Warning Letters: Review for Preparation of an Aseptic Processing
Inspection, Jeanne Moldenhauer

Recent Warning Letters Review for Preparation of a Non-Sterile Processing
Inspection, Volume 2, Jeanne Moldenhauer

Validation By Design®: The Statistical Handbook for Pharmaceutical
Process Validation, Lynn Torbeck

Quality by Design: Putting Theory Into Practice, Siegfried Schmitt
The Bacterial Endotoxins Test: A Practical Guide, Karen Zink McCullough

Thermal Validation in Moist Heat Sterilization, Jeanne Moldenhauer

13.

14.
15.
16.

17.

18.
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Author Jeanne Moldenhauer with a
fan at a PDA Annual Meeting

Jack Lysfjord promotes his books
PDA’s online bookstore

Author Siegfried Schmitt at a PDA
Annual Meeting

PDA was Organizational Member of
ASTM

Members of the Single-Use

Systems Task Force outside PDA
Headquarters: (I-r) Eric 1sberg, Bob
Repetto, Robert Shaw, Jerold Martin,
Ingrid Markovich, Stephen Brown,
Morten Munk, Bill Hartzel
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he final part of the Connection is with the regulatory agencies. PDA members

share a long history of coming together to participate jointly in the comment-
ing process for new regulations, guidelines/quidances, and compendial and other
official standards. The ability to impact regulatory and compendial outcomes is an
important aspect of the regulatory process and a key reason why PDA's members
organize under the Association's umbrella. The quality and merit of PDA's requlatory
comments over the years gained it recognition by the World Health Organization,
which officially approved PDA in 2003 as a commenting organization for WHO
guidances and policies.

Farmonization

As large pharmaceutical companies grew into even larger multinationals, new
start-up companies emerged and new and different types of therapeutic molecules
arrived, the challenges posed by divergent regulatory requirements in different
countries grew evermore significant.

The International Conference on Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human Use (ICH)GMP guidance for ac-
tive pharmaceutical ingredients (quality guidance Q7A), published in 2000, opened
the door for PDA's direct involvement in the harmonization process. The U.S. FDA
asked PDA to cosponsor a series of trainings on Q7A, and PDA responded with five
standing-room only workshops in 2002 in Europe and in the United States. PDA's
Q7A training workshops were the only ones in the industry offered with U.S. FDA's
imprimatur and with full participation of the ICH Expert Working Group that devel-
oped the guidance.

In 2009, PDA supported harmonization with its member-led initiative called,
"Paradigm Change in Manufacturing Operations” (PCMO*). The goal of the PCMO>"
program is to drive the establishment of “"best practice” documents and/or train-



ing events to assist pharmaceutical manufacturers in implementing the ICH
guidelines on Pharmaceutical Development (ICH Q8, Q11), Quality Risk Man-
agement (ICH Q9) and Pharmaceutical Quality Systems (ICH Q10). PCMOM
projects are expected to facilitate knowledge transfer among the experts
from industry, universities and regulators as well as experts from the respec-
tive ICH Expert Working Groups and Implementation Working Groups.

PDA's experience, reputation and strong member base again showed up
in support of the ICH Quality Implementation Working Group (Q-IWG) on
08, Q9 and Q10. In 2010, at the request of the Q-IWG, PDA cosponsored two
training workshops in Europe and the United States for both industry and
regulators.

In 2009, PDA supported harmonization with its member-led initiative
called, "Paradigm Change in Manufacturing Operations”" (PCMOM). The goal
of the PCMO* program is to drive the establishment of "best practice” docu-
ments and/or training events to assist pharmaceutical manufacturers in
implementing the ICH guidelines on Pharmaceutical Development (ICH Q8,
Q11), Quality Risk Management (ICH Q9) and Pharmaceutical Quality Sys-
tems (ICH Q10). PCMO*™ projects are expected to facilitate knowledge trans-
fer among the experts from industry, universities and regulators as well as
experts from the respective ICH Expert Working Groups and Implementation
Working Groups.

RAQC “Open Air” at the 2006 PDA/
FDA Joint Regulatory Conference

Q7A Training in Europe

PDA was an early member of the
Product Quality Research Institute,
with the U.S. FDA and AAPS
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Requlatory Comments

Over the last 15 years, PDA has formed Task Forces of volunteers to comment
on numerous regulatory guidances and initiatives. The following is a complete list
by year and title of regulatory documents for which RAQC and the Board of Direc-
tors approved and submitted comments.

1997
U.S. FDA Draft Guidance for Industry: GMPs for Active Pharmaceutical Ingredients
U.S. FDA Proposed Rule: Reporting Errors and Accidents in Manufacturing (CBER)

U.S. FDA Draft Guidance for Industry: Documentation in Drug Applications for Con-

tainer Closure Systems Used for the Packaging of Human Drugs and Biologics

1998

US. FDA Proposed Rule: Biological Products, Reporting Errors and Accidents in
Manufacturing (CBER)

PIC Draft Guidance on GMPs for APIs
EMEA/CPMP Decision Trees for the Selection of Sterilization Methods

U.S. FDA Draft Guidance for Industry: Investigating Out-of-Specification Test Results
in Pharmaceutical Production

ICH Q6A: Specifications

U.S. FDA Draft Guidance for Industry: Submitting Documentation for the Stability
of Human Drugs and Biologics

1999

U.S. FDA Request for Comment: CGMP Recordkeeping Burden

USP <1> Injections

U.S. FDA Draft Guidance for Industry (ANDAs): Blend Uniformity Analysis

U.S. FDA Draft Guidance for Industry: BACPAC I: Intermediates in Drug Substance
Synthesis: Bulk Actives Postapproval Changes: Chemistry, Manufacturing and
Controls Documentation

U.S. FDA extended comment period regarding Site Specific Stability in regards to
U.S. FDA Draft Guidance for Industry: Submitting Documentation for the Stability
of Human Drugs and Biologics

U.S. FDA Proposed Rule: NDA/ANDA Post-Approval Changes

2000
EMEA/CPMP Draft Note for Guidance on Process Validation
EMEA Draft Annex 15 to EU GMP, Process Validation



EMEA Draft Annex 17 to EU GMP, Parametric Release

ICH Q7A, Good Manufacturing Practice Guide for Active Pharmaceutical
Ingredients

Canadian TPP Sterile Product GMP Revision

U.S. FDA Draft Guidance for Industry, Analytical Procedures and Methods Validation,
CMC Documentation

2001

Proposed Rule; Good Tissue Practices for Manufacturers of Human Cellular and
Tissue-Based products; Inspection and Enforcement

EU Note for Guidance on Quality of Water for Pharmaceutical Use (CPMP/
QWP/158/01draft)

Canadian Draft Good Manufacturing Guidelines

“Change Tables" to open dialogue with U.S. FDA for the development of a Post-
Approval changes for Sterile Products guidance

US. FDA Draft Guidance for Industry: Biological Product Deviation Reporting
for Licensed Manufacturers of Biological Products Other than Blood and Blood
Components

2002

U.S. FDA's dispute resolution process, part of Pharmaceutical CGMPs for the 21st
Century—A Risk-Based Approach (comments were presented at the December 18,
2002 U.S. FDA OPS trade association meeting)

PIC/S draft recommendation on the Isolators Used for Aseptic Processing and
Sterility Testing

Letter and proposal to U.S. FDA regarding PAC for sterile products

U.S. FDA's preliminary concept paper, “Sterile Drug Products Produced by Aseptic
Processing”

2003

U.S. FDA Guidance for Industry: Comparability Protocols—Chemistry, Manufacturing
and Controls Information

US. FDA Draft Guidance for Industry: Part 11, Electronic Records: Electronic
Signatures—Scope and Application

US. FDA Draft Guidance for Industry: Sterile Products Produced by Aseptic
Processing

US. FDA Draft Guidance for Industry: PAT—A framework for Innovative
Pharmaceutical Manufacturing and Quality Assurance

U.S. FDA Draft Guidance for Industry: Comparability Protocols: Protein Drug Product

65
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and Bilogical Products—Chemistry, Manufacturing and Controls Information
U.S. FDA Proposed Bar Code Rule
U.S. FDA Query on Reporting Biological Deviations in Manufacturing rule

EU Note for Guidance on GMP Annex Il on Process Validation, Nonstandard
Processes

WHO Sampling Guideline
WHO Validation Guideline

2004

US. FDA Draft Guidance for Industry: Formal Dispute Resolution: Scientific and
Technical Issues Related to Pharmaceutical Current Good Manufacturing Practice

U.S. FDA GMP in 21st Century: Risk and quality Glossary

U.S. FDA Draft Guidance for Industry: Powder Blends and Finished Dosage Units -
Stratified In-Process Dosage Unit Sampling and Assessment

WHO Working Document QAS/04.068: Good Distribution Practices (GDP) for
Pharmaceutical Products

WHO Guideline for Sampling of Pharmaceuticals and Related Materials, Working
Document QAS/03.066/Rev. 2

EMEA Compilation of Case Studies Provided by Members of EFPIA and PDA Regarding
Inspectional Issues with the EU GMP Annex 1 and the U.S. FDA Draft Guidance on
Aseptic Processing

Addition to Chapter 1 to the EU Guide to Good Manufacturing Practice, Titled:
Product Quality Review

Addition to Chapter 6 to the EU Guide to Good Manufacturing Practice

WHQO Guidelines for Sampling of Pharmaceuticals and Related Materials: Risk
Assessment with Respect to the n, r, p Plans

PDA DRAFT Proposal for Guidance for Industry ChromPAC, Manufacturing Chroma-
tography Systems Post-approval Changes: Chemistry, Manufacturing and Controls
Document submitted to Docket #03N-0059-Pharmaceutical cGMPs for the 21st
Century: A Risk-Based Approach

U.S. FDA White Paper: Defining the Customer in a Regulatory Agency, submitted to
Docket #2003N-0059 - Pharmaceutical cGMPS for the 21st Century: A Risk-Based
Approach

