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EMEA Prepares for a Larger, More
United Europe

Victoria Dedrick, PDA
New Community Legislation, Enlargement Pose Great Challenges

Both the enlargement of the European Union on May 1, 2004, and new
Community pharmaceutical legislation, effective by November 2005 present
considerable challenges for the European Medicines Agency (EMEA) and its
partners and stakeholders that comprise the full EU regulatory system. The
EMEA works as a network, bringing together the scientific resources of the
Member States to ensure the highest level ot evaluation and supervision of
medicines in the EUL In addition, the EMEA closely cooperates with interna
tonal parmers, particularly the US. FDA, contributing greatly to global harmo-

nization.

Recent political, institutional, legislative and scientific developments in the EU
will have a significant impact on the regulatory environment over the coming
vears. The scientific environment is changing dramatically with the introduction
of new technologies and emerging rhcmpics‘ such as gene rhcrnp\-‘.

2 ging : ¥
pharmacogenomics, proteomics and xenotransplants. These developments

need to be addressed within the context of continuing globalization.

The integration of ten new Member States (MSs) and their National Compe-
tent Authorities (NCAs), and the planned accession of a further two additional
states in 2007, increases the complexity of operating an efficient regulatory
system, whilst new legislation extending the scope of the Agency’s activities
increases pressure on its resources and on its ability to meet the expectations

of stakeholders.

Political orientations such as the Lisbon strategy for economics, social and en
vironmental renewal are important factors to increase the competitiveness of
the pharmaceutical industry based in the European Union. The Lisbon strategy
was agreed to by EU heads of state at the March 2000 annual spring meeting,
The objective of the strategy is to make the European Union the most com-
petitive and dynamic knowledge-based economy in the world by 2010.

One of the key issues for health authorities in the European Union over the
next years will be their ability to adeguately monitor medicinal products on the
market, especially from a safety perspective. Recent worldwide withdrawals of

continued on page 11




) BESTSELLERS
From The PDA Bookstore

Check out these titles and more from the PDA Bookstore.
Your resource for Career-long Learning™,

4ec}mology Transfer: An International Good Practice Guide for
Pharmaceuticals and Allied Industries

By Mark Gibson, PhD, Item No, 17218, PDA Member $200; Nonmember $249

1
“Good Practice and Compliance for Electronic Records and Signatures-Part 3:

Models for Systems Implementation and Evolution
ltem No. 13003, PDA Member $95; Nonmember $190

Filtration Handbook: Liquids

By Malk W. Jornitz and Theodore H. Meltzer, Iltem No. 17208, PDA Member $185; Nonmember $229

'%ood Practice and Compliance for Electronic Records and Signatures-Part 2:

Complying with 21 CFR Part 11
Iltem No. 19001, PDA Member $95; Nonmember $120

b
“Laboratory Validation: A Practitioner’s Guide
Edited by Jeanne Moldenhauer, Itern No. 17201, PDA Member $250; Nonmember $309

(Eiood Practice and Compliance for Electronic Records and Signatures-

Part 1:Good Electronic Records Management (GERM)
item No. 18003, PDA Member $95; Nonmember $190

Microbiology in Pharmaceutical Manufacturing
By Richard Prince, Item No. 17185, PDA Member $240; Nonmember $299

| ]
f'\ﬁ"DA.1!..1%_31:.’:\749 on CD-ROM—PDA Archive Retrieval Index
ltem No, 01101, PDA Member $395; Nonmember $580

‘{’hmaeeut\ioal Quality

By Richard Prince, Item No. 17207, PDA Member $240; Nonmember $299

{ ”E‘Lmdamanta.ls of an Environmental Monitoring Program PDA Techniecal

Report No. 13 Revised
ltem No. 01013, PDA Member $75; Nonmember $270

PDA Books and Career-long Learning™ Resources
Empowering pharmaceutical and biopharmaceutical professionals to make a difference in the world
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— A PDA Conference
~  Regulatory Developments — The Science & Technology to Comply ™

FoA

2005 PDA/EDA Joint Regu/atory Conference

The Product L.r'fe (-*ycfe: Qm.r/r'fy l':y Design, 1 mp]emeulaﬁrm and Continuous Improvement

Conference
September 12-14, 2005

Tabletop Exhibits
September 12-13, 2005

Overview

event and an essential part of continuing education in the pharmaceutical and
biopharmaceutical fields. It has established a formidable reputation for
providing the latest updates on regulation and guidance impacting:

The PDA/FDA Joint Regulatory Conference continues to be a much anlicipated

* Pharmaceutical Manufacturing Science and Technology
»  Quality Systems and cGMPs
» Drug and Process Development

This year the theme for the conference is The Product Life Cycle: Quality by Design,
Implementation and Continuous Improvement, which will provide regulatory updates
and implementation strategies across the product life cycle from drug development
to post-marketing surveillance ensuring that safe and efficacious drugs are available
in support of FDA's public health mandate.

Who Should Attend

This conference will be of value to mid- and senior-level pharmaceutical and
biopharmaceutical professionals, academics and regulators working in:

Quality Systems (& Risk Management)
Regulatory Affairs

Manufacturing Sciences

Process Development

Drug Development & Technology Transfer

o e Sk T T

What You Will Learn

+ Learn to interpret and implement FDA guidances and initiatives to keep your
company compliant

»  Understand the latest information on the new Process Validation Guidance to
insure your company is in compliance

= Gain practical knowledge relevant to your company from Industry's and FDA's
shared implementation experiences via case studies

= Find out how to apply Quality Systems to the Product Life Cycle from
Development to Market

- Identify strategies to engage senior management and other interdisciplinary
groups in a cooperative effort to implement Quality Systems with minimal impact
to your organization

« Receive the latest information from FDA on post-marketing surveillance for
drugs and the role of the newly created and independent Drug Safety Oversight
Board (DSB) which you can incorporate into your company's intelligence
gathering

PDA TRI Training Courses
September 15-16, 2005

Wastiingion, 12C

Venue

Renaissance Hotel

999 Gth Street NW

Washington, DC 20001

Tel: +1 (202) 898-9000

Fax: +1 (202) 289-0947

Room Rates:

Single: $198.00 « Double; $198.00
Triple: $223.00 + Quadruple: $248.00

Registration Fees

PDA Member: T i .$895
Nonmember: ...$1090
Government/Health AUthoTity:................oooo..... $370
Academic:........... Frave aimeris ..$370 *
Student: .......c..c.ceien B398
“Must be a PDA member to receive this rate.
Four Ways to Register
| FAX | +1(301)986-1093
_2 CLICK  www.pda.org/pdafda2005
3 CALL  +1(301) 656-5900
4 WMAIL  PDA Global Headquarters

3 Bethesda Metro Center

Bethesda, MD 20814 USA

To learn more about other PDA

Career-long Learning™ opportunities,
please visit www.pda.org.
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Leadership Update

On April 20, 2005 PDA announced that Neal Koller,
President, is leaving PDA to pursue other opportunities.

“I am proud and honored to have served as president of
PDA, the premier organization in the pharmaceutical and
biopharmaceutical sector. I would like to express my sincere
gratitude to the membership and staff, and wish the
association the best of success,” said Koller.

“On behalf of PDA, I'd like to thank Neal for his many
contributions and his tireless efforts in support of the
association, and wish him well in his future endeavors,” said
Nikki Mehringer, Chair of the Board.

Mehringer also announced the appointment of Bob
Myers, President of Beacon Pointe Group, as PDA
Acting President. Myers has extensive experience in
leadership positions with PDA as a volunteer,
including serving as the Chair of the Board from
2000-2001. Myers and Koller will work together to
transition responsibilities.

PDA has begun a search to fill the open position of
President immediately.

PDA staff is available to answer members’ questions. Please
contact Matthew Clark, Director of Marketing Services,
Membership & Chapters by e-mail or call +1 (301) 656-
5900. &

PDA's Sherman Named to
FDAAA Board

On April 26, 2005 PDA announced that Gail Sherman, Vice
President of Education & Director, Training and Research
Institute, has been elected to the FDA Alumni Association
(FDAAA) Board of Directors.

“I am very pleased to see Gail recognized by her fellow
FDA alumni for her contributions to the Agency and
continued support of FDAs mission,” said Robert Myers,
PDA President. “In the short time she has been with PDA,
Gail has carried over this high level of commitment to the
PDA community, helping to advance the Training and
Research Institute as a leader in education, training and
applied research in the pharmaceutical and
biopharmaceutical sciences and associated technologies.”

The FDAAA helps FDA alumni stay connected with major
scientific and public health issues facing FDA and with each
other through educational and other events, and a variety of
volunteer service projects. These activities enable alumni to
continue to support FDA’s vital mission and stay active in
efforts to improve public health throughout the United
States and the world.

Sherman will serve a three-year term on the FDAAA
Board.

About FDAAA

The Food and Drug Administration Alumni Association,
Inc. is an educational, service-oriented organization founded
in 2001 by a small group of FDA retirees and employees.
The non-profit, non-lobbying organization is legally
incorporated in the State of Maryland and has tax exempt
status from the Internal Revenue Service. The Association
also has a collaborative relationship with FDA under a
Memorandum of Understanding, W&
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PDA Task Force Update: Computer Validation Management and
Electronic Information Assurance

George J. Grigonis, Jr., QA Edge, Inc.

33 CVM TF Volunteers Hold 6 Meetings
The first meeting of the Computer
Validation Modernization (CVM) Task
Force (TF) was held in September
2004. The TF consists of 33 PDA
members and staff from regulated
companies, service and product sup
pliers, the PDA Training and Research
Institute and the LS. FDA. Already,
the TF has met six times.

Initial meetings of the TF focused on
establishing a working charter and
project plan. The scope of this TF is
to define:

* A “Current Good System Prac-
tices” (CGSP) framework that
considers available bodies of
knowledge and courseware
devoted to software and systems
engineering,

* An outline for courseware devel-
opment that places CGSP in a
regulatory context as a primer to a
CGSP framework and,

= The necessary PDA infrastructure
to deploy and sustain the frame-
work for efficiently and effectively
implementing computing environ
ments used for business and

regulated operations.

To date, the TF pro
duced a curriculum
outline that recognizes
computing compliance
as a combination of
technology processes,
enterprise reform and
risk management, This
multidimensional view
breaks away from tra-
ditional approaches that
are project-centric, pa-
pet-oriented and typi-
cally attempt to force
fir antiquated “water-
fall” engineering con
cepts to computing
solutions and projects.
A new kind of thinking required to
stay current with emerging technolo-
gies and I'l" concepts embraces current
good system practices. Such practices
are matched 1o today’s compuring
options and deliver low-risk and reli-
able solutions designed to fit business
needs. CGSP are those collective ac-
tivities for evolving, engineering, ser-
vicing and using computing hardware
and software in a way that ensures
confidence that computing environ-

PDA's Headquarters in Bethesda, Md.

