\olume XXXIX, No. b

MHay 2005

A Monthly Communication for The Members of PDA—
AN InTernaTional Association For Pharmaceutical Science and Technology

PDA Forms Network Infrastructure Qualification Task Group, page 14

Advisory Committee for Pharmaceutical

Science Update

FDA's Advisory Committee for Pharmaceutical Sci-
ence (ACPS) met on March 12 and 13, 2003, in
Rockville, MD, to provide subcommittee updates, to
discuss future subcommittees, comparability proto-
cols, and to provide an update on the GMPs for the
21st Century initiative.

Subcommittee Updates

Process Analytical Technologies (PAT)
Subcommittee

Tom Layloff, Ph.D., Management Sciences for Health,
provided a final report: PAT has finished its work. The
PAT subcommittee met three times in 2002 to discuss
the application and benefits of the technology; how
to validate process and analytical technologies; PAT’s

applicability to product and process development ac-
tivities; training and certification needs; and new ana-
lytical methods, such as rapid microbiological
identification and analysis. PAT offers an integrated
systems approach supported by science and risk eval-
uation and provides a framework for manufacturers
to develop design controls. Layloff stressed the ad-

continues on page 14

PDA and CleanRooms
Group Announce
Industry Partnership

Organizations will Co-Locate
PDA WEEK and CleanRooms East

March 8-12, 2004 * Orlando, FL

PDA and CleanRooms Group of PennWell Corp., pub-
lishers of CleanRooms magazine, have signed a
multi-year contract to co-locate their industry
events. This important alliance enables both organi-
zations to provide a more value-added and well-
rounded educational forum for their members and
customers who are involved in the pharmaceutical,
biotechnology, and life sciences industries.

The events, PDA WEEK and CleanRooms East,
will be co-located at the Orlando County Conven-
tion Center in Orlando, Florida, beginning March 8,
2004. The five-day event will be a “one-stop shop”
for life sciences professionals seeking cutting-edge
expertise and state-of-the-art technology for phar-

continues on page 27
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PDA-TRI Toronto
Course Series Offered

Join other PDA members on June 23-25, 2003, as the
PDA Training and Research Institute (PDA-TRI) presents
its Toronto Course series. The venue for this event is the
Westin Harbor Castle in Toronto, Canada. Eleven cours-
es will be offered covering an array of topics developed
for manufacturing, engineering, QA/QC laboratory, and
compliance groups. Topics offered in Toronto include:
* Cleaning and Cleaning Validation;
* Failures/Deviation/and Change Control;
* API Manufacture and Validation;
* Tablet Formulation and Manufacturing;
* Pharmaceutical Manufacturing Ventilation
Systems;
* Radiation Processing—Dosimetry and Calibration;
* CGMP and Compliance;
* Knowledge and Skills for the QA/QC Manager;
* CGMP Compliance in Biotech Product
Development;
* Z71.4 Attribute Inspection (formerly Mil. Std.
105E); and
* Assay Validation.

More information and a brochure on the Toronto
Course series can be obtained on the PDA Web site
(www.pda.org).

Mark your calendars and register early (fax, mail,
online), because this is sure to be a popular series of
courses. See you in Toronto! M

—Robert J. Mello, Ph.D.

(301) 656-5900 « Fax: (301) 986-0296

info@pda.org

www.pda.org



el .|.~.=..._ |

Complete Cleanroom E\N Cleanroom Ehampion:
Contamination Control. “ The APC Portable.

Monitoring air quality is the first step Now you can put another powerful Cleanroom
to complete contamination control. Champion to work for you: The battery-
Biotest designs and manufactures a powered, lightweight APC Portable Model
distinctive line of environmental monitoring P3610. With 0.3 um sensitivity it measures
products including RCS microbial air six particle sizes simultaneously and features
samplers, APC airborne particle counters, a backlit LCD touchscreen keypad for easy

Touchscreen keypad allows

and contact slides for surface monitoring. dlrect access to all settings. readout and programming.
All relevant sample information
5 on screen at all tmes. Find more information and how to set up

a trial evaluation at www.APCportable.com

Biotest Diagnostics Corporation
66 Ford Road, Suite 220

Denville, New Jersey 07834

Tel. 800.522.0090, Fax 973.625.9454 Bi Ot e St

www. BiotestUSA.com Count on Biotest
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Important Dates...

® June 12—deadline for written comments on
Proposed Rule on Bar Code Label for Human Drug
Products and Blood, page 5

P

® July 14—deadline for written comments on
Proposal to Amend Safety Reporting Requirements
for Human Drug and Biological Products, page 5
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Executive Message

Neal G. Koller
PDA President
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Executive Message

Neal G. Koller, President

Over the years PDA has successfully established
its position as the premier source for the latest
scientific, technical, educational, and regulatory
information available in the pharmaceutical indus-
try. In recent years PDA’s mission statement has
been expanded to include the biopharmaceutical
industry, which is why many of our events now in-
clude biopharmaceutical subject matter. If you at-
tended a recent PDA event, you know exactly
what I mean. With a sharpening sense of the vari-
ous comparability issues that are a part of the sci-
ence and technology of biopharmaceutical
manufacturing, an awareness of “hot” compliance
issues (what regulators are looking for), and a
knowledge of the impact that today’s regulatory
environment is having on biopharmaceutical
product development and approval, the word
“biopharmaceutical” is becoming as synonymous
with PDA as “pharmaceutical” has been for over
50 years.