U.S. FDA White Paper: Risk-Based Method for Prioritizing CGMP Inspections of Phar-
maceutical Manufacturing Sites - A Pilot Risk Ranking Model. submitted to Docket
#2003N-0059 - Pharmaceutical cGMPs for the 21st Century: A Risk-Based Approach

U.S. FDA Draft Guidance for Industry: Good Manufacturing Practices for Combina-
tion Products



U.S. FDA Draft Guidance for Industry: Quality Systems Approach to Pharmaceutical
Current Good Manufacturing Practice Regulations

U.S. FDA White Paper: Office of New Drug Chemistry Reorganization Write-Up

2005

USP proposed changes to general Chapter <1> Injections (Pharmacopeial Forum 31
(5) September/October 2005)

ICH Q9: Quality Risk Management

ICH Q8: Draft Consensus guideline Pharmaceutical Development

2006

U.S. FDA Direct and Proposed Final Rules: Current Good Manufacturing Practice
Regulation and Investigational New Drugs;

U.S. FDA Draft Guidance for Industry: INDs - Approaches to Complying with CGMP
During Phase 1

EU GMP Annex 1: Proposals for Amendment to the Environmental Classifi cation
Table for Particles and Associated Text, Amendments to Section 42 Concerning Ac-
ceptance Criteria for Media Simulations, Amendment to Section 52 Concerning Bio-
burden Monitoring and Additional Guidance in Section 88 on the Sealing of Vials

EU Draft Guideline on Virus Safety Evaluation of Biotechnological Investigational
Medicinal Products

U.S. FDA Draft Guidance for Industry: Characterization and Qualifi cation of Cell
Substrates and Other Biological Starting Materials Used in the Production of Viral
Vaccines for the Prevention and Treatment of Infectious Diseases

EMEA Reflection Paper on Process Analytical Technology

2007

Chapter 1 (Quality Management) of the EU GMP Guideline for Human and Veteri-
nary Products

Content of the Batch Release Certificate Referred to in Article 13.3 of Directive
2001/20/EC

Revisions to the Canadian GMPs
ICH Draft Guidance Q10 Pharmaceutical Quality Systems

EU Guideline on Production and Quality Control of Monoclonal Antibodies and
Related Substances

2008
EMEA Guidelines to GMP, Draft Annex 11, Computerized Systems
EMEA Guidelines to GMP, Chapter 4

67
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ICH Q8, Pharmaceutical Development

EMEA Guidelines to GMP, Draft Annex 2, Manufacture of Biological Medicinal
Products for Human Use

Proposed Changes to U.S. 21 CFG 210 and 211

ICH Q4B, Evaluation and Recommendation of Pharmacopeial Tests for Use in the
ICH Regions, Annex 3 on Test Particulate Contamination: Subvisible Particles

U.S. FDA Draft Guidance for Industry, Submission of Documentation in Applications
for Parametric Release of Human and Veterinary Drug Products Terminally Sterilized
by Moist Heat Processes

2009
U.S. FDA Draft Guidance for Industry, Process Validation: General Principles and Prac-
tice

EDQM, European Pharmacopeia, Proposed revision to General Chapter XXXX:2031
Monoclonal Antibodies for Human Use

Proposed Revisions to Chapter 2.6.16. Test for Extraneous Agents in Biological
Products, and Chapter 5.2.3. Cell Substrates for the Production of Biological
Products

U.S. FDA Draft Guidance for Industry, Good Importer Practices

U.S. FDA Draft Guidance for Industry, Standards for Securing the Drug Supply
Chain

EMEA Concept Paper on the Implementation of ICH Q10 into the EU GMP

Concept Paper on the Revision of the EU Guideline on Good Distribution Practice
(GDP)

EMEA Note for Guidance on Minimising the Risk of Transmitting Animal Spongiform
Encephalopathy Agents via Human and Veterinary Medicinal Products (Revision 4)

Draft Guidance for Industry and U.S. FDA Staff: Technical Considerations for Pen, Jet
and Related Injectors Intended for Use with Drugs and Biological Products

EMEA Guidance, Use of Near Infrared Spectroscopy (NIRS) by the Pharmaceutical
Industry and the Data Requirements for New Submissions and Variations

WHO Recommendations for the Evaluation of Animal Cell Cultures as Substrates
for the Manufacture of Biological Medicinal Products and for the Characterization
of Cell Banks

U.S. FDA's Proposed Rule, Postmarketing Safety Reporting for Combination Prod-
uct

2010
WHO, Draft Good Practices for Pharmaceutical Microbiology Laboratories

U.S. FDA Draft Guidance for Industry, CMC Postapproval Manufacturing Changes



Reportable in Annual Reports

EMA/CHMP/BWP Draft Guideline on the Requirements for Quality Documentation
Concerning Biological Investigational Medicinal Products in Clinical Trials

EMA/CHMP/BWP Draft Guideline on the Requirements for Quality Documentation
Concerning Biological Investigational Medicinal Products in Clinical Trials

Eudralex, Volume 4, Good Manufacturing Practice, Draft GMP Annex 2, Manufac-
ture of Biological Medicinal Substances and Products for Human Use

EU Guidelines to Good Manufacturing Practice, Part 1, Medicinal Products for Hu-
man and Veterinary Use, Chapter 2, Personnel

EU Guidelines to Good Manufacturing Practice, Part 1, Medicinal Products for Hu-
man and Veterinary Use, Chapter 1, Quality Management System

U.S. FDA Transparency Task Force; Request for Comments

EMA Explanatory notes for pharmaceutical manufacturers on the preparation of a
Site Master File and content of a Site Master File

U.S. FDA Draft Guidance for Industry, Planning for the Effects of High Absenteeism
to Ensure Availability of Medically Necessary Drug Products

21 CFR Part 4, Current Good Manufacturing Practice Requirements for Combination
Products

U.S. FDA Postmarketing Safety Reporting for Combination Products

2011

U.S. FDA Periodic Review of Existing Regulations; Retrospective Review under E.O.
13563

Eudralex, Volume 4, Good Manufacturing Practice, Medicinal Products for Human
and Veterinary Use, Revised EU GMP Chapter 5: Production

Eudralex, Volume 4, Good Manufacturing Practice, Medicinal Products for Human
and Veterinary Use, Revised EU GMP Chapter 7: Outsourced Activities

69

4. 1n 2000, PDA received the Center
for Drug Evaluation and Research
Director’s Special Citation
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ormer PDA President Ed Fry once said about the Training and Research Institute
F (TRI), "No event was more significant than the opening of the PDA Training and
Research Institute.” Indeed, over the last 15 years, the opening of the Training and
Research Institute in 1997 stands out as a defining moment for PDA. The Institute
is responsible for the education and training mission of PDA, which includes the of-
fering of pharmaceutical and biopharmaceutical courses at the training facility and
at off-site locations.

The 15-year history of the Training and Research Institute is really a tale
of two facilities: the initial facility at University of Maryland Baltimore County
Technology Center (1997-2007) and the new facility in Bethesda, Md.

The first TRI facility opened its doors on May 1, 1997. On September 18,
1997, PDA recognized the contribution and influence of former PDA Chair
Dr. Kenneth Avis with the dedication of the "Kenneth Avis Aseptic Processing
Laboratory” in his honor. Long-time PDA volunteer Dr. Michael S. Korczynski
joined PDA's staff to lead TRI in its maiden year, overseeing 31 courses at the
new facility.

By 1998, nearly all the equip-
ment was in place to make TRI ful-
ly operational. The centerpiece of
the facility was the installation of
a 10 mL vial filling line, which was
installed in a Class 100 flexible-

walled cleanroom. This became the
foundation for the two-week in-
tensive Aseptic Processing Training
Program, which was launched in
1999 and quickly became the flag-
ship offering of TRI. The course is
a massive undertaking for TRl and
the dedication of the faculty and the staff to ensure a high-quality learning experience
is evident with each session offered.

In 2007, TRI said goodbye to the UMBC facility and moved to 4350 East West
Highway in Bethesda, Md.,
which also became the
home to PDA's global head-
quarters. Now, the entire
professional staff in the
United States works out of
the same location. PDA Chair
Vincent Anicetti's view of
the consolidated operations
was: "This single site for PDA

The filling line in TRI’s new fill suite
in Bethesda, Md.

The first TRI facility opened

its doors on May 1, 1997. PDA
President Ed Fry addressed an
audience that included members
of the Board of Directors.

Then Maryland Governor Parris
Glendening looks on.

PDA Chair Vincent Anicetti cuts the
ribbon to officially open TRI’s new
faciltiy in Bethesda, Md. in 1997.
Fellow Board members and PDA
staff look on.

Giuseppi Fedegari in front of the
autoclave donated by Fedegari
Autoclavi
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TRAINING A

headquarters and training operations provides our members with a state of the art
production and laboratory facility to perform ‘hands-on" and classroom training a
few steps away from the PDA staff and FDA."

PDA staff worked closely with architects and engineers from Vectech Pharma-
ceutical Consultants, Inc. to design a state-of-the-art training facility, including an
aseptic processing suite, a microbiology laboratory, a biotech laboratory, a clean-in-
place laboratory and two classrooms.

From its very beginning, TRI's energetic
staff and dedicated faculty never hesitated tak-
ing its lecture-based training to places as far
away as Taiwan (inspectorate/industry training,
1997) Prague (2003), Basel, Switzerland (several
times), and Japan (several times), to name a few.
And it would be easier to count the number of
US. States in which TRI has not offered lec-
ture courses over the last 15 years than those
in which it has! In 2004, TRI offered the aseptic
processing program in Basel—the first time fac-
ulty and staff took a laboratory course abroad.

Over the years, TRI's reputation has grown worldwide, not only as a key source of
hands-on training for professionals in the industry, but also those working with the
regulatory authorities. The U.S. FDA saw immediate benefits to a hands-on training
center virtually in its backyard. In July 1998, TRI hosted a two-week FDA Drug Compli-
. ance School for approximately 45 new CDER compliance in-
spectors. The success of that course led to a follow-up labora-
tory course for CDER officials in 1999 and additional trainings
for FDA staff over the years.