Members of the CVM Task Force meet on an unseasonably warm February day at

Members of the EIA Task Force meet at PDA’s Headquarters in
Bethesda, Md. in March

ments are, and remain, fit for their
intended purposes as business solu-
tions,

The core suite of courses for this cut-
riculum will introduce CGSP in the
context of meeting computing needs
of the life sciences company, simulta
neously meeting compliance expecta-
tions to satisfy laws and regulations
applicable to computer use. This suite
will also address key aspects of enter-
prise reform (business transforma-
tions) that: enable a process-centric
way of thinking; apply risk manage-
ment to Cl)rp[)fllt(_' ASSCSSIMENts (Jf d
computing environment’s fitness for
use; and consider cost of ownership,
system reliability and performance.
The TF is identifying courseware elec-
tyes that focus on “how to” details
for engineering, quality and metrics
work. Flectives include:

* Writing testable requirements

* Managing the testing process

* Commercial-off-the-shelf-based
systems engineering practices



Science & Technology

PDA Letter = May 2005

* Key steps to useful metrics and
process improvement
* Conducting meaningful reviews &
assessments
* Managing test outsourcing
* Specifying, selecting and managing
IT service providers
These are but a few examples of
courseware being investigated.

The Computer Validation Moderniza-
tion TF’s work on the curriculum will
identfy what has to be develc wped and
what can be offered from available
courseware through partnerships to
deliver education to the industry and
regulators.

EIA TF Has 25 Volunteer Members

The first meeting of the Electronic
Information Assurance (EIA) Task
Force (TF) was held in October 2004
The TF consists of 25 members, from
regulated companies, service and
product suppliers and the FDA. Al-
ready the TT has met five times.

The TTs first few meetings focused
on establishing a charter and project
plan. The scope of this TF is to de-
fine: a framework for an EIA pro-
gram that builds upon GERM [Part 1
Good Electronic Records Manage-
ment (GERM), Item No 19003, pub-
lished jointly by PDA and ISPE] prin-
ciples; and a PDA infrastructure
needed to deploy and sustain the
framework as an industry road map.

To date, the TF has produced a
framework for the assessment of elec-
tronic information that treats elec-
tronic information as an asset that has
a life cycle. Information is created,
used and modified, and subsequently
retained for a finite period, after which
the information is destroved. Each life
cycle phase has a major focus that is
characterized by key practices. The
practices are intended to ensure that
electronic information retains the
propertics oft integrity, authenticity,
confidentiality, availability and non-
repudiation. The framework also rec-

ognizes the importance of supporting
practices that cut across all life-cycle
phases and are fundamental ro organi-
zational thinking that enables ETA. For
example, practices and related key ac-
tivities cover:

* Information quality

¢ Security

* Information technology

* EIA program quality & measures

* Enterprise policy & procedure

management
* Risk assessment and management
* Enterprise semantics

The TF set up smaller subgroups fo-
cused on researching references and
practices (e.g., standards-based techni-
cal, procedural and administrative
safeguards) applicable to the various
life cycle phases and supporting activi-
ties. The TF intends to amass a com-
prehensive and useful knowledge base
of such practices. To that end, a sub-
group is engineering a database tool to
help describe the practices and relate
them to relevant life cycle and sup-
porting activities. The TF’s ulumate
objective is to enable PDA to keep the
knowledge base current and future-
proof.

Participants Welcomed

For more information on how you
can participate in these Task Forces
please contact George Grigonis,

Sr. Systems Consulrant, QA Edge, Inc.,
at grigonis{@comcast.net. @

George Grigonis leads both the CVM and EIA Task
Forces. He also was the leader of PDA Task Forces
for Supplier Auditing and Part 11, The Supplier
Auditing Task Force resulted in PDA Technical Report
#32 for suppher auditing and the establishment of the
Audit Repository Center. The Part 11 Task Force
developed three publications: Good Electronic
Records Management, Part 1; Complying with 21
CFR Part 11, Part 2; and Models for Systems
Implementation and Evolution, Part 3).

CVM Task Force Members

Mike Ambrose, CimQuest

Carylon Apperson-Hansen, Cleveland
Clinic Foundation

Warren Campbell, Consultant

Patrice Clark, Booz Allen Hamilton (BAH)
Virginia Corbin, Waters Corp.
John English, TECHNIP BioPharm
Skip Garrison, ValSource

Rita Geiger, Infostrength

Greg Gogates, CRF Box

Harvey Greenawalt, IT&E

George Grigonis, QA Edge, Inc,
Peter Halas, WWC

Steven Henderson, SEC Associates
Wells Horton, Proctor & Gamble
Russ King, Infostrength

Chris Laiacona, BASF

Fernando Lopez, AstraZeneca
Marc Mercer. Cephalon

Marylin Monocol, IBM

Paul Motise, U.S. FDA

John Murray, U.S. FDA

Alex Pawluk, Cephalon

Philip Piasecki, Novartis

Michele Pontinen, BAH

Gail Sherman, PDA

John Sicurella, Avecia

Niausika Sullivan, IBM

Carla Welsh, Merck

ElIA Task Force Members

Carolyn Apperson-Hansen, Cleveland
Clinic Foundation

Haruhiko Araki, Hitachi

Laura Carter, SEC

Richard Dolejan, Schering-Plough
Steven Frampton, 3M

Rita Geiger, Infostrength

Tom Golden, BioMimetic

George Grigonis, QA Edge, Inc.
Birgitta Hedin, AnorMED

Vien Hua, Sanofi-Synthelaboratory
Marilyn Kibler, IBM

Russ King, Infostrength

Victoria Lander, NuGenesis

Paul Motise, U.S. FDA

John Murray, U.S. FDA

Paul Noble, IDS Scheer AG
Brenda Nuite, Kimberlv-Clark
James Pace, QA Edge. Inc.

George Smith, U.S. FDA

Stephen Weil, IBM

Gordon Workman, BAH
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USP Update

Roger Dabbah, PhD, USP

The USP convention of 2005 was
successfully completed with a number
of resolutions adopted by the Con-
vention, Thirteen resolutions were
adopted covering a wide range of
topics and issues. The resolutions can
be viewed on the USP Web site at
WWW.USP.OFE,

A number of Resolutions are relevant
to PDA members:

= Resolution 1 on “Public Mono-
graphs and Reference Materials™
deals with the elimination of
bartiers to expanding and updat-
ing public monographs in USP-
NF in collaboration with appro-
priate stakeholders and to develop
reference materials for all legally
marketed therapeutic products in
the US;

= Resolution 2 on “Integrity and
Safety of Therapeutic Products™
relates to the development of
packaging, shipping, distribution,
and storage standards and prac-
tices to ensure integrity and safety
of therapeutic products through
the distribution and dispensing
system

= Resolurion 3 on “New Science and
Technology™ directs USP to work
with appropriate stakeholders to
track emerging sciences and
technologies for their impact to
the public health and patient care
by the development, when
appropriate, of information, best
practices, and standards

* Resolution 6 on “USP International
Presence” is designed to increase
the impact of USP public health
programs internationally and to
provide assistance 1n improving
regulatory mechanisms and
building capacity to monitor drug
quality for countries without
appropriate resources; and

* Resolution 7 on “International
Harmonization™ indicating that
USP will continue its effort to
harmonize compendial standards
with the Pharmacopeial Discussion
Group (PDG) and other
pharmacopeias.

The Convention also elected a Council
of Experts (COLE) with about 40
committee chairpersons. Early in April,
the COE will elect members of each
Expert Committee.

The March —April 2005 Pharmacopeial
Forum [30 (2)] has been published and
includes a number of interesting items.
It contains the Second Interim Revi-
sion Announcement (IRA) to USP 28-
NF 23 that essentially consists of
changes to 71 monographs of Disso-
lution for delayed and extended release
tablets and capsules, rransdermal sys-
tems and a few tablets that will have a
delayed official implementation of
April 1, 2006, Also included in the
IRA are changes in <701> Disintegra-
tion, < 711> Dissolution, and <724>
Drug Release with these changes on a
delayed implementation date of April
1, 2006.

The in-process section of PF includes
proposal for 19 new USP mono-
graphs, three for dictary supplements
and five for NI monographs. Propos-
als for new General chapters include
three for USP, <345> Assay for Citric
Acid/ Citrate and Phosphate, <
1065> lon Chromatography, and
<1226> Verification of Compendial
Procedures, and one for dietary
supplements, <2030> Supplemental
Information for Articles of Botanical
Ongin,

The Stimuli to the Revision Process
section of the same PF includes a
number of must read papers. These
are:

¢ “Common Pharmaceutical Calcula-
tions in USP Monographs” by B.
Davani, et al, of the USP staff

* “HPLC Column Classification” by
B. Bidlingmeyer et al, represents
the recommendatons of the USP
Working Group on HPLC
Columns which will facilitate the
selection of HPLC Column by
analysts performing a USP test

* “RSD and Other Variability
Measures of the Lognormal
Distribution” by Chartles Tan from
Merck; and “The USP Revision
Process: Recommendations for
Enhancements” by R. Bishara et.
al., members of the USP project
Team on Compendial Process
Improvements (PT-18). @
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PDA Interest Groups & Leaders

The following is a list of PDA Interest Groups (IGs). The list below in-
cludes the IG’s name and contact information for each I1G’s leader, includ-
ing the leader’s affiliation and his or her e-mail address. More detailed
information on PDA’s Interest Groups and contact information is avail-
able on the PDA Web site at: www.pda.org/science/IGs.html.

Aseptic Processing
Richard Jobnson

Abbott Laboratories

E-mail: richard. m.johnson@abbott.com
Biotechnology
Frank Matarrese

GxP Consulting

E-mail: Frank_matarrese@alamedanet. net
* European Branch
Roland Giinther

Novartis

Email:

roland guenther@pharma. novartis.com
Computer Systems
Barbara L. Meserve

Acculogix, Inc.

E-mail: bmeserve@acculogix-usa.com
Drug-Device Delivery Systems
Raymond A Pritchard

Consultant

E-mail: raypri@comcast.net
* European Branch
Alexander Schiicker, PhD

Hoffmann La Roche Ltd

E-mail:Alexandra schlicker@roche.com
Georgios Imanidis, PhD

Pharmaceutical Technology

E-mail: georgios.imanidis@unibas.ch
Filtration

Jack Cole

Jack Cole Associates

E-mail: jvcole@aol.com
* European Branch
Roger Seiler

Sartorius

E-mail: roger seiler@sartorius.ch

Inspection Trends/Regulatory
Affairs
Robert L. Dana

Elkhorn Associates Inc,

E-mail: elkhomassocl @aol.com
Isolation Technology
1BD
Lyophilization
Edward H Trappler

Lyophilization Techology

E-mail: etrappler@lyot,com
Microbiology /Environmental
Monitoring

Jeanne E.Moldenbauer, PhD

Vectech Pharma. Consulting

Email:

jeannemoldenhauer@yahoo.com
Nanotechnology
D.EChowdbury

Aphton Corporation

E-mmail: faze@aol.com
Ophthalmics
Chris Danford

Alcon Laboratories Inc,

E-mail: chris.danford@alconlabs.com
Packaging Science
Edward J. Smith, PhD

Wyeth Pharmaceuticals

E-mail: smithej@wyeth.com
Pharmaceutical Water
Theodore H Meltzer, PhD

Capitola Consulting Co.

E-mail: theodorehmeltzer@hotmail.com
Production and Engineering
Frank Bing

Consultant

E-mail: frankbingjr@aol.com
* Euwropean Branch
Philippe Gomez

Sartorius SA

E-mail; philippe.gomez@sartorius.com
Quality Assurance/
Quality Control
Don E. Elinski

Eli Lilly & Company

E-mail: elinski@aol.com
Stability
Rafile H. Bishara, PhD

Eli Lilly & Company

E-mail: chb@lilly.com
Technology Transfer
Volker Eclk, PhD

Nerviano Medical Science S.rl.

E-mail: volkereck@nervianoms.com
Zdenka Mrvova

Zentiva

E-mail: mrvova@leciva.cz
Training
Thomas WWilkin, EdD

University of New York

E-mail: twilkin@citytech.cuny.edu
Vaccines
Frank S. Kobn, PbD

FSK Associates Inc.

E-mail: fsk@lowatelecom.net
Validation
Herrold Basenian

VilSource, LLP

E-mail: halbaseman@adelphia.net
Visual Inspection of Parenterals
Jobn G.Shabusbnig, PhD

Pfizer Inc.

E-mail:john.g.shabushnig@pfizer.com
* European Branch
Marleus Lankers, PhD

APSYS GmbH

E-mail: markus lankers@apsys.de
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EMEA Prepares for Larger, More United Europe, continued from cover

high-profile medicines have highlighted
the need for a proactive approach to
phamacovigilance, to be translated in
adequate systems, methodologies and
processes, providing the best protec-
tion for public health.

Another issue to be addressed by the

international regulatory environment
will be its ability to tackle the fall

Agency Road Map 2010: Preparing
the Ground for the Future,” for part-
ner and stakeholder consultation. Five
workshops were organized and one
discussion day. The partners included
representatives from the EU regula-
tory authorities at the level of the
EMEA Management Board, heads of

patients and users of medicines, en-
courage and facilitate innovation and
research in the European Union, tackle
emerging public health challenges, pre-
pare for developments in the pharma-
ceutical field, and reinforce the part-
netship between EMEA and the
NCAs to establish a network of excel-
lence at the EU level.

in innovative productivity despite
a sharp increase in global R&D
expenditure over the past decade.
Appropriate measures will have to
be taken in order to ensure that
the pharmaceurical industry can

EMEA bas empbasized that all of its
Juture developments should be in-
creasingly bandled in the context of

continuing globalization.

The Agency intends to strive to
maintain and further strengthen its
position as a regulatory authority
that is public-health oriented,
transparent in its operation, and
commitred to applying good ad-

take advantage of new pharma-
ceutical technologies in the manu-
facturing and analytical areas and can
anticipate the implications of emerging
therapies.

In addressing the above challenges
EMEA will need to respond to:

* Theadditional responsibilities
allocated to them in accordance
with the new Community legisla-
tion

* New developments such as the
perception of the safety of
medicines and the environmental
impact of the use of these
medicines

» The assessment of new types of
products

* Multilateral scientific cooperations.

EMEA has emphasized that all of its
future developments should be in-
creasingly handled in the contexr of
continuing globalization. The Agency
has further stated that these challenges
should be regarded as new opportuni-
ties, which, through proactive initia-
tives should lead to enhanced protec-
tion and promotion of public health
in an enlarged EU.

The Road Map Process

On April 15, 2004, EMEA launched a
consultation for a discussion paper,
entitled “The European Medicines

agencies from the EU Member States
including, at the time, the soon-to-be-
added ten accession countries, and the
various EMEA scientific committees.
Stakeholders included professional
associations, patient associations,
academia, learned societies and indus-
try associations. Comments received
from 65 contributors from the EU
and globally were taken into consider-
ation for the elaboration of the final
Road Map document that published in
March 2005.

The EMEA Road Map addresses:

* The positioning of the EMEA
over the coming years in a chang-
ing environment

* The consequent development of
the Agency in such an environment
and the objectives to be achieved

* The prerequisites that need to be
fulfilled in order to allow the
Agency to successfully achieve the
objectives

* The future development of the
Agency, finalization of its Road
Map and an implementation plan
to achieve its objectives

The key aspects of the Agency’s vision

for the coming years are to allow
rapid access to safe and efficient medi-
cines, provide for adequately informed

ministrative practices. The Agency
will have to put in place a robust
quality assurance system to guarantee
the overall quality and efficiency of its
operations. The major challenge for
EMEA over the next few years will be
its ability to meet the increasing expec-
tations of its stakeholders.
Objectives
The Road Map identifies the following
as priority objectives to be achieved
before the end of this decade;

|, Top-guality scientific assessment; The
increasing complexity and cost of de-
veloping new active ingredients in
today’s globalized pharmaceutical in-
dustry demands a reinforced scientific
advice process underpinned by a ro-
bust quality assurance system, including
a strengthened peer-review system that
can improve the consistency of scien-
tific assessments. Consistency of the
outcome of the scientific assessment
should be key in such a quality assur-
ance system. Globalization of devel-
opment programs will drive the need
for enhanced collaboration with non
EU Regulatory agencies, in particular
the US. FDA, ideally leading to parallel
reviews in key areas of scientific as-
sessment. This will result in global de-
velopment programs, especially for
new innovatons and technologies,
Benchmarking with other non-EU

n
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regulatory agencies will become more
critical.

2. Timely avcess to safe, effective and immova-
tive medicines; EMEA needs to make
gains in the operating efficiency of the
centralized procedure and continue to
assist international efforts to develop a
global standard for the assessment of
health care products, New Com-

Elements for Achievement

The Road Map identifies the following
elements as critical to fulfilling the ob-
jectives:

|. Provision of bish quality scientific resonrees
by the National Competent Authoriiies.

The continuation and strengthening of
the provision of high-quality scientific

4. Avatlability of a high-quality I'T infra-
structure: The Agency must take into
account its new role as the coordinator
to collect, harmonize, validate, evaluate
and disseminate authoritative informa-
tion on medicinal products. In doing
so the aspect of globalization needs o
be taken into account to ensure an
alignment of I'T" architecture and
procedural concepts to facilitate

munity legislation will provide
several new legislative tools that
will allow more rapid access for
safe and effective innovative
products to be placed on the

In order to implement EMEA's vision,
it will move toward establishment of a

“Network of Excellence.”

ease of use and harmonization.
5. Availability of a high quality
EMEA professional workforce: 1t is
critical to identify the areas of

market, Particular attenton needs

to be placed on identifying bottlenecks
in the drug development process and
what remedial actions can be taken.

3. Continsions monitoring of medicinal prod-
wet: EMEA must implement a proac-
tive approach to pharmacovigilance,
the introduction of risk management
strategies will enhance the continuous
m[mit(}tir'l_g of pl‘(}ducts on the EU
market. Exposure within a population
of nearly 456 million remains an un-
known. A strengthening of the col-
laboration with other non-EU regula-
tory agencies will be patticularly im-
portant in the early identification of
potential problems.

4. Access to information: The Agency
intends to increase its profile with the
outside world as an “approachable”
informative and transparent organiza-
tion. EuroPharm and EudraVigilance
systems will be key channels for pro-
viding high-quality information about
medicinal products. Implementation
of transparency measures and other
transparency tools stemming form the
new legal provisions will result in the
development of an EU Trangparensy
and Conmunication Strategy, to be under-
taken in cooperation with the NCAs
and other stakeholders. Particular at-
tention needs to be paid to the role of
the pharmaceutical industry in the pro-
vision of information.

5. Specific needs for veterinary medicines must
be addressed and met.

resources by the NCAs to the EMEA
15 key to the success of the European
regulatory system. The Agency will
need to ensure the availability of a
critical mass of highly specialized ex-
perts. The system could be further
enhanced by the development of a
network of centers of assessment/
specialized centers to help face chal-
lenges and leverage expertise.

2. Availability of an adequate quality assur-
ance system: The rcquircmt'nts for g‘(md
governance, good regulatory practices
and integrated quality management
must extend from EMEA toward its
scientific committees and the NCAs,
which are the provider network for
scientific resources. The creation of an
EU benchmarking system will assist in
developing a coordinated approach
that ensures all aspects of the scientific
evaluation process are correctly ap-

plied.

3. Avatlability of an adegnate product devel-
apmrent tool kit: Initiatives should focus
on addressing the encountered difficul-
ties in the drug development stage 1o
facilitate the process berween basic
research and the development of a
commercial product. The best exper-
tise available in the EU must be
brought together to establish an ad-
equate product development tool kit,
without compromising the safety and
efficacy norms of medicinal products.

scientific competence where the
Agency needs to strengthen its internal
resources. A full training and compe-
tency program will be required.
EMEA will have to eritically examine
and re-engineer existing business prac-
tices to maximize efficiency and pro-
vide sustainability within its new envi-
ronment.

6. A drqmm‘ workload and resource pﬂmﬂh{g
The issues of planning and workload
need to be addressed, not only by the
Agency, but also by the NCAs to en-
sure that there is coordinated planning
and resource provision at the EU level.
Implementation Plan

The EU regulatory system covers
three main activities in relation to
medical regulation, i.e. scientific assess-
ment, monitoring of authorized medi-
cines and harmonization of the techni-
cal requirements for the evaluation and
supervision of medicines. However,
the system still allows for different
licensing routes for human and veteri-
nary medicines although optionality
has decreased with the recent extended
scope of the centralized procedure.

In order to implement EMEA’ vision,
it will move toward establishment of
a “Nerwork of Excellence.,” EMEA
feels that establishment of such a net-
work will provide the best guarantees
for the EU regulatory system to suc-
ceed. It has envisioned, as the Agency
calls it, a two-pillar architecture:

13
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* A national component of activities
at the NCA level to allow the MSs
to fulfill obligations (e.g, scientific
assessment, monitoring of prod-
ucts and inspections).

+ A European component in terms
of contributions made by NCAs
through the provision of

of resources is paramount to SUCCEss-
fully address difficulties currently en-
countered in the system. Current diffi-
culties typically involve the scientific
review; referral procedures, classes of
products, emerging safety concerns,
the national pharmacovigilance sys-

indicators to achieve the best practice
standards. These proposals will ulti-
mately result in a regular cycle of
benchmarking berween all EU Regula-
tory Authorities.

2. Strengthening of Exdsting Peer-Review
Systemns: As with all quality assurance
systems, it Is important that a rein-

scientific expertise to pan-
European activities (e.g,,
centralized and decentralized
licensing, arbitration, referral
and harmonization activities,

An important component will be the

availability at the EU level of top-
quality scientific expertise.

forcement of quality assurance in
the field of medicines approval
will add to the overall quality of
the scientific assessment, Peer-
review systems are already in place

such as guidance develop-

ment).
Phase 1 of the implementation plan
will be an enhancement of the overall
quality of the EU Regulatory System.
A major focus point will be to increase
the quality of regulatory activities
throughout the ELL This will enable all
EU regulatory authorities to maintain/
further strengthen their systems both in
terms of their national activities and
their contribution to European-level
activities,

An important component will be the
availability at the EU level of top-
quality scientific expertise. A strength-
ening of the scientific competencies at
the EU level is vital for the application
of one scientific standard for the dif-
ferent licensing routes and 1o keep the
NCAs abreast of the constantly devel-
oping state of the art.