World-class inspectorate training became an important
part of the Institute’s identity. In 2003, TRI staff and faculty
traveled to Italy for its "Regulatory Compliance School for




the Italian Pharmaceutical In-
spectorate,” administered for the
[talian Ministry of Health and
the Instituto Supiore di Sanita. In
2005, TRI teamed up with Pur-
due University to provide train-
ing to members of the Kazakh-
stan Ministry of Health and the
Kazakhstan National Center for
the Assessments of Drugs, Items
for Medical Purposes and Medical Equipment. TRI conducted two weeks of GMP train-
ing in a variety of areas. This training continued for the next two years, and in 2007,
TRI conducted it on its own. In 2009, TRI again worked with Purdue University to pro-
vide world class GMP training in Russia, with the cooperation of the Russian Federal
Service on Surveillance in Healthcare and Social Development (Roszdravnadzor). That
same vear, TRI conducted three training courses in Shanghai in conjunction with the
PDA/FDA Asia Pacific Pharmaceutical Ingredient Supply Chain Conference.

10.
11.

12.

13.

14.
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The ribbon cutting in 1997, PDA
Chairman Raymond Shaw, Jr., PDA
President Edmund Fry, Michael
Korezynski, and Antonio Moreira

Student receives training from John
Lindsay on the proper use of a
velocity meter as part of the Aseptic
Process Training Program

Dave Matsuhiro performing a
dynamic airflow evaluation with
students during the “Aseptic
Processing Training Program”

PDA TRI Dedication Plaque

Dedication of a TRI Lab to Kenneth
Avis (holding plaque); Ed Fry

(left), Raymond Shaw and Michael
Korezynski

A student working in the cleanroom

A student dresses for the TRI
cleanroom

Regulator Jeorg Neuhaus (second
from right) participates in TRI
Inspectorate Training in Italy

James Wamsley gives a tour of TRI
to the visiting Kazakhstan Ministry

Members of the Kazakhstan Ministry
of Health and the Kazakhstan
National Center for the Assessments
of Drugs pose with PDA’s Rich

Levy (photo on the left) and Bob
Myers, whom they presented with a
traditional, hand-made ceremonial
robe (photo on right).
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15.

16.

18.

20.
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Art Vellutato discusses his TR1 course
at the 2009 PDA Annual Meeting

Students at the 2004 PDA Annual
Meeting and TRI Courses in Orlando
do some work outside (photo on
right); TRI Director Robert Mello
joins them.

. Bob Myers (left facing) and James

Wamsley (center) work with
Vectech’s William Bennett and
Robert Ferer to develop the floor-
plan for the new TRI facility

Students in the Micro Lab

. Dedication of a TRI lab to Theodore

Meltzer (enter), with Maik Jornitz
(left), Bob Dana, John Shabushnig
and Richard Johnson

Visual Inspection Course at TRI

TR1 demonstration at the 2008
Annual Meeting
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lobalization of the pharmaceuti-
G cal industry presented PDA with
its biggest opportunities and challeng-
es leading up to its 65th Anniversary.
By the beginning of 1997, PDA was
well to its way of matching the indus-
try's global reach, with 16 Chapters
flourishing worldwide. By 2011, PDA
supported more Chapters outside of
the United States—Australia, Canada,
China, France, Ireland, Israel, Italy, Ja-
pan, Korea, Puerto Rico, Taiwan, and
the United Kingdom—than inside (10
U.S. Chapters) for a total of 22 Chapters.

In 1998, PDA ramped up the work done over the previous decade to grow over-
seas membership with the appointment of its first full-time staff person in Europe. Jim
Lyda accepted the assignment as PDA's first VP for External and Regulatory Affairs.
Soon after, the "European Report” was introduced in the PDA Letter. PDA's first tech-
nical conference in Italy was held in Pisa in June of 1999, with further conferences
held in Verona, Taormina and Rome. In a very short period of time, new chapters were
formed in Europe to represent and serve a growing membership: Italy, Central Europe,
United Kingdom and Ireland.

By 2001, PDA's activities in Europe warranted the formation of the European
Steering and Development Committee (ESDC), created by the Board of Directors to
coordinate and direct the Association's European activities. In 2006, Georg Réssling
joined PDA as Sr. VP of PDA Europe, and a new European headquarters was opened

A growing city, Shanghai, and a
growing PDA membership

PDA leaders work with PDA
volunteers at GlaxoSmithKline in
London to plot ways to better serve
members (2001): (I-r) Jim Lyda,
Joyce Aydlett, Marco Budini, Georg
Réssling and Colin Booth

PDA leadership with representatives
of China’s SIFDS after signing an
agreement to form the SIFDS/PDA
Joint Development Center (SHIDC)
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in the "green” building in Gleinicke, Germany, a suburb
of Berlin. Today PDA Europe maintains its own website
and manages all membership activity in Europe. Work-
ing closely with the Interest Groups, PDA Europe hosts
over 25 conferences, workshops and training courses

each year.

PDA Europe attained perhaps its most important
milestone in October 2006, when it joined with the Euro-
pean Medicines Agency to host the first PDA/EMA Joint

Conference in London. Planning for the Joint Conference

started in 2005 with the formation
of the planning committee, which
selected the theme of the inau-
gural conference, "Understanding
the European Environment." The
potential for this conference: to
grow into a European corollary
to the PDA/FDA Joint Regulatory
Conference (begun in 1990) was
obvious to all following the suc-
cess of the 2006 meeting, which
drew over 400 attendees.

As reported in the Nov/Dec
2006 PDA Letter, planning com-
mittee member and EMA official David Cockburn said in his opening remarks to the
2006 PDA/EMA Joint Conference, "The high number of attendees at this first event
demonstrates the high level of interest that there is within the GMP community in

the topics under discussion on the agenda. One of the primary aims of the confer-
ence is to create better understanding of the European pharmaceutical framework



in the GMP area, which
can be considered fairly
complex.”

The next PDA/EMA
Joint Conference took
place in February 2008 in

Budapest, Hungary and
featured an “open meeting” on behalf of the EMA Inspections Sector to foster consultation
on draft Annex 2 of the European GMP. The third PDA/EMA meeting was held in October of
2009 in downtown Berlin. In 2011, the PDA/EMA Joint Conference returned to the Agency's
home city, London.

The growth and success of the PDA/EMA Joint Conference is a testament to the
hard work, and dedication support of PDA's members in Europe, including those in
the requlatory agencies. Their efforts helped PDA become a contributor at the EMA's
annual Interested Parties Meetings conducted by the Agency's Inspections office and
the GMP Inspectors Working Group, which coordinates and advises on the inspections
activities in Europe. PDA has been represented at this meeting by staff and/or member
volunteers consistently for the past 5 years. In 2007, a PDA delegation was invited to
participate in the EMA/Biologics Working Party (BWP) to discuss PDA commentary on
the draft viral safety guidance for IMPs. The next year, PDA's invitation to the BWP
scientific discussions on monoclonal antibodies resulted in the establishment of a PDA
Monoclonal Antibodies Workshop, now offered for the fourth time in 2011.

Ty
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PDA’s Leslie Zeck (standing left)

and Russell Madsen (staning right)
with the planning committee for the
2002 PDA International Congress

PDA teamed up with 1ABS to host a
conference on process validation in
Berlin in 2001: (I-r) John O’Conner,
Genentech; Christopher Joneckis,
FDA; Anthony Ridgeway, Health
Canada; John Purves, EMEA;
Vincent Anicetti, Genentech

Jim Agalloco, Russell Madsen,
Stephen Bellis, Gordon Farquharson

PDA and PDA ltaly Chapter
Conference on Global
Pharmaceutical Manufacturing and
Quality Strategies

PDA Ttaly Chapter presented
highlights of the 2001 PDA/FDA
Joint Regulatory Conference with
Jim Lyda, Vincenzo Baselli, Claudia
Nardini, Gabriele Gori

Attendees at the R*Nordic Annual
Conference in Oslo

. 1998 1PA/PDA Seminar with (I-r)

James Lyda, Dr. P. Das Gupta, Bhogi
Sheth and Ira Berry

. PDA’s “Green Building” outside of

Berlin
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In parallel to these efforts
to serve industry professionals in
Europe, PDA has had an eye to-
wards serving their counterparts
in Asia. PDA's efforts to work with
Taiwan Pharmaceutical Manufac-
turers Association culminated in
the formation of the PDA Taiwan
Chapter in 1997. The Korea Chap-
ter was chartered in 1998.

The Japan Chapter—PDA's first outside of the United
States has evolved into one of the largest and most self-
sufficient Chapter. Today, it boasts over 700 active members
and in 2011 will host its 18th Annual Meeting. The event has
grown so popular that the Chapter's 2010 Annual Meeting,
themed "Moving from Quality Assurance to Quality Manage-
ment," drew over 600 attendees.

From the Japan Chapter's early days in the 1990's, one of
its members has sat on the PDA Board of Directors: Dr. Kunio
Kawamura (served on BoD from 1994-1997), Dr. Toshiaki
Nishihata (1998), Taiichi Mizuta (2000-2002), Yoshihito
Hashimoto (2003-2008), and Junko Sasaki (2008-present).

PDA's expanding membership in Asia was demonstrated
by the PDA Pacific Rim Congress in Singapore in 2004 and
again in 2006 with meetings in India (PDA/USP Joint Sympo-
sium) and Japan (2006 PDA Asia Pacific Congress).



In 2008, PDA began working in earnest to help manufacturers se-
cure supplies from China, both by focusing on growing its membership
there and by holding its PDA/FDA Quality Systems conference in Bei-
jing and in Shanghai. That same year, PDA signed a Memorandum of
Understanding with the Shanghai Institute for Food and Drug Safety
(SIFDS), a part of the Shanghai FDA, to create the SIFDS/PDA Joint
Development Center. The next year, the PDA/FDA Asia Pacific Phar-
maceutical Ingredient Supply Chain Conference and TRI courses were
held in Shanghai.