A first step will be the establishment
of an EU-wide inventory of available
scienrific expertise covering all aspects
of medicines regulation. Such an in-
ventory will not only be a reliable
source of information for the EMEA,
but for all EU regulatory authorities.
This inventory will be analyzed to de-
termine missing/insufficient expertise
at the EU level.

Adequate workload and resources
planning at the EU level is another
important step. Effective planning of
workload and adequate (re-) allocarion

tems, and the conduct of Good Clini-
cal Practice (GCP) inspections in the
framework of the centralized proce-
dure (whereby a policy of routine in-
spections in the context of marketing
authorization applications can currently
not be implemented).

Of major importance for ensuring
that the quality of expertise is main-
tained and further developed, is the
provision of high-quality training to
the experts involved in the different
aspects of human and veterinary
medicines regulation. The strengthen-
ing of the competence development
at the ELU level requires the establish-
ment of an EU Competence Devel-
opment Strategy in order to optimize
the EU training activities.

The availability at the EU level of an
adequate quality assurance system is of
the utmost importance. It is also em-
phasized that the requirements for
good governance, good regulatory
practices and integrated quality man-
agement will extend from the Agency
to the NCAs, who provide scientific
resources to the networking model.
To establish a coordinated approach
to continuous quality improvement,
the following is needed:

1. Development of an EU Benchmarking
Systern: The EU benchmarking system
should consist of high-level indicators,
supported by specific performance

at the EU level for any scientific
assessment carried out by a limited
number of parties (e.g, rapporteur/
co-rapporteur for the centralized li-
censing process, reference member
state for the decentralized procedure,
and activities undertaken by the super-
visory MS in the context of inspec-
tions). The system could benefit from
a further strengthening in this respect.
This should lead to a higher quality
output and an increased scientific and
regulatory consistency of the EMEA
Scientific Committees’ conclusions of
the scientific review processes.

3. Continning Organizational Improvensents:
New Community legislation will pro-
vide for a series of changes in the field
of medicines regulation with the par-
ticular aim of making effective and
safe medicines faster available to pa-
tients and users of medicines. A par-
ticular challenge will be a common
approach at the EU level towards
transparency and communication. In
addition, a culture of continual process
improvement needs to develop, lead-
ing to efficient procedures and avoid-
ing duplication, hence ensuring the best
use of the available resources.

Phase 2 of the implementation plan
addresses the furure organization of
the EU regulatory system. The design
of the future organization of the EU
regulatory system, as a consequence of
the most appropriate balance between
the trends for the next years and the
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need for high-quality scientific exper-
tise and output of the regulatory pro-
cesses, requires a thorough reflection
on the most efficient use of expertise
available to the EU for the next de-
cade. Two important questions need
to be addressed in this respect:

1. How can the most efficient
resource planning be best
achieved, after careful identifica-
tion of the necessary resources?

I

. How can the workload
between the NCAs be shared

legislation, expand the scientific role of
the Secretariat. The EMEA Secretariat
will have a complementary role to that
of the experts from the NCAs, hence
avoiding any duplication of work and
overlap between the activities per-
formed by the Secretariat and the
work undertaken by the scientific
committees’ members and experts.
The Agency will further develop as a
center of quality control, Well-defined
roles and responsibilities will be estab-

into account the outcome of such
analysis.

Adapt EMEA’s recruitment and
competence development pro-
gram to the new needs stemming
from the implementation of new

Community legislation and the

EMEA “Road Map” project.

The EU IT Strategy

The EU telematics systems correspond

to the following key phases in the

best, while avording unneces-
sary duplication of work, and
what mechanisms should be
put in place?

To adequately complete its tasks,
EMEA will.. .expand the scientific role

of the Secretarial.

Further discussions among the EU
regulatoty authorities are needed on
what the optimal organization of the
future EU regulatory system should
look like. The following considerations
could be taken into account during
these discussions: different possibilities
to implement the concept of centers
of assessment; selecton of such cen-
ters; long-term consequences of parti-
tioning the work through polarization;
equality of NCAs in performing tasks;
and finances for the future system.

The EMEA Secretariat

One of EMEA’s main responsibilities
through its scientific commitrees is to
deliver science-driven and consistent
regulatory opinions on any aspects
related to human and veterinary me-
dicinal products,

In order to achieve this, the EMEA
provides technical and administrative
support to its scientific committees
and coordinates within the EU regula-
tory system networking model the
European scientific resources made
available by the NCAs to the Agency,
as well as any additional expertise nec-
essary for the fulfillment of its respon-
sibilities.

To adequately complete its tasks,
EMEA will, as required in the new

lished with full respect of the new
legislative provisions. This will also
include clear guidance to the pharma-
ceutical industry with respect to the
Secretariat/ pharmaceutical companies
and scientific committee members and
experts/pharmaceutical company in-
teractions.

In summary, in order to implement
the EMEANS vision in terms of the
extended role of the EMEA Secre-
tariat, the following will be under-
taken:

1. Establish clear roles and responsi-
bilities for the EMIEA Secretariat
and the scientific committees
members and experts, including
the interaction with the pharma-
ceutical industry, taking into
account the new Community
legislation and the outcome of
audits of the scientific committees.

[

Analyze what further organiza-
tional changes should be intro-
duced at the level of the EMEA in
order to allow the Agency to
successfully address the different
challenges it will face,

(¥

Implement, where relevant, a
reorganization of EMEA, taking

regulatory life cycle of medicinal

prm‘] ucts:

1. EudraCT 15 a database contain-
ing information on all ongoing
and completed clinical trials in the
U,

2. E-Submrission is a system permit-
ting the electronic submission,
validation and evaluation of
applications for marketing authori-
zation, eventually including full
electronic work flow and tracking.
The Commmunication and Tracking
System, 1s a system supporting the
mutual recognition or decentral-
ized procedure (it should be noted
that the development of this
system falls under the auspices of
the Heads of Medicines Agencies).
Lndral igifance is a family of
systems for electronic reporting,
validation, processing and dissemi-
nation of information related to
adverse drug reactions, both
during clinical trials and in autho-
rized use,

EuroPharm is a database containing
authoritative information on all
medicinal products authorized in
the EUL

The GMP database is a system for
electronic reporting, storage and
dissemination of information on
the outcome of GMP inspections,
authorized manufacturing sites and

continued on page 20
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PDA Calendar of Events for North America

Please visit www.pda.org for the most up-to-date event information, lodging and registration.

September 11-14, 2005

PDA/FDA Joint Regulatory Conference, Courses and
Exhibition

Washington, DC

October 20-21, 2005

2005 PDA Visual Inspection Forum

Bethesda, Maryland

February 2006

PDA International Congress
April 2006

PDA Annual Meeting

Training

Lab and Lecture calendar events are held at PDA-TRI Baltimore, MD unless otherwise indicated.

Laboratory Courses

May 16-20, 2005

Aseptic Processing Training Program (Week 2)
May 25-27, 2005

Cleaning Validation

June 1-3, 2005

Practical Aspects of Aseptic Processing

Basel, Switzerland

June 2-3, 2005

Environmental Mycology Identification Workshop

June 13-17
Aseptic Processing Training Program (Week 1)

July 11-15, 2005
Aseptic Processing Training Program (Week 2)

July 26-29, 2005
Pharmaceutical and Biopharmaceutical Microbiology 101

Lecture Courses

May 23-24, 2005
Sterile Pharmaceutical Dosage Forms: Basic Principles

August 8, 2005
Maximizing SOPs-An Untapped Resource of Training
Solutions

August 9-11, 2005

Biotechnology: Overview of Principles, Tools, Processes
and Products

September 26-27, 2005

Computer Products Supplier Auditing Process Model:
Auditor Qualification

October 6-7, 2005

Fundamentals of D, F and z Value Analysis

Lecture Courses

August 8, 2005

Maximizing SOPs - An Untapped Resource of Training
Solutions

September 15-16, 2005

2005 PDA/FDA Joint Regulatory Conference
Washington, D.C.

September 26-27, 2005

Computer Products Supplier Auditing Process Model:
Auditor Qualification

November 29-December 1, 2005
Career-long Learning™
New Orleans, Louisiana

Course Series

October 24-26, 2005

Medical Device Course Series
Denver, Colorado

May 9-10, 2005

PDA and the PDA France Chapter
Similar Medicinal Biological Products
Lyon, France

May 12, 2005
PDA Metro Chapter
Real Quality

Clark, New Jersey

May 19, 2005

PDA Midwest Chapter

Dinner Meeting

Parenteral Product Development/Technology Transfer
Northbrook, lllinois

May 20-21, 2005

PDA and the PDA India Chapter
PDA IndiaForum

Risk-based Validation

Goa, India

May 24, 2005

PDA Southeast Chapter

USP Course

USP Analytical Method Validation
Raleigh, North Carolina

June 2, 2005

PDA and the PDA Prague Chapter

PDA EuroForum

Contract Manufacturing and Technology Transfer
Prague, Czech Republic
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PDA Calendar of Events for Europe/India/Asia Pacific

Please visit www.pda.org for the most up-to-date event information, lodging and registration.

May 9-10, 2005

PDA and the PDA France Chapter
Similar Medicinal Biological Products
Lyon, France

June 1-3, 2005

PDA Training & Research Institute Laboratory Course
Practical Aspects of Aseptic Processing

Basel, Switzerland

June 2, 2005

PDA EuroForum

PDA and the PDA Prague Chapter present
Contract Manufacturing and Technology Transfer
Prague, Czech Republic

June 6, 2005

PDA EuroForum

PDA and the PDA Spain Chapter present
Complete Stability Study for a Global Submission
Barcelona, Spain

June 13, 2005

PDA EuroForum

PDA and the PDA UK/Ireland Chapter present

Risk Assessment and Risk Management in Pharmaceutical
Manufacturing

London, England

June 28, 2005

PDA EuroForum

PDA and the PDA ltaly Chapter present
Rapid Micro TM 33

Milan, Italy

September 21-22, 2005

PDA Training and Research Institute
Career-lon g Learning™

Basel, Switzerland

October 17-18, 2005

PDA Conference on the Universe of Pre-filled Syringes
Munich, Germany

November 10, 2005

PDA and the PDA UK/Ireland Chapter present
Conference and Exhibition

Nanotechnology

London, England

November 24, 2005

PDA and the PDA Central Europe Chapter present
PDA EuroForum

Pharmaceutical Product Labeling

Vienna, Austria

May 20-21, 2005
PDA IndiaForum
Risk-based Validation
Gao, India

July 19-20, 2005
PDA IndiaForum
Q7A Update
Mumbai, India

September 16-17, 2005
PDA IndiaForum

Certificate of Suitability CEP
Mumbia, India

November 22-23, 2005
PDA IndiaForum
In-Licensing

Mumbia, India

ASIA/PACIFIC

June 2005

PDA Japan Chapter

Training Course: Aseptic Processing
Tokyo, Japan

June 17, 2005

PDA Taiwan Chapter
Annual Meeting
TBD

November 2005
PDA Japan Chapter
Annual Meeting
Tokyo, Japan

December 2005
PDA Korea Chapter
TBD
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certificates of compliance with
GMP.

7. EudralNet is a family of services to
exchange and share information
berween the EU regulators
securely, efficienty and reliably.

products for which orphan drug des-
ignation has already taken place; par-
ticular emphasis will be put on a fur-
ther improvement of the protocol
ASSISLANCE Process.

ers, EMEA can operate as a platform
to bring all stakeholders together, in-
cluding academia and patients organi-
zations, to discuss what areas require
further applied research.

Secondly, EMEA can initiate dis-

These systems are either already in
operation (EudralNe,

Eudral igilance, EndraCT) or are
under construction. Responsibility

EMEA bas created an “Innovation
Task Force” to focus on new medici-

nal producis...

cussions among its scientific com-
mittees, academia and the phar-
maceutical industry on innovative
approaches for the development

for the management of the devel-
opment and operation of most
of these systems was conferred on the
EMEA by the European Commission
and the NCAs in 2001, EMEAs re-
sponsibility for several of these sys-
tems is also defined in the pharmaceu-
tical legislation.

Innovative Medicines

EMEA will use a two-pillar approach
to facilitate the development of inno-
vative medicines. A first pillar ad-
dresses improvements to the current
regulatory licensing framework. In this
respect the Agency will implement
new tools provided by revised Com-
munity legislation. This mainly relares
to a tevised scientific advice proce-
dure, the possibility for accelerated
evaluation, and the granting of condi-
tional approvals.

Improvements to the licensing frame-
work likely will involve the following
six arcas of the process:

1. The scientfic advice procedure:
New Community legislation requests
the EMEA Executive Directot, in
close consultation with the EMEA
scientific committees, to establish the
necessary administrative structures and
procedures allowing the development
of advice for the pharmaceutical in-
dustry, especially with respect to the
development of new therapies. A revi-
sion of the scientific advice procedure
will be undertaken, and additional fea-
tures will be included to allow for a
strengthening of the provision of sci-
entific advice. To overcome delays in
the clinical d('\-clnpmcm of medicinal

2. An accelerated assessment proce-
dure: The goal here is to shorten the
scientific review to 150 days.

3. A conditional approval concept

4. 'The involvement of specialized
expertise: New Community legislation
provides for the establishment of Sci-
entific Advisory Groups, which will be
involved in the scientific evaluation
process. EMEA will create Scientific
Advisory Groups for each of the
therapeutic domains for which the
centralized licensing route will become
mandatory.

5. The management of the compas-
sionate-use procedure: New Commu-
nity legislation provides the opportu-
nity for the Agency to be involved in
the compassionate-use concept by
notifying the MSs of situations
whereby a medicinal product, eligible
for evaluation under the centralized
procedure and fulfilling certain criteria,
is made available under compassionate

use provisions.

6. A rolling review pilot program:
Would allow the submission of well-
defined packages of responses (e.g,
quality package, preclinical package,
clinical package) as a reply to the list
of questions adopted by the scientific
comimittec.

The second pillar involves the stimula-
tion of research and innovation. First,
the Agency is looking to identify areas
where further research is needed. Us-
ing its broad base of knowledge and
extensive contacts with all stakehold-

of medicinal products. This will
be of particular importance in
relation to the various novel therapies
in development. These discussions
could also explore if the regulatory
requirements could be adapted with-
out compromising the safety of pa-
tients. As a consequence, an ongoing
dialogue on the development of new
medicines would be started, resulting
in a closer relationship between the
academic research and the drug devel-
opment by the pharmaceutical indus-
.

These initiatives being undertaken by
the Agency will be incorporated into a
formal package of measures. The
EMEA Strategy on “Fast Track™ will
ultimately aim to provide for expe-
dited approval of safe and effective
breakthrough therapies for unmet
medical needs, hence accelerating the
availability of such innovative medi-
cines.

Need For New Technologies

New technologies or therapies include
cell and gene therapy, xenotransplan-
ation, nanotechnologies, anti-sense
molecules, tissue engineeting and
pharmacogenomics. New approaches
to manufacturing and control methods
for these rechnologies need to be ad-
dressed.

EMEA has created an “Innovation
Task Force” to focus on new medici-
nal products for which the Agency has
no experience with respect to technical
requirements and assessment. This task
force will provide dedicated informa-
tion on emerging therapies and tech-
nologies to the public via EMEA’s
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2006 PDA Biennial Training Conference
May 8-10 = 2006 Ritz Carlton Hotel + New Orleans, LA

PDA is seeking presentation proposals for the 2006 PDA Biennial Training Conference. The attendees will include regulatory training
professionals, training managers, quality professionals, human resource professionals, supervisors, technical trainers. and others
who train within the international pharmaceutical. biopharmaceutical, and related industries. PDA will consider abstracts of a
noncommercial nature, with potential to significantly contribute to enhancing the knowledge and skills of regulatory and technical
trainers for acceptance.

SUBMISSION DEADLINE: JUNE 15, 2005

This conference will focus on training issues of significant value to pharmaceutical trainers whose responsibilities include regulatory
training (GLPs, GCPs, QSRs, and/or CGMPs) and technical training. Abstracts outlining the latest trends in training, including but not
limited to the following issues. are being sought:

*  Technical Training (trainer qualification, OJT, effective procedures/SOPs, partnering with e-learning, cross training,
measuring training impact, training in aseptic areas, etc. )

*  Training Theory & Design (developing learning objectives. evaluation methods, stand-up presentation technique,
developing e-learning, measuring training impact, facilitation techniques, participant-centered training, developing games, etc.)

* Training Management (influencing workplace learning, influencing senior management, training as a business goal, trainer
qualification, from trainer to problem-solver, non-training solutions, training the top — CEOs. VPs, and busy directors,
training vs, performance improvement, etc.)

*  Training Professional (cffective needs assessments, from trainer to problem solver. influencing workplace learning, business
goals and training, diversity on the training floor, training outside North America, internal consultant, performance
improvement professional, etc.)

*  Regulatory Updates/Trends (GxP training techniques, ideas, or trends - GMP, GLP, or GCP), ICH trends, Clinical Trial
Directive, Part 11 update, guidance documents, training trends, CFR as training tool, quality system approach. etc.)

COMMERCIAL ABSTRACTS PROMOTING PRODUCTS AND/OR SERVICES WILL NOT BE CONSIDERED

Please visit http://precis.preciscentral.com/User/UserLogin.asp and complete the application outlining your abstract. (Submissions
received without full information will not be considered.)

*  Presenter *  Full address

e Title ¢  Phone, fax and email address of presenter

*  Company »  Co-presenter’s biography (<100 words)

*  Full address *  Proposal title

*  Phone, fax and e-mail address of presenter * Target audience (by job titles, department and specialty areas)

*  Presenter’s biography (=100 words) *  Session description

o Co-presenters e Objective for the session

o Tile «  Rationale: An explanation of how the participant and the organization
* Company will benefit from this session (<100 words)

Upon review by the program committee, submitters will be advised in writing of the status of their abstracts after June 31, 2005,

PDA will provide one complimentary meeting registration per presentation. Additional presenters will be required to pay appropriate
conference registration fees. With the exception of regulatory speakers. all presenters are responsible for their own travel and
lodging.

Visit http://precis.preciscentral.com/User/UserLogin.asp to submit your abstract today.
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Web site, It will implement the classifi-
cation procedure for borderline prod-
ucts, In close cooperation with the
EMEA scientific committees, the task
force will initiate discussions with top
quality experts in the NCAs, academia,
learned societies and pharmaceutical
industry, on all challenges related to
new technologies. The Innovation Task
Force is also tasked with establishing
“Strategic Plan for New Technolo-
gies” and ensuring that adequate com-
petence exists in the EU regulatory
authorities to handle new technologies.

Generic and Nonprescription Medicines
EMEA’s involvement in the field of
generic and nonprescription medicines
has been limited and restricted to the
evaluation of products referred to the
scientific committees in order to re-
view emerging quality, safety and/or
efficacy concerns for authorized prod-
ucts or classes of products, or to har-
monize the product information of
such medicines.

Discussions have already started with
the pharmaceutical industry (in the
field of both generic and nonprescrip-
tion medicines) on the particular chal-
lenges EMEA will have to overcome
to facilitate generics and nonprescrip-
tion drugs, The Agency will look to
benefit from the experience obtained
by the NCAs in these fields. EMEA
will closely follow all legal aspects in
relation to the submission of generics
and will ensure that appropriate guid-
ance from its scientific commirtees is
available for to biosimilar medicinal
products.

Herbal Medicines

New Community legislation on herbal
medicinal products has significantly
increased EMEA’s role in this field.
The most visible consequence has been
the establishment of a new scientific
committee for herbal medicines.

Provision of Incentives for SMEs

New Community legislation provides
for incentives to be given to small and

medium-sized enterprises (SMEs)
through the payment of reduced or
deferred fees and through the receipt
of administrative assistance. Adminis-
trative assistance can be offered in the
form of translations of the product
information, provided by the com-
pany in the English language, into all
other EU languages; the provision of
regulatory, legal and scientific advice
on the preparation of the marketing
authorization application dossier; and
the publication of practical guidance
on the different issues of relevance to

SMEs.

Interaction with the Agency's Stakeholders
In order to implement EMEA’s vision
in terms of interaction with its stake-
holders, it is pursuing a multi-pronged
strategy. The first prong involves
manufacturers. First, the Agency wants
to better articulate how it implements
new Community legislation and im-
provements to its processes. Special
focus will be place on communicating
with manufacturers of generic, non-
prescription and veterinary medicines.
Second, EMEA wants develop a
“Best Practice Guide™ that clearly de-
fines the interaction between the
EMEA Secrerariat and the pharma-
ceutical industry and between the
EMEA scientific committees and the
pharmaceutical industry.

The other prongs involve patients and
health care professionals.

International Collaboration

Finally, EMEA continues to place
great emphasis on international col-
laborations, The Agency currently is
active in the International Conference
for Harmonisation and the World
Health Organization, and works
closely with the U.S. FDA and other
health authorities around the world to
align technical requirements,

The demands on EMEA for interna-

tional cooperation are steadily increas-
ing. The Agency has already been ap-

proached by non-EU countries that

have shown interest in the nerworking
model and want to know more about
the benefits of the concept. Because
of the demand for increased interna-
tional cooperation, the EMEA will be
obliged to introduce a further
prioritization in its international coop-
eration. For 2005, priorities are being
given to:
1. Preparing for the accession of
Bulgaria and Romania in 2007 and
for any other countries for which

the EU will decide on future
membership,

1o

Refocusing the contribution to the
ICH project, with priotity for
implementation and maintenance
of existing [CH guidelines.

3. Strengrhening the interaction with
WHO in accordance with the new
legal provisions (i.e. the scientific
evaluation of medicinal products
for human use intended exclusively
for markets outside the EL),

4. Building on cooperation with
operational Mutual Recognition
Agreement partners with respect
to GMP inspections in the context
of an enlarged LZU.