In 2010, PDA hosted an intern from the Korea Food & Drug Ad-
ministration, as part of the Korean government's Long-Term Fellowship Program for
Overseas Study. Hee-Young "Hailey" Park worked at PDA for twelve months, meeting
weekly with Richard Levy, Sr. VP of Scientific and Regulatory Affairs, to discuss various
aspects of biologics manufacture and the regulatory requirements. On top of filing
routine reports with her Agency, Hailey contributed to the PDA Letter a series of ar-
ticles about the Korean regulatory system.

12.

13.

14.

15.

16.

17.

18.
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2008 PDA/FDA Quality Systems
Conference in Shanghai

SIFDS/PDA Shanghai Joint
Development Center

PDA and SIFDS officials form the
SIFDS/PDA Joint Development
Center (SHJDC)

2009 PDA/FDA Asia Pacific
Pharmaceutical Ingredient Supply
Chain Conference

PDA President Neal Koller (standing
right) accepts a gift from Woo-Hyun
Paik of the PDA Korea Chapter

Korean regulator Hee-Young
“Hailey” Park at the end of her
international internship with PDA

The Puerto Rico Inaugural Event in
2007
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‘P ‘D A 9 first event, the Annual Meeting is the place for PDA's mem-
S bers to learn about the latest industry scientific trends,
technological developments, and PDA activities. This event also allows PDA's volun-

teers to congregate to manage the business of PDA and advance technical projects.
The Annual Meeting features the largest exhibit hall of any PDA event.

For many years, the Annual Meeting was PDA's biggest fall event, held in Phila-
delphia and then Washington. Since 2002, PDA has moved the meeting to different
regions of the United States. PDA also began holding the Annual Meeting in the
spring in 2004. What follows is a collection of photo montages from each Annual
Meeting, 1997-2011, organized by year and location.

Philadelphia, PA
1997, 2000

Washington, DC
1998, 1999, 2001

83

When the attendees go marching
in...from the plenary session at the
Ritz Carlton to exhibit hall at the
New Orleans Marriott during the
2002 Annual Meeting

A marching band again rallies
attendees to the exhibition at the
2010 Annual Meeting
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New Orleans, LA
2002

Atlanta, GA

2003
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Orlando, FL
2004, 2010

Chicago, IL
2005
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Anaheim, CA

Las Vegas, NV

2007, 2009

(t Crl(( OUd

LAS VE GA




Colorado Springs, CO
2008

San Antonio, TX

2011
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Co-Sponsored Meetings
with Regulatory Agencies

An evolutionary step in PDA's in-
volvement in the regulatory process
with the U.S. FDA was the develop-
ment of the PDA/FDA Joint Regulatory Conference. This meeting established a new
opportunity for professional collaboration with the U.S. FDA, and has grown in
scope and attendance. The conference is now entering its third decade and is
going strong, as it is usually the most highly attended event each year.

The value of collaborating face-to-face became obvious to the U.S. FDA
officials and PDA members, so additional cosponsored meetings have been
developed over the last 15 years on important regulatory and scientific topics

like supply chain management, viral clearance, quality systems, ICH guidelines,
adventitious viruses/cell substrates, glass quality.

As PDA became more active in Europe over the last 15 years (see Chapter 6),

opportunities to collaborate with EU and member state health authorities also grew.
The European Medicines Agency (EMA) and PDA teamed up first in 2003 to cospon-
sor a conference on Virus Safety. Two years later, the first PDA/JEMA Joint Confer-
ence was held. Like the PDA/FDA conference, the PDA/EMA Joint Conference is a
large event that covers multiple relevant and important regulatory topics. It has
been held every other year since 2005.




Attendees at the 2000 PDA/FDA
Joint Regulatory Conference

PDA/FDA lighting gel

Networking at the 2000 PDA/FDA
Joint Regulatory Conference

PDA’s Jim Lyda (right) gets ready to
present the Berlin Bear to Riccardo
Luigetti of the EMA (left) and Lothar
Hartmann, F. Hoffmann-La Roche, as
Georg Réssling announces the gift

The PDA/FDA Joint Regulatory
Conference has become a “must
attend” event over the last 20 years

Speakers at the 2010 PDA/FDA
Vaccine Conference

Panelists at the 1998 Joint
Regulatory Conference

. Panelists at the1997 PDA/FDA Joint

Regulatory Conference

. Networking at the 2010 PDA/FDA

Joint Regulatory Conference Gala

. Georg Rossling (left) and Jim Lyda

(right) thank 2009 PDA/EMEA Joint
Conference planning committee
chairs Veronique Davoust, Pfizer and
Katrin Nodop, EMEA

. Richard Johnson speaks with FDA’s

Deborah Autor at the 2010 PDA/
FDA Pharmaceutical Supply Chain
Workshop
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When Tragedy and Mother Nature Strike

1997

PDA/FDA Joint Regulatory Conference FDA/PDA Open Conference on Post-Approval Changes for Sterile
Washington, DC Aqueous Solutions (PAC-SAS)
Washington, DC
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2000 2001

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/FDA Public Conference on Technical

Implementation of Part 11 (21 CFR Part 11, Electronic

Records; Electronic Signatures)

2002 2003

PDA/FDA Joint Regulatory Conference
Washington, DC

ICH Q7A Good Manufacturing Practice Guidance for Active

Pharmaceutical Ingredients (with PARMA and GPhA)
Newport Beach, California; San Juan, Puerto Rico;
Dublin, Ireland; Milan, Italy; Frankfurt, Germany

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/EMEA Joint Conference
London, England

2008

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/EMEA Joint Conference
Budapest, Hungary

PDA/FDA Quality Systems
Shanghai and Beijing, China

2009

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/FDA Conference on the Validation of System Based Inspections Workshops
Manufacturing Processes for Biologics New Brunswick, New Jersey; Los Angeles, California; San Juan, Puerto Rico

PDA/FDA Conference on Team Biologics ICH Q7A Good Manufacturing Practice Guidance for Active

Pharmaceutical Ingredients (with PhARMA and GPhA)
Chicago, lllinois; Princeton, New Jersey

PDA/FDA Viral Clearance Forum
Bethesda, Maryland

PDA/FDA Joint Regulatory Conference
Washington, DC

ICH Q7A Good Manufacturing Practice Guidance
for Active Pharmaceutical Ingredients
Tokyo, Japan; San Francisco, California

PDA/EMEA European Virus Safety Forum
Langen, Germany

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/FDA Co-Sponsored Conference Series on
Quality Systems
Bethesda, Maryland and Dublin, Ireland

14. The Katrina Relief Fund raised
thousands of dollars at the 2005 PDA/
FDA Conference, including a sizable
contribution from FSK, presented by

PDA/FDA Pharmaceutical Ingredient Supply Chain President Frank Kohn (right) to PDA’s

Conference Nahid Kiani and Novatek International

Washington, DC President Parsa Famili.

PDA Compendial Forum: Future Directions of the 15. PDA launched a website to raise

Pharmacopoeias, co-Sponsored with USP/EP/JP funds to help the Red Cross

Frankfurt, Germany Japanese relief efforts in 2011

PDA/PICS/ISPE Quality Risk Management Conference 16. Sarah Graham of Allergan wins a

Geneva, Switzerland digital camera at the 2008 PDA/
EMEA Joint Conference in Budapest,

2010 Hungary

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/FDA Asia Pacific Pharmaceutical Ingredient Supply

Chain Conference
Shanghai, China

PDA/EMEA Joint Conference
Berlin, Germany

17. Attendees always come armed with
questions to conferences cosponsored
with the regulatory agencies; here,

PDA/FDA Pharmaceutical Supply Chain Workshop a question at the 2011 PDA/FDA

Bethesda, Maryland Pharmaceutical Glass Conference

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/FDA Vaccine Conference
Bethesda, Maryland

PDA/FDA Adventitious Viruses in Biologics: Detection
and Mitigation Strategies Workshop
Bethesda, Maryland

2011

PDA/FDA Joint Regulatory Conference
Washington, DC

PDA/FDA Pharmaceutical Supply Chain Conference and

TRI Courses
Bethesda, Maryland

2011 PDA FDA Glass Quality Conference PDA/Finish Medicines Agency, ATMPS -- Next Generations of Medicines
Arlington, Virginia Helsinki, Finland

PDA/EMA Joint Conference PDA/FDA Adventitious Virus and Novel Cell Substrates Conference
London, England Rockville, Maryland
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(’ther Meetings

Over the last 15 years, PDA has offered a number of additional
meetings annually to address a growing number of technical and
requlatory challenges. These events are driven by member volun-
teers, who approach PDA with a need and an idea, which becomes
an opportunity then the event. Some of these events are so impor-
tant, they've been offered biannually or annually. Others have re-
ceived such strong support from the membership that they include
exhibits and TRI courses.



18.
19.

20.
21.

22.
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PDA lighting gels

Networking with exhibitors at the
2010 Pharmaceutical Cold Chain
Management Conference

2007 Global PAT Conference

Posters are popular attractions at PDA
conferences

2004 Universe of Pre-filled Syringes
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1997

PDA International Congress Osaka, Global
Pharmaceutical Manufacturing in the 21st Century
Osaka, Japan

Viral Clearance Forum

Rockville, Maryland

PDA/AAPS Joint Workshop on Clinical Supplies, Issues
Related to Formulation, Testing, Production, Packaging
and Compliance

Arlington, Virginia

SUPAC-MR Training

Crystal City, Virginia

1998

International Congress, Courses and Exhibition, Advances in
Pharmaceutical Manufacturing - Technology for Tomorrow
Basel, Switzerland

Spring Conference, Courses and Exhibition, Preparing for
a Successful Future in Biopharmaceuticals
San Francisco, California

PDA Spring Conference, Directions for Parenteral
Products: Current Issues in Technology and Regulation
Sand Diego, California

2nd PDA/AFM Pan American Conference on
Pharmaceutical Manufacturing
Morelos, Mexico

PDA Special Scientific Symposium on Sterilizing
Filtration of Liquids
Bethesda, Maryland

PDA Special Scientific Forum on Sterile Filtration
Validation
Basel, Switzerland

PDA/AEFI Joint European Regulatory Conference,
Courses and Exhibition, Drugs and Biologics Quality -
Regulatory Initiatives and Technical Aspects
Barcelona, Spain

Training Conference, Courses and Exhibition, Training in
Transition - Tools for the 21st Century

Technical Update, Impact of ISO Technical Committee Baltimore, Maryland

209, Cleanroom Standards on Manufacturers of Medical
Devices and Injectable Products
Bethesda, Maryland

Sterile Bulk Pharmaceuticals
Bethesda, Maryland

Plasma Fractionation
Bethesda, Maryland and
San Francisco, California

International Congress Courses and Exhibition:
Bridging the Centuries through Innovation and
Technology

Tokyo, Japan

Investigating Out-of-Specification Test Results for

Pharmaceutical Production
Validation and Risk Analysis

Frankfurt, Germany
Spring Conference Courses in the Manufacture of Sterile

Computer Supplier Auditing and Qualification Microbiology and Exhibition: Myths and ~ Products
Bethesda, Maryland Washington, DC Realities of Pharmaceutical  Fisa, Italy
Contract Manufacturing Science

Indianapolis, Indiana PDA European Forum, Steam Sterilization and Parametric San Francisco, California

Release - Science and Regulation Steam Sterilization

New Brunswick, New Jersey

Environmental Monitoring
Bethesda, Maryland

Basel, Switzerland

2000

PDA International Congress and Courses, Regulatory
and Technological Challenges for One World
Basel, Switzerland

A Day with FDA
Verona, Italy and London, England

PDA European Forum 2000 and Course, Environmental
Monitoring for Aseptic Processing of Medicinal Products
Basel, Switzerland

PDA Spring Conference, Courses & Tabletop Exhibit
Prescription for Successful Contracting: Your Product

The Future of Validation: Evolving Requirements for from Concept to Commercialization

Pharmaceutical Development and Manufacturing
Milan, Italy

PDA Special Scientific Forum on Visual Inspection

PDA Training Conference, Courses & Exhibition and
Exhibition, New Century, New Challenges, New Solutions
Baltimore, Maryland

PDA Conference on Isolation Technology, Course &
Tabletop Exhibit



2001

PDA and PDA lItaly Chapter Conference on Global
Pharmaceutical Manufacturing and Quality Strategies
Taormina, Italy

PDA/IABs Conference on Process Validation for the
Manufacturing of Biologics and Biotechnology Products
Berlin, Germany

PDA Japan Congress, Courses & Exhibition, Bridging
the Healthcare and Pharmaceutical World in the New
Millennium

Kyoto, Japan
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23. FDA's Rick Friedman at one of his
many PDA podium appearances

PDA Spring Conference, Courses & Tabletop Exhibit, Modern 24
Pharmaceutical Microbiology - Advancing the Science
Las Vegas, Nevada

. PDA European Forum, Steam
Sterilization and Parametric Release —
Science and Regulation

PDA Conference on Good Electronic Records

Management 25. Biennial Training 2002

Tampa, Florida

26. Stanley Prusiner, 1997 Nobel Prize
winner for medicine, spoke at
the 2005 PDA Viral & TSE Safety
Conference

The Extractables Puzzle: Putting the Pieces Together -
Resolving Analytical, Material, Regulatory and Toxicology
Issues to Find Solutions

Rockville, Maryland

2002

PDA International Congress, Courses and Exhibition, Adding
Value to the Pharmaceutical Industry-Leveraging the Future
Basel, Switzerland

PDA Spring Conference, Courses and Tabletop Exhibition,
Current Practices in Aseptic Processing: Reaching

a Common Understanding of the Regulatory and
Technical Requirements

Orlando, Florida

PDA Isolation Technology: User Issues Conference,
Courses and Tabletop Exhibition
East Brunswick, New Jersey

PDAJUSP Joint Conference on Sterile Product Manufacturing
Fort Myers, Florida

PDA/AAPS Workshop, The Paperless Laboratory - Finally
a Reality: Defining the Criteria for a Quality System
Arlington, Virginia

PDA 2002 Training Conference, Courses and Exhibition,
Charting a Course for Success
Tampa, Florida

PDA and PDA lItaly Chapter: Technology Transfer in
Pharmaceutical Environments--Regulatory, Chemistry,
Manufacturing, Controls and Engineering Aspects
Milan, Italy

2003

PDA International Congress, Courses and Exhibition,
Back to the Future - Ahead to the Past
Prague, Czech Republic

PDA Spring Conference, Courses and Tabletop Exhibition,
Bridging the Gap between Science and Compliance
San Diego, California

Taormina Conference and Exhibition, Managing for
Quality in a Cost-Focused Environment
Taormina, Italy

2004

PDA International Congress, Courses and Exhibition
Basel, Switzerland

PDA Biennial Training Conference,
Courses and Vendor Exhibit
Puerto Rico, Mexico

PDA Pacific Rim Congress
Singapore

PDA Visual Inspections Meeting
Berlin, Germany

2005

PDA/R?® Nordic: Science, Industrial, and Regulatory
Aspects of Clean Products and Devices
Stockholm, Sweden

Aseptic Processing: The New Guidance
Washington, DC and Frankfurt, Germany

PDA Universe of Pre-Filled Syringes
Hanover, Germany

Aseptic Processing Training Workshop
San Francisco, California; Philadelphia, Pennsylvania;
London, England and Las Vegas, Nevada

PDA International Congress, Courses and Exhibition
Rome, Italy

PDA Viral & TSE Safety Conference
Bethesda, Maryland

PDA Extractables/Leachables Forum
Bethesda, Maryland

PDA Visual Inspection Forum
Bethesda, Maryland

The Universe of Pre-filled Syringes
Munich, Germany

Nano-Pharmaceutical Conference
London, England
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2006

PDA/USP Joint Symposium
Hyderabad, India

PDA Pharmaceutical Anti-Counterfeiting Forum
Bethesda, Maryland

PDA Pharmaceutical Cold Chain Management Conference
Bethesda, Maryland

Workshop on Biotech Process Validation
Anaheim, California

PDA Biennial Training Conference
Philadelphia, Pennsylvania

Process Understanding and the Future of Validation
Barcelona, Spain

Status of Moist Heat Sterilization: Revisions to PDA Technical
Report No. 1
Cork, Ireland; London England; Pavia, Italy; and Washington, DC

PDA Training Workshop 2006: FDA's Aseptic Processing Final
Guidance
Prague, Czech Republic and Washington, DC

Meeting the Aseptic Processing cGMPs in the United States and
European Union
Washington, DC

PDA Visual Inspection Forum
Berlin, Germany

PDA European Pharmaceutical Cold Chain Management
Conference: A Global Approach to Harmonization
Berlin, Germany

PQRI Workshop on Excipient Testing and Control Strategies
Bethesda, Maryland

The Universe of Pre-filled Syringes and Injection Devices
Bethesda, Maryland

PDA's 1st Annual Global Conference on Pharmaceutical
Microbiology
Bethesda, Md. USA

PDA Asia-Pacific Congress
Tokyo, Japan

Process Validation of Protein APl Manufacturing
Berlin, Germany

ISPE/PDA Joint Workshop: Challenges of Implementing ICH Q8
and Q9 - Practical Applications
Washington, DC

Application of New Techniques of Sterilization for the
Pharmaceutical Industry and Contaminant Removal
Paris, France
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2007

PDA Emerging Manufacturing and Quality Control Technologies
Global Conference
San Diego, California

Designing a Cleaning and Disinfection Programme for a GMP
Environment
Vienna, Austria

Rapid Microbiology Methods: Make Them Work, Get Them
Approved
Verona, Italy

Anti-Counterfeiting
Berlin, Germany

Continuous Improvement in the Pharmaceutical Industry &
Impact of ICH Q10
Verona, Italy

Good Practices for Investigational Medicinal Products
Lyon, France

Best Practices in Aseptic Manufacturing
Milan, Italy

Quality by Design for Biopharmaceuticals: Concepts and
Implementation - A PDA Workshop
Bethesda, Maryland

PDA Global PAT Conference
Bethesda, Maryland

PDA Pharmaceutical Cold Chain Management Conference
Bethesda, Maryland

PDA/EBE Conference on Biopharmaceutical Development and
Manufacturing
Berlin, Germany

PDA Technical Report No. 1, 2007 Revision, Validation of
Moist Heat Sterilization Processes: Cycle Design, Development,
Qualification and Ongoing Control

Chicago, Illinois

Pharmaceutical Freeze Drying and Spray Drying
Cologne, Germany

Technology Transfer Today
Basel, Switzerland

Cleanrooms/RABS/Isolators
Berlin, Germany

Workshop on ICH Q10 (Draft): Pharmaceutical Quality System -
Impact and Challenges
Milan, Italy and Berlin, Germany

2007 PDA Visual Inspection Forum
Bethesda, Maryland

Pharmaceutical Cold Chain Management
Berlin, Germany

Supplier Quality and Global cGMPs
Rome, Italy

Lonza Executive Awareness Seminar
Leesburg, Virginia

PDA's 2nd Annual Global Conference on Pharmaceutical
Microbiology
Bethesda, Maryland

PDA Technical Reports - A Sneak Peek
Thousand Qaks, California

PDA Extractables/Leachables Forum
Bethesda, Maryland

Workshop Series on PDA Technical Report No.1, Revised 2007,
Validation of Moist Heat Sterilization Processes
Sédertalje-Stockholm, Sweden; London, United Kingdom; and
Milan, Italy

PDA/R3 Nordic Conference on Modern Aseptic Production
Sodertalje-Stockholm, Sweden