5. Reviewing the interaction with the
LS. FIDA and exploring what
further cooperation could be
achieved in the framework of the
Confidentiality Arrangements,
including interaction with the U.S.
Department of Agriculture,
responsible for the licensing of
veterinaty biological medicinal
products,

6. HExploring what further progress

can be made in the EMEA’s

interaction with other non-EU

Regulatory Authorities, such as the

Canadian and Japanese Health

Authorities, @
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EMEA's 2005 Priorities: A Discussion with EMEA's Emer Cooke

Gautam Maitra, PDA

In February, PDA European Director Gautam
Maitra had the opportunity to interview the
EMEA's Emer Cooke, Head of Sector-
Inspections, about the Agency’s priorities in
2005. The following is the interview in
question-and-answer format.

PDA: How is EMEA coping with the
enlargement? How is the culture being
developed and regulations enforced?

Emer Cooke: EMEA is very pleased
to note that there has been a very
smooth transitton from 15 to

25 Member States in the con-
text of LU enlargement, and

in particular in the area of

GMP supervision, This is due
mainly to the efforts put in to
the Pan BEuropean Regulatory
Forum (PERF) preaccession
program (1999 to 2003) by
both EMEA and national au-
thorities. GMP was highlighted
as a priority area for all three
PERF programs, thus provid-
ing the opportunity for new
member states to work closely
with existing member states,
providing a structured forum
for partnership; facilitating the
implementation of the Euro-
pean legislation; providing a forum for
the exchange of views; and promoting
implementation techniques. In addi-
tion, representatives from all new
countries were invited as observers to
the ad hoc GMP inspectors meeting,
the Quality Working Party meeting,
and of course, the other scientific
committees and working parties of
the EMEA since .-'\pl’jl 2003, more
than one year in advance of accession.

In addition several new member states
have benefited from twinning pro-
grams and the Protocol of Europe
Conformity Assessment Agreements
(PECAS) in advance of accession. In
view of the level of preparaton, it is

no real surprise that both EMEA and
the new member states have adapted

well,

The main impact on the EMEA in-
spector sector’s activities has been the
increase in the membership of the
working parties and groups, with 42
agencies now being represented at the
GMP and Quality Working Party
meetings, and an increase in the pool
of experts and inspectors available for

EMEA Head of Sector-Inspections, Emer Cooke

work on behalf of the Community.

In July and September 2004, EMEA
organized training sessions for asses-
sors and inspectors participating for
the first time in EMEA’ activities, and
new members also have the possibility
to send participants to training courses
for new assessors that are organized
on an annual basis, With respect to the

performance indicators for the central-

ized system, no impact has been noted
to date.

PDA: What is the most important
challenge for EMEA in 2005?

COOKE: EMEA’s priorities are pub-

lished in the EMEA’s work program
for 2005 and the Agency’s Road Map
(published in March) also gives a good
overview of the areas on which
EMEA will be focusing over the next
five to ten years. From the general
priorities perspective, I would like to
quote from the three key priorities and
suggest that you look into the work
program and Road Map for further
details:

“l. Implementation of the new
pharmaceutical legislation and
EMEA long-term plan

In 2005, the Agency will focus on
preparation for the full entry into
torce of the new legislation in the
last part of the year, with particu-
lar attention on provisions rein-
forcing safety of medicines, accel-
erating availability of medicines to
EU patients and creating the right
environment to stimulate research.
These initiatives include imple
mentation of the concept of risk
management plans, expansion of
the scope of medicines to be au-
thorized through the centralized
pruccdurc, establishment of the
accelerated assessment, condi-
tional authorizaron, compassionare use
procedures, as well as procedures for
authorization of biosimilar and generic
products and supporr to small and
medium-sized enterprises. High im-
portance will be given to initiatives
aimed at increased communicarion
and provision of information to pa-
tients, health care professionals and the
general public.

2. Optimization of the Agency’s
core business and existing activi-
ties

Safety of medicines and improvement
of the Agency’s core activities will re-
main a priority in 2005. To provide
for the safe use of medicinal products,
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the Agency will reinforee its activities
in the area of pharmacovigilance, in
particular the EudraVigilance database
and the implementation of the EMEA
risk-management strategy for medi-
cines for human use. The Agency will
improve handling of referral proce-
dures to provide faster opinions on
questions related to safety of medi-
cines,

The Agency will remain committed to
managing effectively and efficiently

its increased tasks and responsibili-
ties ensuring that patients and users

of medicines have access to safe

and effective medicinal products
within the timelines laid down in the
legislation. The Agency will work

for greater transparency of its op-
erations and activities.

EMEA will further extend its ca-
pacity to provide scientific advice and
the quality of that advice. It will strive
to increase availability of veterinary
medicines intended for minor uses and
minor species,

3. Implementation of the EU
telematics strategy for the pharma-
ceutical sector

EMEA was given the responsibility to
implement the EU telematics strategy
and projects agreed by the European
Commission, Member States and the
Agency, which once implemented, will
increase efficiency of the nerwork,

pre wide better information to the us-
ers of medicinal products and will
contribute to safe and effective use of
medicinal products. The Agency plans
to undertake further implementation
and expansion of these projects in
response to legislative requirements in
2005, As part of this plan:

The Agency will carry out additional
work to considerably enlarge the origi-
nal scope of the EuroPharm database
of all medicines authorized in the EU.
This will allow the general public to

access information in the damabase in
all languages, and it will include more
information.

The Agency will continue to develop
the EudraVigilance database and will
add a new component on suspected
unexpected serious adverse reactions
from clinical studies.

EMEA will also prepate and design a
database of manufacturing authoriza-
tions and good manufacturing practice

...the recent downturn does not
suggest a trend, and in fact, the
number of applications received by
EMEA in 2004 was bigber than

ever.

certificates required under the new
Directives.”

All this will be underpinned by an in-
crease in focus on transparency and
COmMMuUNICAHON.

If we look at the more specific priori-
ties outlined in the chapter on in-
spections, you will see that these mir-
ror the general priorities.

I would like to focus on three of these
to give you a flavor of the type and
extent of work we have ahead of us
for 2005. Apart from our core busi-
ness activities, our major priority for
2005 is to prepare for the implemen-
tation of the pharmaceutical legislative
review, in particular, the new require-
ments for GMP for starting materials
and the setting-up of a database on
manufacturing authorizations and
GMP certificates. We have already
worked on a community formart for
mnspection reports, a community for-
mat for manufacturing authorizations
and a community format for a GMP
certificate. In addition, we have pre-
pared a revision of the scope of the

guidelines on GMP for active sub-
stances and a guideline of the grounds
or triggers for inspections of active
substance manufacturers (published in
March). Work on the database has also
begun, including an inquiry on existing
member state systems to which the
database will need to be linked. Work
in the GCP area will continue to be
focused on implementation activities
relating to lcgislutiun on clinteal trials
and GCP, in particular the implemen-
tation of the second phase of the
EudraCT database.

From an international perspec-
tive, we will be working to support
ICH activities in the GMP areas,
implementation of the various mu-
tual recognition agreements, with
particular emphasis on the new leg-
islation and support to the new pos-
sibility for centralized opinions for
medicinal products to be marketed
outside of the EU, in cooperation
with WHO, through our certification
scheme,

PDA: What steps, if any, are being
taken, as a result of the study in 2003
on hurdles to innovation? What is the
status regarding centralized proce-

dures?

COOKE: The Commission funded a
study on innovation in the pharmaceu-
tical sector in 2003, This was
prompted, in part, by the fact that a
significant reduction in the number of
applications for marketing authoriza-
tion had been noted in 2002 and 2003.
At the time, there was significant con
cern in the regulatory community that
this reflected a crisis in innovation with
potentially very damaging long-term
effects. The study, now published on
the European Commission Web site,
concludes that the recent downturn
does not suggest a trend, and in fact,
the number of applications received
by EMEA in 2004 was higher than
ever. &
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W PDA Training and Research Institute presents:

Developing a Moist Heat Sterilization
Program within FDA Requirements

Introduction

This course will provide you with the necessary methods and data
requirements for cycle development, sterilization of solutions,
containers/closures, and device type combination products that are moist
heat sterilized.

Who Should Attend

QA/QC/Microbiology

v Director

v Manager/Supervisor
¥ Technician/Specialist

Engineering/Validation
v Director

v Manager/Supervisor
v Technician/Specialist

Production/Manufacturing
v Director

v Manager/Supervisor

v Technician/Specialist

Benefits of Attending

+ Learn how to obtain and present all data required for regulatory filings to FDA

related to your moist heat sterilization program

Learn regulatory requirements in EU and US to be prepared for audits/inspections

and regulatory filings

Discuss and resolve issues or concerns related to your sterilization program in a

non-hostile environment with instructors and other students

* Gain comprehensive knowledge to ensure your program is compliant with current
regulations through interactive resolution of case studies, data calculations and
graphing exercises

* Perform container/closure integrity lesting and thermal mapping to determine
adequate sterility assurance levels for your product

Key Topics

» Container/closure integrity testing

« Engineering heat penetration and distribution studies

« Container thermal mapping

« Observe and participate in sterilization process studies

« Product stability studies

« Moist heat sterilization and how it is employed during aseptic processing

+ Acknowledge the complete microbiology and sterilization technology section
required for sterile products BLA, IND or NDA regulatory filings

Baltimore, MD
August 10-12, 2005

Venue

PDA Training and Research Institute
1450 South Rolling Road
Baitknm MD 21227 USA

Tel: +1 (410) 455-5800

Fax; +1 (410) 455-5802

E-mail: tri@pda.org

Registration Fees

Member.......ccovennee weene.lUSS 3,295
Nonmember........ccviuvmerrerererenrnen. US$ 3,490
GOVErnNMEeNnt........cierumsemsessnnnr ....US$ 1,300
Health Authority.......cceieinnn. US$ 1,300
Academic* .US$ 1,300
Student®....ccocoenne Us$ 500

*Must be a PDA member to receive this rate.

For more information and to register:

Visit www.pda,org/mhs05

Or, complete the attached registration form
and fax or mail to:

PDA

PO, Box 79465

Baltimore, MD 21279-0465 USA

Tel: +1 (301) 656-5900
Fax: +1 (301) 986-1093

To learn more about other
Career-long Learning™

opportunities visit
www.pda.org/tri
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Quality & Regulatory Affairs

The EMEA Celebrates Tenth Anniversary

Gautam Maitra, PDA

PDA was invited to join the European
Medicines Agency (EMEA) as it cel-
ebrated its tenth anniversary on March
11, 2005, in London. To celebrate, the
Agency sponsored a conference called,
“A Scientific Perspective on the Future
of Medicines.”

The conference was attended by a few
hundred participants from all over
Europe, and was just walking distance
from the EMEA., It was very inspiring
to look at the achievements of the
past ten years, and it was
incredible to see what the
future holds for the Agency.