The Universe of Pre-filled Syringes and Injection Devices
Berlin, Germany

Pharmaceutical Industry and Contaminant Removal
Paris, France

2008

PDA Biennial Training Conference, Focus on Performance: ~ PDA Risk Management and Aseptic Processing Conference PDA Visual Inspection Forum

Partnering for Business Success and Training Course Berlin, Germany
New Orleans, Louisiana Bethesda, Maryland Sterilisation Technologies in Development and
PDA Conference on the Development and Regulation of PDA/AEFI Annex 1 Forum Manufacturing of Parenterals

Berlin, Germany; Hameln, Germany; Madrid, Spain; Milano, Italy

Clinical Trial Supplies
Boston, Massachusetts

Milano, Italy; and Sodertélje, Sweden

PDA Virus &t TSE Safety Forum

PDA Pharmaceutical Cold Chain Management Conference PDA Pharmaceutical Cold Chain Berlin, Germany
and Training Course: Global Regulations and Standards Management Conference: Current Good Distribution PDA Global QbD Conference
Bethesda, Maryland Practices Frankfurt, Germany

Berlin, Germany

PDA Technical Report No 1, Revised 2007
Montreal, Canada

Quality Requirements for Phase 0/1 Pharmaceutical

Pharmaceutical Freeze Drying Technology Development Workshop

Berlin, Germany Colorado Springs, Colorado

The Universe of Pre-Filled Syringes and Injection Devices
San Diego, California

PDA Technical Reports — A Fresh Look

Investigational Medicinal Products
Paris, France

PDA/EBE BioPharmaceutical Development and

San Francisco, California Manufacturing 27. FDA'’s Patricia Love at the 2006 Pre-
PDA's 3rd Annual Global Conference on Pharmaceutical Dublin, Irefand filled Syringes Forum
Microbiology Monoclonal Antibodies 28 Checking in with exhibitors at the

Chicago, lllinois Berlin, Germany 2011 PDA Cold Chain Conference

29. 2009 Global Supply Chain
Conference



2009

Sterilization Technology Today and Tomorrow
San Francisco, California; New Brunswick, New Jersey; and
San Juan, Puerto Rico

PDA Pharmaceutical Cold Chain Management Conference
Bethesda, Maryland

PDA Workshop: Cleanrooms Technology and Contamination
Control
Las Vegas, Nevada

Workshop on FDA's New Guidance on Process Validation
San Francisco, California; Chicago, lllinois; Bethesda, Maryland;
San Juan, Puerto, Rico; Munich, Germany

Cell Substrate Workshop
Bethesda, Maryland

Assessing Risks of Changing Sterile Drug Manufacturing Sites
Workshop
Washington, DC

Combination Products Workshop
Washington, DC

PDA's 4th Annual Global Conference on Pharmaceutical
Microbiology
Bethesda, Maryland

Visual Inspections Conference
Bethesda, Maryland

PDA Workshop on Annex 1 EU GMP Guide/Media Fills
Lyon, France

Global Challenges for IMPs
Rome, Italy

Rapid Microbiology Methods: Successful Implementation
Strategies
Berlin, Germany

Workshop on Disposables
Munich, Germany

PDA Europe Update on Pharmaceutical Ingredients Supply Chain
Munich, Germany

2009 PDA Europe Conference on Endotoxins
Paris, France

3rd Workshop on Mycoplasmas
Berlin, Germany

Workshop on Container/Closure Systems
Berlin, Germany

Biopharmaceutical Development and Manufacturing Advanced
Therapies and Vaccines
Munich, Germany

2nd Workshop on Monoclonal Antibodies QbD: Science to
Submission Approaches
Munich, Germany

PDA Discussion Forum: Implementing Rapid Microbiology
Methods
Frankfurt, Germany

QBD by Design - Putting Principles into Practice
Frankfurt, Germany

Pharmaceutical Freeze Drying Technology
Frankfurt, Germany

Pharmaceutical Cold Chain Management
Berlin, Germany

Workshop: The Future of Glass as Parenteral Primary Packaging
Venice, Italy

2009 The Universe of Pre-filled Syringes €t Injection Devices
Venice, Italy

Sterilization Technologies for Pharmaceuticals
Milan, Italy

Validation of Aseptic Processes
Milan, Italy

2009 PDA France Chapter Workshop: Annex 1 to EU GMP
Guide Impact on Fill and Finish Practices
Bordeaux, France
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2010

Lean Manufacturing Workshop
Orlando, Florida

Pharmaceutical Cold Chain Management
Conference
2010, Bethesda, Maryland

PDA Pre-Filled Syringe 1G Workshop
Carlsbad, California

PDA Extractables and Leachables Workshop
Washington, DC

ICH Quality Implementation Working
Group Integrated Implementation Training
Workshops for ICH Q8, Q9 and Q10
Tallinn, Estonia; Tokyo, Japan; Washington,
DC

PDA Biennial Training Conference
Baltimore, Maryland

Universe of Pre-filled Syringe and Injection
Devices
Las Vegas, Nevada

PDA's 5th Annual Global Conference on
Pharmaceutical Microbiology
Washington, DC

PDA Workshop on Aseptic Processing:
Issues and Approaches
Bethesda, Maryland

PDA 2010 Pharmaceutical Freeze Drying
Workshop
San Diego, California

2010 PDA Technical Report Workshop:
Moist Heat Sterilizer Systems
Chicago, lllinois

Investigational Medicinal Products
Paris, France

Small Batch Production
Berlin, Germany

Technical Report - Media Fills
Berlin, Germany

Microbiology Methods
Berlin, Germany

Endotoxins
Milan, Italy

Stoppers & Elastomers
Cologne, Germany

Siliconisation
Cologne, Germany

Filtration

Berlin, Germany
Bio-Films

Frankfurt, Germany

Container Closure Systems + Annex 1
Berlin, Germany

Flexible Immediate Containers
Berlin, Germany

Cleanrooms/RABS/Isolators
Basel, Switzerland

Aseptic Technologies
Basel, Switzerland

Advanced Therapies
Berlin, Germany

Vaccines
Berlin, Germany

Monoclonal Antibodies
Berlin, Germany

Lean Manufacturing
Dublin, Ireland

Freeze Drying
Vienna, Austria

Cold Chain
Berlin, Germany

Visual Inspection
Berlin, Germany

Parenteral Conference
Berlin, Germany

Analytic Method Validation
Vienna, Austria

Modern Biopharmaceutical
Manufacturing Contract Manufacturing
Amsterdam, Netherlands

2011

Pharmaceutical Cold Chain Management
Conference
Bethesda, Maryland

PDA Atypical Actives Workshop
Bethesda, Maryland

PDA Pharmaceutical Ingredient Supply
Workshop
Bethesda, Maryland

PDA Analytical Methods Development &
Validation Workshop
Bethesda, Maryland

Single Use Systems Workshop
Bethesda, Maryland

Visual Inspection Forum
Bethesda, Maryland

Q10 Training Conference
Washington, DC

PDA's 6" Annual Global Conference on
Pharmaceutical Microbiology
Bethesda, Maryland

IG Freeze Drying Technology
Brussels, Belgium

Stoppers + Elastomers
Rennes, France

IG Visual Inspection
Berlin, Germany

An Introduction to Visual Inspection
Berlin, Germany

Advanced Therapy Medicinal Products
(ATMPs)
Helsinki, Finland

4" Monoclonal Antibodies Workshop
Basel, Switzerland

Virus/TSE Safety Forum
Barcelona, Spain

Pharmaceutical Cold Chain Management

& Good Distribution Practice
Berlin, Germany

Freeze Drying Technology
Barcelona, Spain

The Universe of Pre-filled Syringes and
Injection Devices
Basel, Switzerland

Green Pharmaceutical Production
Copenhagen Denmark

30. 2009 Cell Substrate Workshop
31. 2011 PDA Atypical Actives Workshop
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ntroduction

ifty years have passed since the formation of the Parenteral Drug Association
F (PDA) in 1946. In that half century, PDA has undergone dramatic change. Yet,
certain themes in the story of the Association remain unchanged, linking five
decades of members, leaders, and industry representatives in a common mission
and experience.

For fifty years, the driving force at PDA has been the voluntary contributions of
its members. PDA’s members have shaped the Association, giving generously of
their time, knowledge, and expertise. In recent times, the efforts of the members
have been complemented by the work of the headquarters staff. Together, mem-
bers and staff have elevated PDA to higher levels of excellence.

It would have been impossible to reach such levels without foresighted lead-
ership. From the banding of a small cadre of men in 1946, PDA leaders have car-
ried on the tradition of looking ahead. This visionary quality has made it possible
for PDA to meet the needs of its members and stay on the cutting edge of a
rapidly advancing industry.

As the industry evolved, PDA has grown in tandem. The Association has con-
sistently expanded its services to educate and inform its members. PDA has also
cultivated cooperative working relationships with the Food and Drug Administra-
tion as well as the United States Pharmacopeial Convention, serving as a vital
resource on regulatory actions impacting the industry.

Today, PDA is an internationally recognized and respected pharmaceutical
association. On this 50th anniversary occasion, the Association and its members
can take pride in their accomplishments. Through the forum provided by PDA,
the quality and standards of sterile drug products have significantly improved.
And through its fifty-year commitment to the advancement of pharmaceutical sci-

ence and technology, PDA has helped safeguard and promote the public health.
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Milestones in Compendial

Early members also took the step of publishing PDA's first
newsletter. The premier issue appeared on March 9, 1949. The
publication focused on industry news and regulatory affairs.

Consequently, it freed up space in the Bulletin for more scientific and

technical material.

It was not long, however, until these
early initiatives were institutionalized.
Informal gatherings gave way to PDA's first
recorded annual meeting in 1951. That same
year, under the direction of President Paul
deHaen (Ames Company, Inc.), membership
was opened to individuals, academics, and
suppliers. The inclusion of suppliers proved
to be a turning point in PDA history.
They contributed much to the organi-
zation by financing the banquets, recruiting
new members, and supplying vital
information relating to the latest equipment
and technologies.

In the context of burgeoning regulatory
demands, gaining access to technological
and scientific information through suppliers,
vendors, and compendial officials became
increasingly important. Accordingly, during
Ushkow's term as president, the Association

1 S "U USP is founded on New Year's Day in
5 Washington, D.C.

l q4\‘} Drug Importation Act passed by Congress
O (¢ el :

allows U.S. Customs agents to deny entry of
adulterated drugs.

1852 American Pharmaceutical Association is
Q7% founded (APhA).

1888 The National Formulary (NF) is established
by APhA.

1898 i_’ure Food Co.ngress. predecessor to FDA,

focuses attention on movement to pass
federal laws against misbranding and adulteration of food
and drugs.

1902 Congress passes the Biologics Control Act in
= an effort to insure purity of serums, vaccines,
and similar products used to prevent human diseases.

1906 The original FD_D:_‘.I nlld Drugs Act is passed py

Congress prohibiting interstate commerce in
misbranded and adulterated food, drinks, and drugs. The
Act recognizes USP and NF standards of strength, quality
and purity, and mandates the federal government to
enforce them,

1925 NFYV provides first spL:r_'iﬁuLions for parenteral
=i drug products in a U.S. compendia.

1927 The Food, Drug, .mﬂ Insecticide Administration

2 is formed as a special law enforcement agency.
In 1930, it changes its name to the Food and Drug
Administration (FDA).

1936 NF VI produces definition of clarity, providing
. first standard for clarity in ampul solutions.

l 03 7 An elixir of Sulfanilamide containing a poison-
= ous solvent kills 107 persons, mostly children,
and speeds passage of pending legislation.

19 1Q Congress passes the Federal Food, Drug and
X 2= 1
Cosmetic Act of 1938, It requires new drugs to
be proven safe prior to marketing and authorizes factory
inspections. It also reaffirms USP and NF standards for
strength, quality, and purity, and adds USP standards for
packaging and labeling.

10940 USP expands its scope to include injectable
dosage forms.

1941 Insulin Amendment requires FDA to test and
certify purity and potency of insulin.

1 ()4_') First standards for containers and first pyrogen
“ "= test included in USP XII.

l()_],g Penicillin Amendment requires FDA to test and
© 7 certify safety and effectiveness of all penicillins.

1953 Factory Inspection Amendment requires

=~ FDA to give manufacturers an analysis of
samples and written reports of conditions observed
during inspection.
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Educators A rather unique quality of PDA’s annual meeting during the 1960s

9 .+ was the scheduling of a program session for exhibitors to.demon-
strate their products, provide information,

hot ]USt ‘ o d and answer questions. This| session allowed '

en OrS members to get first-hand| information on '

developments in technology. Nathan Kirsch

assesses the importance of vendors in PDA history: “| think the vendors played a very important role in =
PDA’s evolution, both from a;scientific standpoint and from a financial standpoint... | can tell you that =
much of what the industry learned about rubber closures, glass containers, and so gif*from a technical |~

sense came from the vendors’ research laboratories....” o ]
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10. Operator adjusts machine that
automatically fills and heat seals
ampuls, 1957. Courtesy of the
American Institute of the History of
Pharmacy.

Boyden served as administrative secretary for ten years. During that period, he

transformed the “Washington Letter,” renaming it the “PDA Letter,” and
changed its focus from events in Washington to happenings inside PDA. More
importantly, Boyden coordinated the efforts of PDA volunteers. Together, they
increased membership and revenues, expanded the committee structure,
improved services, and established PDA as the leading professional association
in parenteral and sterile products technologies.

PDA’s 25th anniversary in 1971 provided an opportunity to recognize these
achievements. The Association had come a long way since 1946, and it was
time to do something special to celebrate. After much debate, the board of
directors decided that PDA’s anniversary convention would be held at Caesars
Palace in Las Vegas, Nevada. This was a major departure from the tradition of
holding the annual meeting in New York. William Bucke served as Anniversary
Convention Chairman. With the assistance of Nathan Kirsch, William Artz, Fred
Carleton (Pfizer Inc.), Sol Motola (Schering Corporation) and others, Bucke orga-
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nized one of PDA's most memorable conventions.

Twenty-five years had been put in the books. A new generation of leaders
had taken charge and charted PDA through difficult waters. They had estab-
lished the Association financially, scientifically, and professionally. Through their
voluntary work, PDA had gained a reputation as an authority on parenteral
drugs, products, and devices. Yet, there was still much to be done. And the
Association’s members and leaders began planning for challenges ahead. m

1. Caesars Palace welcomes PDA’s 25th anniversary convention, 1971,

12. PDA Board of Directors, [967. Seated, I/r: Kenneth Hewitt, Hubert Boyden, Dale Steiner, William Artz, Harold Blumberg,
Glen Sperandio, Norman Hobbs, G, Willard Webster. Standing, l/r: John Henderson, William Bucke, Nathan Kirsch, Gordon
Personeus, Roger Varney, Kenneth Avis, Charles Schaufus, W.R. Brownell. Not pictured: Leon Lachman.
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industry turned to PDA for direction. As a result, membership
in the Association and attendance at its events grew mark-
edly throughout the 1970s and 1980s.

With validation as the galvanizing issue, PDA assumed a
clearly proactive approach

HISTORY

o to regulatory matters. On
@fi . October 26, 1976, PDA
4 \{i

A=

submitted its first formal response to an
FDA guideline: comments on the proposed
b GMP regulations on LVP products and their
applicability to small volume parenterals
(SVPs). After reviewing FDA drafts and

generating input from SVP manufacturers at

)

a special meeting organized
by George H. Hopkins (The
West Company), Sol Motola

(Schering Corporation), and
Donald Kennedy was the first FDA

commissioner to deliver an address James Boylan (Eli Lilly and
at a PDA convention, 1979. Co.), the Association issued

Sol Motola presents Distinguished its comments. In its sixteen-

Service Award to Gordon Personeus, page submission, PDA con-
1985.

cluded that “Good Manu-

. Joseph Robinson, PDA journal facturing Practices for SVPs

editor, 1978-87.
[should] not be proposed

until the as yet unresolved
5] CGI)] N g problems for LVPs are

(‘g LDy 1_ = addressed in finalized
' ]]] ( ) \.L 3 -
regulations.

PDA’s response regard-

ing LVPs and SVPs was a
harbinger of future PDA regulatory activity. Under the aegis of its newly
Hyatt va realhad established Regulatory Affairs Committee, PDA responded to FDA's proposed
filli 1ewl) limits on the use of Ethylene Oxide as a sterilizing agent in 1978. Then in the
early 1980s, the Association prepared comments on FDA guidelines and USP
proposed particulate standards for SVPs. Based upon feedback from PDA’s
Regulatory Affairs and Research Committees, as well as from
other industry groups, implementation of particulate
standards for SVPs was delayed pending further study.
Meanwhile, PDA furnished technical guidance to FDA and
USP on other pressing topics during this period, including
closures, containers, visual inspection techniques, particulate
matter, the Limulus Amebocyte Lysate (LAL) test, DNA
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Task Force, co-chaired by Doris L. Conrad (SmithKline Beecham) and Colin
Booth (Glaxo Group Research), prepared comments and participated in inter-
national meetings to revise the European Union GMP Annex for Sterile
Medicinal Products.

PDA also enhanced its liaisons on the home front. The traditionally cooper-
ative relationship between PDA and FDA reached higher levels of productivity
and interaction from 1988 to 1996. Through the efforts of its volunteer task
groups, PDA issued comments on regulatory issues including aseptic process-
ing, terminal sterilization, validation of bulk chemical pharmaceuticals, the filing
of New Drug Applications (NDAs) and Abbreviated New Drug Applications
(ANDAsS), sterile filtration, computer validation, electronic signatures, and bio-
logics licensing.

It was the inception of the PDA/FDA Joint Conference on September 5-6,
1990, however, that established a new opportunity for professional collabora-
tion between the two groups. Over the years, the Conference grew in scope
and attendance; and so too did FDA's recognition of PDA as a valuable techni-

4, PDA Asian Symposium, 1994.

5. PDA’s chairman Clarence A
Kemper and Thai Pharmaceutical
Manufacturers Association
(TPMA) Chairman 5.5, Tsai sign.
information-sharing agreement on
November 24, 1994.

6. H.Kyogoku (Nihon Pall) of the
Japan Chapter presents Ogi
(Japanese fan) to Edmund Fry
at PDA headquarters,
September 20, 1994.

PDA Pres‘ide.nts

James P. Agalloco
E.R. Squibb & Sons, Inc.

Michael S. Korczynski
Abbott Laboratories, Inc.

James E. Akers
Akers Kennedy & Associates

Clarence A. Kemper*
Kemper-Masterson, Inc.

Raymond Shaw, |r.
Wyeth-Ayerst Labs, Inc.

* (Title changed to Chairman)



130

Courset

March 611, 1994 ¢ Fiyate Regency CHaE o Crcago K

STERlLIZATION
inthe
1990




131



disciplines and technologies in pharma-
ceutical science. These included biotech-
nology, solid dosage forms, isolation tech-
nology, blow-fill-seal technology,
computer integration, and genetic
engineering. Therefore, to remain
the “Parenteral Drug Association”
was no longer accurate. In 1994,
the Association adopted “PDA” as
its official name and “An
International Association for

Pharmaceutical Science and

Technology” positioned atop a

stylized globe as its service mark.
By the occasion of its 50th
anniversary, PDA had evolved
from a small, commercial organi-
zation for parenteral drug inter-
ests into an internationally rec-
ognized, scientific and technical
association for the pharmaceuti-
cal industry. Over a fifty year
period, PDA’s membership increased from
twenty individuals to more than 7,500; the




number of exhibitors at its annual meeting
from five to over 150; its financial status
from paltry to prosperous. And since the
inception of its first workshops and cours-
es in 1977, PDA has become the authorita-
tive source for educating professionals in
the sterile drug products industry.