Th{_' l]l'(_'ilkt_ﬂ..“r .‘;L’Ssi('}ﬂ Was
very well arranged within
the EMEA premises, with
.'P;I'L'R[ ﬂ('_'t“.'_[]l'](]ﬂ;: (]PPUTFU—
nities and posters from the
key departments on display.
T}'{L’ SL'F.‘_\].()U WwWas \_L'l—}' il‘lt_(lb
mal, giving participants the
opportunity to have access
to high level officials in the
European regulatory scene.

Back at the hotel, following
breakfast, the conference
was divided into two ses-
sions. The morning component was
heavily concentrated on top-level regu
latory issues, with speakers represent-
ing industry and government. The af-
ternoon session was focused on sci
ence and technology. We were invited
to the lunch press conference where
EMEA Executive Director Thomas
Lénngren, with selecred staff, fielded
questions from journalists.

“This 15 a celebration of ten successful
years, with 15 member states and 15
cultures, and the future looks bright,”

Lonngren said. He went on to say that

EMEA is dedicated primarily to pub-
lic health and to ensuring that the regu-
latory system in Burope is science-
based. Later he released the book,
Celebrating Ten years — Portrait of the

European Medicines Agency.

The message from European Com:
mission Vice President Giinter
Verheugen was that the Huropean
regulatory system for medicines, with
the Agency at its core, has become a

success story. This view was echoed by

EMEA Executive Director, Thomas Lénngren

the large number of speakers in atten-
dance, including Luxembourg’s Health
Minister, Mars Di Bartolomeo, and
the European Parliament Vice Presi

dent, Dagmar Roth-Behrendt.

Speakers from the US. FDA and the

Japanese Pharmaceuticals and Medical

Devices Agency paid generous tribute
to the Agency for its efforts in the
F]L‘[L'] []f rl'l(.‘di{:iﬁ:.‘s C\':Llu;\ri(}{l 13]'1(]
commended the European way of
regulating medicines and promoting

public health.

A panel of internationally renowned
scientists participated in the confer-
ence, entitled “A Scientific Perspective
on the Future of Medicines,” which
focused on issues relating to HIV, vac-
cines, oncology, diabetes,
pharmacovigilance, veterinary medi-
cines and the patient perspectives on
medicines regulation. Professor Luc
Montagnier, President of the World
Foundation for AIDS Research and
Prevention, gave an update on research
into vaccines against HIV/AIDS, while
Professor Paris Kosmidis,
President of the European
Sucitt_\' of Medical Oncol-
ogy, addressed expectations
and developments in the field
of cancer treatment, Trends
in the treatment of diabetes
were the topic of Professor
Eberhard Standl, Vice
President of the European
Association for the Study of
Diabetes, and Munir
Pirmohamed, Professor of
Clinical Pharmacology at the
l.-ni\'t.‘rsif}' of ],-i\'Crpru'al, fo-
cused on how to handle
pharmacovigilance in the
future to improve drug safety and
protect public health,

The Community authorization for
veterinary medicinal products and its
contribution to animal health in the

L was the theme of Professor Paul-
Pierre Pastoret of the UK’s Biotech
nology and Biological Sciences Re-
search Council. Concluding the scien-
tific part of the conference, Rodney
Elgie, President of the European Pa-
dents’ Forum, gave the patients’ per-
spective on the future development of
medicines in Europe.

n
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Regulatory Briefs

Europe

EFPIA Welcomes the European
Commission’s Proposal for the 7th
Framework Programme Including its
Proposed Support for the “Innovative
Medicines Initiative”

The European Commission launched
an ambitious proposal for the new
EU R&D Framework Programme
2007-2013. It proposes a significant
increase in funds available for Research
and Development and the creation of
a Furopean Research Council, both
key elements in fostering the future of
Furopean research.

Such a public-private partnership
would bring together European uni-
versities, pharmaceutical companies,
small biotechnology companies and
patient associations. This initiative
would significantly enhance the science
base in Europe and encourage more
health research in Europe to improve
the drug development process, leading
to new innovative medicines and uld-
mately healthier societies in Europe
and the world.

The European Commission last year
requested the European Federation of
Pharmaceutical Industries and Associa-
tions (EFPIA) to identify the main
barriers to innovation in biomedical
research. EFPIA established a multi-
stakeholder consultation process, to
identify these key barriers, Beginning in
2004 the stakeholders, led by the
EFPIA Research Directors Group,
identified four key bottlenecks that
span the drug development process
llrld lﬂld tht gn;und“-'()rk f()r h()\".'
these could be addressed in practice.
On that basis a European Technology
Plattorm (ETP) for Innovatve Medi-
cines was established under the lead of
EFPIAs Research Directors Group. 1f
this [nnovative Medicines Initiative is
approved, EU funds would be

PDA Letter »
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awarded to the “best science” and
directed to academia, clinicians and
small biotech companies to carry out
the key research that is a prerequisite to
the development of effective new
therapies, and enhancing Europe’s
competitiveness.

The main goals of the initiative are: *

* To revitalize Europe’s
biopharmaceutical research
capability and foster a strong and
vibrant science base that is a
prerequisite to dcvc]oping new
medicines

* To understand better the undetlying
mechanisms of diseases and thus
to underpin the development of
new and more effective medicines
and therapies

* To foster competitiveness and
science in the EU, creating signifi-
cant economic value through
biomedical leadership,

EFPIA’s Research Directors Group
(RDG) brings together the European
Heads of Research from the world’s
leading pharmaceutical companies to
address the issues facing research and
development of biopharmaceuticals in
EUf()PC-

The proposal for the Seventh Frame-
work Programme is available at
europa.ew.int/comm/ research/fu-
ture/index_en.cfm. &

EFPIA Highlights EMEA's Success
Taking part in the celebrations of
LEMEA tenth anniversary, Brian Ager,
Director General of EFPIA said that
Europe can be rightfully proud of the
creation of the EMEA—a policy vi-
ston made reality by the European
Institutions and the Member States.

“Industry’s confidence in the function-
ing of the EMEA is witnessed by the
constant flow of applications from
companies and the consistently posi-

tive outcome of the annual perfor-
mance review carried out berween

EMEA and EFPIA”,

Brian Ager stressed that the research-
based pharmaceutical industry contri-
bution to society is twofold: economic
and health. Neither of these is possible
without innovation and the application
of life science advances, Pharmaceuti-
cal innovation, however, is not easy
and getting increasingly difficult. Four
main “policy drivers™ are needed to
guarantee the research-based pharma-
ceutical industry’s continuous quest for
better therapies:

* A high-quality regulatory system for
the approval of medicines:
EFPIA welcomes progress
achieved through the recent
revision of the EU pharmaceutical
legislation and looks forward to
the EMEA future evoluton as
described in its road map for
2010.

= A strong science base: The science
base 1§ currently strong but
perhaps lacks “critical mass.”

Sound intellectual property rights:
Similarly, Europe’s intellectual
property regime puts us in a
reasonable position globally.

* A fair and stable marketplace for
medicinal products, which rewards
innovation: This remains the main
Challcr‘lgc, The EU scene is charac-
terized by 25 fragmented markets,
heavy cost containment measures
and poor reward for innovation.
Cleatly this leads to a direct loss to
Europe’s research potential and
also two other effects: wasteful
parallel trade and significant patient
access delays,

“Wone of this should distract us from

the success of the EMEA”, concluded

Brian Ager. oo

[Compiled from EFPIA press releases]
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Dinner and Biotech Down Under

Maha Nassar, SeerPharma Pty Ltd

PDA Australia Chapter Looks at the Future of Biotechnology at its March Dinner Meeting

The PDA Australia Chapter held its
first dinner meeting of the year on
March 10. Entitled “The Future of the
Biotechnology and Pharmaceutical
Industries in Australia,” the meeting
drew a crowd of over 80 participants,

Biotechnology is growing quickly in
Australia, partdcularly in the research
arena. With an increasing interest in
biotech and how it is affecting the
pharm:\ccutic;ll inc]ustr".', it seemed
only appropriate that this subject be
given due consideration.

An introductory note was provided by

Chapter President Greg Jordan
(Mayne Pharma), who in addition to
introducing the speakers, outlined
PDA’s current inifiatives and member
benefits.

Dr. Tony Coulepis, Executive Direc
tor, AusBiotech (the industry body
representing the Australian biotechnol-
ogy sector), talked about the “Growth
and Furture Prospects for the Austra
lian Biotechnology Industry” and pro-
vided the audience with an informa-
tive overview of core capabilities,
tapped and untapped opportunities,
and what needs to be done to further
the prospects of the Australian Biotech

and Pharma industries,

Dr. Ashley Bates, Head of Discov-
ery Research, GlaxoSmithKline Aus-
tralia, gave an interesting presentation
on “The Role of Biotech in Pharma’s
I.:U.l'uf(_'.“ HC clih‘c.‘us:-‘-(.’d r.l]i,' Chﬂ]]l._’ng(_'s
facing the pharmaceutical industry
leading to an increasing wend of bio-

tech-“big pharma” collaborations.

The PDA Australian chapter is holding
its next dinner meeting on April 21.
The meeting will focus on general vali-
dation and part 11 compliance

issues. gy

Chapter members enjoy dinner and a
presentation
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Capital Area Chapter Awards First Scholarships

Barry A. Friedman, PhD, Cambrex Bio Science Baltimore, Inc.

The PDA Capital Area Chapter re-
cently awarded its first joint scholar-
ships with the University of Maryland
Baltimore County (UMBC). This
scholarship program represents
the first-ever joint program of-
fered by one of PDA’s world-
wide Chapters. The two scholar-
ships, which are for the 2004-05
academic year, are designed to
assist individuals who are consid-
ering biotechnology or pharma-
ceutical sciences as a career. This
joint program is the first of sev-
eral that the Capital Area Chapter
plans to establish with area uni-
versities,

Applicants for these awards were
initially screened by UMBC and a
final selection made by the execu-
tive board of the Capital Area
Chapter.

The awardees this vear include Jaime
Miller and Erin Voss. Jaime is a jun
ior majoring in biochemistry, Upon
completion of this degree, Jaime is
considering a MD/PhD program at a

local university. Erin is a senior major-
ing in biochemical engineering and is

contemplating graduate school follow-

ing completion of her undergraduate

Chapter Leaders with the Scholarship Winners: Allen
Burgenson, Bill Stoedter, Erin Voss, Jaime Miller, and
Barry Friedman

studies. Both awardees were the Capi-
tal Area Chapter’s guests at the
Wednesday, March 23 dinner meeting
at the Holiday Inn in Gaithersburg,
Maryland where they formally re-
ceived their $5,000 (US) awards.

At that meeting an announcement was
made regarding the availability of
scholarship applications for the 2005-
(6 academic year through UMBC.
Students are invited to apply at
UMBC through May 20, 2005,

Monies for these scholarships are
derived from vendors that sup-
port each of our dinner meetings.
These vendors participate with
tabletop exhibits during our
“Meet ‘n Greet” hour that pre-
cedes dinner. The Capital Area
Chapter would like to recognize
the following vendors as con-
tributors to these scholarships:
Accugenix, BD, Doe &
Ingalls, Lancaster Labs,
Millipore, PML
Microbiologicals, Pall, Veltek
and VWR.

To learn more abour the Capital Area
Chapter, please visit their Web site at
www.pdacapitalchapter.org or contact
Barry Friedman, Chapter President, at
+1 (410) 563-9200, ext. 285 or
barrv.friedman@cambrex.com. &7
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Chapters Contacts

The following is a list of the PDA Chapters, organized by the area of the
world they are located. Included are the Chapter name, the area(s) served,
the Chapter contact person and their e-mail address. Where applicable, the
Chapter’s Web site is listed. More information on PDA Chapters is avail-
able at www.pda.org/chapters/index.html.

Asia Pacific

Australia Chapter

Contact: Maha Nassar

E-mail:
maha.nassar@seerpharma.com.au

India Chapter

Contact: Darshan Makhey, PhD
E-mail:
dmakhey(@nicholaspiramal.co.n

Japan Chapter

Contact: Hiroshi Harada

E-mail: hharada@medissue.co.jp
Web site: wwwij-pda.jp

Korea Chapter
Contact: Jun Yeon Park
E-mail: jun_ycon_park@pall.com

Southeast Asia Chapter
Contact: K. P. P. Prasad, PhD
E-mail: prasad kpp@pfizer.com

Taiwan Chapter

Contact: Tuan-Tuan Su

E-mail: pdatc@ms17 hinet.net
Web site: www.pdatc.org.tw

Europe

Central Europe Chapter

Contact: Erich Sturzenegger, PhD
E-mail:
erich.sturzenegger(@pharma.novartis.com

France Chapter
Contact: Philippe Gomez
E-mail:

philippe.gomez(@sartorius.com

Italy Chapter

Contact: Vincenzo Baselli

E-mail;
vincenzo_baselli@europe.pall.com
Web site: www.pda-it.org

Prague Chapter
Contact: Zdenka Mrvova
E-mail: zdenkamrvova@zentiva.cz

Spain Chapter
Contact: Jordi Botet, PhD
E-mail: jbotet@stegroup.com

United Kingdom and Ireland
Chapter

Contact: John Moys

E-mail: john.moys@sartorius.com

Middle East

Israel Chapter

Contact: Karen S. Ginsbury
E-mail: kstaylor@netvision.net.il

North America

Canada Chapter

Contact: Hein Wick

E-mail: hwick@hwmr.ca
Web site: www.pdacanada.org

Capital Area Chapter

Areas Served: MD, DC, VA, WV
Contact: Barry A. Friedman, PhD
E-mail:
barry.friedman(@cambrex.com

Web site: www.pdacapitalchapter.org

Delaware Valley Chapter
Areas Served: DE, NJ, PA
Contact: Art Vellutato, Jr.
E-mail: artjr@sterile.com
Web site: wwwpdadvorg

Metro Chapter

Areas Served: NJ, NY

Contact: Nate Manco

E-mail: natemanco@optonline.net
Web site: www.pdametro.org

Midwest Chapter

Areas Served: 1L, IN, OH, W1, IA,
MN

Contact: Peter Noverini

Fi-mail: peter_noverini@baxter.com

Mountain States Chapter

Areas Served: CO, WY, UT, ID, NE,
KS, OK, MT

Contact: Jeff Beste

F-mail: cmdjeff@aol.com

Web site: www.mspda.org

New England Chapter

Areas Served: MA, CT, RI, NH, VT,
ME

Contact: Myron Dittmer, Jr.

E-mail: mdittmer(@hyaluron.com

Puerto Rico Chapter
Contact: Silma Bladuell
E-mail: bladues(@wyeth.com

Southeast Chapter

Areas Served: NC, SC, TN, VA, FL,
GA

Contact: Lisa Eklund

E-mail: lisa.eklund@hospira.com
Web site: www.pdase.org

Southern California Chapter
Areas Served: Southern California
Contact: Kikoo Tejwani

E-mail: kikoo.tejwani@bbraun.com
Web site: www.pdasc.org

West Coast Chapter

Areas Served: Northern California
Contact; Peter Rauenbuehler

E-mail: pbr@gene.com

Web site: www.istep.com/~randallt/
weepda

n
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Views From the 2005 PDA International Congress—Rome

The Italy Chapter Committee with PDA
President Neal Koller

Italy Chapter Leaders with PDA's Gautam
Maitra and Neal Koller

Lorella Chiapinell, MD, Sr. GMP Inspector, Italian
Ministry of Health, talks about regulatory issues

Hiltrud Horn, Horn Pharmaceutical Consulting

James Lyda and Italy Chapter VP
Antonino Gianetto and Italy Chapter
President Vincenzo Baselli

Carlo Pini, IMH, Michael Vivion,
Executive Communications Group, and
Mark Elengold, U.S. FDA answer
questions

Lorella Chiapinelli, IMH, Joerg Neuhaus,
GHA, and Paul Hargreaves, MHRA,
answer questions

Pasquale Monteleone, Italian Ministry of

: _ Health, answers audience guestions
The ltaly Chapter Committee during a work session

al
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VP Message

TRI Advisory Board Appointed

PDA recently established a Training and Research Institute Advisory Board (TRIAB) in order to help focus
the TRI curriculum to best serve industry, academia and health authority audiences with practical training
courses. TRIAB will establish instructional design criteria, oversee course development and guide the imple-
mentation of comprehensive training curricula and certificate programs as they relate to the needs of the
PDA membership and the pharmaceutical and biopharmaceutical communities,

After several months of receiving volunteer information, TRIAB was appointed on February 1, 2005 by the
Chair, Bob Myers, and myself. It should be noted here that the Chair has many years experience with PDA,
having served as the Chairman of the PDA Board of Directors, and has been intricately involved in the
establishment and early successes of TRI’s training programs,

TRIAB currently has 12 members, appointed for one- and two-year terms, who represent many facets of
the pharmaceutical and biopharmaceutical industries, including individuals wich experience in scientific and
training disciplines.

TRIAB has met three times thus far, twice by releconference and at the 2005 PDA Annual Meeting. There
have been many lively conversations about proposals for the new focus of TRI and about areas in which
TRI activities and training programs should focus. TRIAB is planning a face-to-face meeting in May in Balti-
more to designate priorities and develop timelines for its recommended programs, Moving forward into
2006 and 2007, TRIAB and the PDA New Products Committee (an internal committee of PDA staff) will
be coordinating efforts to conduct training programs of greatest value to PDA's membership.

Currently the TRIAB has established three subcommittees in line with the PDA Strategic Plan. The subcom-
mittees currently in place are looking at mechanisms to develop and implement e-learning, qualification and
standards programs, and content development that will lead to new curricula for TRI. Volunteers are always
needed for the subcommittees, so if any of our readers are interested in participating in the work of the
TRIAB, please let me know.

I look forward to working with this group of dedicated PDA members as we develop, design and imple-
ment innovative training initiatives for PDA’s members. @@

New Book Releases from the PDA Publications Store...

Technical Report 40: Sterilizing Filtration of Gas Technical Report 41: Virus Filtration

This technical report is designed The new PDA Technical

to assist the reader in the ae!mm:umﬁm
selection, qualification, and addm virus removal
validation of an appropriate filters, explains how they
filtration process. This reportisa work, their selection, charac-
complement to PDA Technical terization and validation.
Report No.26. PDA Member. 575

POA Memben §75 Nanmember: 5270
Nornmember: $270 Jtem No. 01041

Item Na, 01040 Volume 59, Supplement, No, 5-2
volume 59, Supplement, No.5-1 36 pages

44 pages ISBN: 0-939450-09-4

ISBN: 0-939459-08-6

Copies of these titles and many more are available at the PDA Publications Store:

i3
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FDA's Training Day at PDA TRI sames wamsiey, poa

Friday, April 15, 2005 saw another
first for PDA’s Training and Rescarch
Institute. John Lindsay of Aseptic So-
lutions, Inc. and the co-coordinator of
PDA’s long-running .4septic Processing
Training Program developed a half-day
course covering the fundamentals of
facility design, velocity testing and air-
flow studies, for staff of FDA% Cen-
ter for Drug Evaluation and Research.
(CDER) The material for this hands-
on course is also covered on the first
day of the Aseptic Processing Training

Program.

Student receives training from John Lindsay on
the proper use of a velocity meter.

While the FDA employees are certainly
familiar with the new Aseptic Guid-
ance issued in September of 2004,
they were able to “see in practice what
they have been teaching in theory”
Rick Friedman, CDER, pointed out.

Airflow and velocity over the vial descrambler is
tested.

After a short lecture in the classroom
they moved directly into the aseptic
processing area (APA) at PDA TRL
From there the methods of testing the
velocity of the air coming through the
HEPA filter were covered, and stu-
dents were able to perform abridged
velocity testing using a hotwire velocity
meter.

The difference in airflow from HEPA filter face
and non-HEPA area is demonstrated.

After the velocity testing session was
over, a liquid nitrogen fog generator
was brought into the APA and
cranked up so the students were able
to see how the air actually moved
around inside the clean room. With the
fog held up to the filter face, the
boundaries between laminar and non-
laminar flow are able to be seen. Stu-
dents were able to visualize using the
fog that the boundaries established by
flexible curtains in the APA between
Class 10,000 and Class 100 areas may
not necessatily be so cut and dry.

Using the fog generator, John demon-
strated how air moves around some

key areas along the monobloc filling
line, specifically how aseptic connec-
tions should be made, where to stand
when performing interventions, how
to position yourself to promote the
best airflow around you and the com-
modity you are working with. An in-
teresting effect of how disruptive
walking can be to the airflow within

Students watch intently as the airflow between
Class 100 and Class 10,000 areas is shown.

classified areas was demonstrated by
having students walk at different paces
through the tog to show that proper
clean room behavior is absolutely nec-
essary to maintaining an aseptic envi-
ronment.

This training was delivered twice to 20
FDA employees. This training session
marks another milestone in the long-
standing relationship between the FDA
and PDA. Feedback from both sides
was great across the board, and we
look forward to a continued relation-
ship between FDA and PDA’s Training
and Research Instirute. g
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by mOSt TrackWise is the only software with out-of-the-

box functionality and flexibility to implement

life Science your organization's cGxP applications:
Deviations, CAPA, Complaints, Change

- ' Control, Commitments, Audits and more, with
compames. flexible workflows based on industry best
practices. It's the only QMS solution that

B Scalable comes with a full-featured, built-in business
W Easy to use rule engine, and with powerful query, reporting
and trending capabilities! Add to this, proven,
scalable and load tested web-based

M Fully configurable (no custom code

required) architecture.
W Rapid, predictable implementation Superior functionality and flexibility, combined
B Proven results meeting cGxP with our expertise, is what has made
requirements TrackWise the industry standard.

B Pre-configured, out-of-the-box =i = R

m Domain expertise
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same platform ¥ ;::.‘gl. experience and
: e |7~ 1| technology assure the
B Comprehensive validation |2 7| success of your quality
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The “best in class” solution for

quality and regulatory compliance.
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with over 250 installations use TrackWise!

msparta SyStemS, Inc. Quality Management Solutions
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