While adding all of these new dimen-
sions, PDA maintained essential qualities
that have withstood the test of time and
contributed to its fifty-year record of suc-
cess. Since 1946, the efforts of PDA’s ded-
icated members, foresighted leaders, and
committed staff have shaped a vibrant
organization. PDA’s responsiveness to

change and an unwavering commitment to
provide a forum for scientific excellence
have sustained the Association through
five decades of Innovation. Continuing to
honor these essential traditions will guide
PDA into the Z1st century. &

“Interest Groups,” officially launched

during the 1995 Annual Meeting in

Boston, enlivened the tradition of dis-
i yopular at PDA

sision of

2en current groups
topics” in pharmaceutical science and
technology. They provide the opportu-
nity for PDA members to interact in
particular areas of their interest or
, focus on mutual concerns,
and generate fresh ideas.

16. Pall Corporation filters in use at the
Genetics Engineering Institute in
Massachusetts, c. |990s.

Courtesy of Pall Corporation.
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ypendices

PDA HonNoRARY MEMBERS

Arthur D. Herrick, 1958
Joseph F. Greene, 1961
Hugo Schaefer, 1961
Joseph W. Kouten, 1968
William S. Bucke, 1973
Hubert E. Boyden, 1975
Harold Blumberg, 1976
George H. Hopkins, 1983
Robert E. King, 1985
Joseph Ushkow, 1985
Nathan C. Kirsch, 1987
Bradshaw Mintener, 1987
Solomon C. Pflag, 1987
Kenneth E. Avis, 1988
Gordon R. Personeus, 1990
Frederick ]. Carleton, 1991
Frederick D. Simon, 1991
Leon Lachman, 1995

Jack Cole, 1996

Robert G. Kieffer, 1996
Theodore H. Meltzer, 1996

PDA TIMELINE
1946  PDA incorporates as not-for profit
organization in New York State on November 18.
1947  First issue Bulletin of the Parenteral Drug
Association issued early in year.
1949 PDA “News Letter” introduced.
1951 PDA extends membership from corporate
firms to individual vendors and suppliers.
1952  First of a series of roundtable discussions
held in mid-January.
1957 David Ashkenaz replaces Arthur Herrick
as journal editor.
1958 Membership drive initiated under leadership
of William Thawley.
PDA moves administrative office from
New York to Philadelphia.
Herrick designated as PDA'’s first Honorary Life
Member.
1963 PDA “Washington Letter” first issued

on July 29.

1964

1967

1968

1969

1970

1971

1972

1973

1974

1975

1976

1977

1978

1979

PDA establishes Parenteral Drug Association
Award to promote student interest and study in
parenteral research.

Robert King becomes editor of journal.
Hubert Boyden appointed administrative secretary.
Research and Planning Committees formed.

PDA enters into contract with Emhart Corporation
to assist in development of in-line particle
inspection device.

Kenneth Avis becomes first academician to serve
as PDA president.

PDA's spring meeting held in Detroit to encourage
Canadian participation.

PDA Directory of Membership published as
separate entity.

First PDA meeting outside of the U.S. held in
Montreal, Canada.

PDA celebrates its 25th anniversary at Caesars
Palace in Las Vegas, November 10-12.

PDA’s first training film “Sterile Products and
You” premiered.

PDA meetings formalized to three: one-day
meetings in March and June and three-day annual
meeting in the fall.

PDA’s spring meeting held in Puerto Rico.

Patrick DeLuca receives first Schaufus
Memorial Award.

PDA prepares formal response to FDA request for
comment on proposed “Good Manufacturing
Practices for Large Volume Parenterals.”

Solomon Pflag replaces Hubert Boyden as
administrative secretary.

PDA issues first “Report to the Membership.”

Membership classes grow with addition of
“student” and “retiree.”

PDA launches educational workshops and seminars
on microbiology and engineering processes.

The Bulletin of the Parenteral Drug Association
changed to the Journal of the Parenteral
Drug Association.

PDA forms Internationalization Committee.
Joseph Robinson appointed new journal editor.

FDA Commissioner Donald Kennedy delivers
address at PDA’'s annual convention.

The American Council on Pharmaceutical



1980

1981

1982

1983

1984

1985

1987

1988

1989

1990

Education approves PDA as provider of
continuing education.

PDA Foundation for Pharmaceutical
Sciences, Inc. established.

USP admits PDA as an eligible member
organization.

PDA holds first meeting in Mexico City in March.

The Parenteral Drug Association Foundation for
Pharmaceutical Sciences, Inc. founded.

Thirteen new task groups added to
Research Committee.

Journal name changed to Journal of Parenteral
Science and Technology.

First PDA journal award presented to Lowell
Tensmeyer and co-authors at annual meeting.

Table top exhibits first featured at Chicago
meeting, April 2.

First PDA Distinguished Service Award presented
to Nathan Kirsch.

PDA launches PDA Scholars Program to support
two graduate students.

In joint venture with American Society of Hospital
Pharmacists, PDA publishes Abstracts on Sterile
Products, 1975-84.

PDA and IES co-sponsor “International Conference
on Liquid Borne Particle Inspection and
Metrology,” May 11-13.

Frederick Carleton succeeds Solomon Pflag as
Executive Director.

Joseph Schwartz becomes new journal editor.

Charters approved for PDA Canadian Chapter and
PDA West Coast Chapter on March 8, 1989.

PDA hosts first joint PDA/FDA Conference,
September 5-6.

PDA and PMA co-sponsor conference “Sterilization
in the 1990s” from August 26-29 in
Washington, D.C.

1991

1992

1993

1994

1995

1996
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Edmund Fry succeeds Carleton as Executive
Director, August 1.

Japan Chapter, PDA's first overseas international
chapter, chartered.

PDA opens new headquarters in Bethesda,
Maryland on April 15.

The first PDA Computer Integrated Manufacturing
(CIM) meeting is held October 13-14 in New
Brunswick, NJ.

PDA sponsors first International Conference in
Basel, Switzerland, February 17-19.

PDA signs a “Memorandum of Understanding”
with the Association Pour Les Produits
Parenteraux et Steriles (A3P), the Parenteral
Society, and R3-Nordic on February 21.

Journal name changed to Journal of Pharmaceutical
Science and Technology.

“PDA” adopted as official name and “An
International Association for Pharmaceutical
Science and Technology" as official tagline.

Tim Leahy Memorial Speakers Endowment
established.

PDA's first Asian Symposium held November
14-16, 1994 at Schoen Bach Sabour Center,
in Tokyo, |apan.

PDA reincorporates in Washington, D.C.
and rewrites bylaws.

PDA signs Statement of Common Interest with
Taiwan Pharmaceutical Manufacturers Association,
November 24.

Groundbreaking conference held January
17-18 between PDA and ISPE on Advanced
Barrier Technology.

PDA signs Statements of Common Interest with
Thai Pharmaceutical Manufacturers Association,
Pharmaceutical Society of Singapore, and
Indenesian Pharmacist Association, October 11-16.

PDA finalizes plans to establish its own state-of-
the-art training institute.
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pilogue

With the passing of its 50th anniversary, PDA
looks to the future with anticipation and a

solid record of accomplishment. Yet, this is no time
to rest on our laurels. PDA faces a rapidly changing
world with nuances that our founders could never
have imagined. As we approach the 2 1st century,
PDA members and officials will have to deal with an
increasingly competitive pharmaceutical industry.
The globalization of the industry combined with
rapid advancements in technology and science offer
PDA its greatest challenge: Can the Association
thrive in this new and exciting era?

The eager and dedicated way that our members
approach PDA business indicates that the Associa-
tion will build on its past successes. During the past
year we have made great strides to position PDA for
the future. Aware that education and training will
become even more essential to its members and the
industry, PDA has finalized plans to open its own
training institute. The first of its kind, the institute
will include modern laboratory facilities that will
make it possible for PDA to take its educational pro-
gram to another level.

To keep pace with the dramatic developments in
technology, science, and healthcare, PDA has
widened its forum for information sharing among
industry members. In 1995 the Association launched
the first “Interest Group” sessions at its annual meet-
ing in Boston. These sessions allow professionals
involved with specialized technologies to discuss
issues of common concern. As PDA continues to
broaden its scope beyond parenteral and sterile
products, Interest Groups will serve an increasingly
vital role for exchanging information on emerging
technologies and scientific matters.

Just as important, in the face of current advances

in barrier isolation, advanced aseptic processing, and

related technologies, PDA has also pledged to build
upon its already cooperative relationships with the
Food and Drug Administration, the United States
Pharmacopeial Convention, and fellow health care
associations. PDA has never taken regulatory matters
lightly, and this tradition will continue as we enter
our next half century.

Still, PDA would not fulfill its mission if it
ignored the globalization of the pharmaceutical
industry. During the past decade the Association has
made great strides to recruit overseas members and
establish relationships with pharmaceutical associa-
tions abroad. Today, nearly 30% of PDA’s members
reside outside the United States, and a group of
PDA members in Europe have recently formed a
new PDA European Chapter to complement the
existing international chapters in Japan and Canada.
PDA intends to build upon that growth by reaching
out to new members and associations around
the world.

PDA has much to celebrate as it enters its sec-
ond century. My instincts tell me that nothing can
stand in the way of the Association’s progress.
While we certainly will experience some setbacks on
the road to achieving our goals, we will continue to
move ahead. If | have learned anything during my
term as President of this valuable organization, it is
that PDA’'s members are resilient, resourceful, and
foresighted. These three qualities will drive the
organization to even greater levels of success.

If our founders could see us today, they would
surely admire what PDA has accomplished. Today, it
is our responsibility to carry on the tradition of past
PDA loyalists and make future members proud. That
will be PDA’s greatest challenge as it embarks upon
its next fifty years.

Edmund M. Fry
President
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Kenneth E. Avis, D.Sc.
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