Held in March at the spectacular Paradise Point
Resort & Spa in the biotech-rich region of San Di-
ego, PDA’s Spring Conference proved to be truly
remarkable with its comprehensive biotechnology
agenda focused on science, technology, educa-
tion, and regulation. The theme of the confer-
ence, “Bridging the Gap from Science to
Compliance,” was as much a statement about the
impact of changing regulatory trends on biotech

product development and production as it was a
forum and delivery platform for mutual industry
issues that brought together a cross-section of
pharmaceutical and biopharmaceutical PDA mem-
bers. Together they took advantage of the many
course offerings designed for R&D and QA/QC per-
sonnel, auditors, and engineers, as well as for
those involved in areas such as Packaging Science,
Toxicology, and Drug Formulation, to name a few.
The tech-savvy tabletop exhibits were impressive. I
noticed the usual opportunities for PDA members
to network with industry and regulatory represen-
tatives. Quite a number of members asked about a
new benefit of attending PDA events: a CD-ROM of
all of the conference proceedings. Those who at-
tended the PDA Spring Conference should already
have received their complimentary CD-ROM,
which includes all of the presentations given at the
meeting.

Looking ahead, I hope to meet you at the PDA/
FDA Joint Regulatory Conference in Washington,
DC this September 8-12. You can register now at
our Web site, www.pda.org. The PDA/FDA Joint
Regulatory Conference will provide you with an in-
formation-packed program—information ready-to-
use and immediately adaptable to your
pharmaceutical and biopharmaceutical work. I
look forward to seeing you at this and future PDA
events.

Commercial Off-The-Shelf Software

Validation for 21 CFR Part 11

Validation clearly is a requirement for regulatory compliance.
Every indication is that the regulations will focus more and more
on electronic generation of data, data control, and data transfer.
The goal of this book is to provide guidance for validating com-
mercial, off-the-shelf (COTS) computer software that generates
data or controls information about products and processes sub-
ject to binding regulations. Drawing upon the authors’ extensive
21 CFR Part 11 experience, this book offers a systematic approach
to validation, from the determination to validate COTS computer
software to assessing the outcome of the process. It also tells
what measures companies must take to ensure that systems re-
main compliant with the binding regulations. It is designed to

NEW BOOK!

David Nettleton and Janet Gough

help readers save countless hours and dollars in pursuit of
compliance.

Making the transition from manual record keeping to the
electronic, paperless arena is not effortless. This book pro-
vides the practical information needed to ensure understand-
ing of the FDA issued guidance as they develop systems that
will enable them to go partially or fully electronic. Intrinsic in
the FDA guidance is that electronic systems that control the
research, development, manufacturing, packaging, and dis-
tribution of products undergo validation and here is the in-
formation you need to proceed with confidence.

Hardcover; 118 pages $185.00 members
$229.00 nonmembers

To order, use the form on page 38

PDA Letter




Regulatory News

U.S. Regulatory Briefs

Final Phase of Consolidating Certain
Biologic and Drug Reviews Concluded FDA
has completed the last phase of its consolidation of
certain biological product reviews into the agency’s
Center for Drug Evaluation and Research (CDER),
a move begun last year to produce a more efficient,
effective and consistent review system for human
drugs and biologics. Information can be found at
http:/www.fda.gov/bbs/topics/NEWS/2003
NEW00880.html.

FDA Issues Proposed Rule on Bar Code
Label for Human Drug Products and
Blood PDA posted this Federal Register Notice
on its Web site, www.pda.org, on March 12, 2003.

The FDA is proposing a new rule that would re-
quire certain human drug product labels and biologi-
cal product labels to have bar codes. The bar code
for human drug products and biological products
(other than blood and blood components) would
contain the National Drug Code (NDC) number in a
linear bar code. The proposed rule would help re-
duce the number of medication errors in hospitals
and other health care settings by allowing health
care professionals to use bar code scanning equip-
ment to verify that the right drug (in the right dose
and right route of administration) is being given to
the right patient at the right time. The proposed
rule would also require the use of machine-read-
able information on blood and blood component
container labels to help reduce medication errors.

In 1999, the Institute of Medicine (IOM) issued a
report entitled “To Err Is Human: Building a Safer
Health System.” The IOM is a private, nonprofit or-
ganization that provides health policy advice under
a congressional charter granted to the National
Academy of Sciences. The IOM report cited studies
and articles to estimate that between 44,000 and
98,000 Americans may die each year due to a range
of medical mistakes made by health care profes-
sionals. The IOM report estimated that, in 1993
alone, an estimated 7,000 deaths were attributable
to medication errors.

The report defines medical errors as:

* Administering the wrong dose;

* Administering a drug to a patient who is known
to be allergic;

* Administering the wrong drug to a patient or
administering a drug to the wrong patient;

* Administering the drug incorrectly; and

* Administering the drug at the wrong time or
missing doses.

Submit written comments by June 12, 2003, to
the Dockets Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852. Submit electronic com-
ments to www.fda.gov/dockets/ecomments. Include
Docket Number 02N-0204 with your comments.
For further information contact: Philip L. Chao, Of-
fice of Policy, Planning, and Legislation (HF-23),
Food and Drug Administration, 5600 Fishers Lane,

Rockville, MD 20857; (301) 827-3380.
The proposed rule can be found at: http:/
www.fda.gov/cber/rules/barcodelabel.htm.

FDA Proposal to Amend the Safety
Reporting Requirements for Human Drug
and Biological Products PDA posted this
Federal Register Notice on its Web site,
www.pda.org, on March 12, 2003.

The FDA is proposing to amend its pre- and
post marketing safety reporting regulations for hu-
man drug and biological products to implement
definitions and reporting formats and standards
recommended by the International Conference on
Harmonization of Technical Requirements for Reg-
istration of Pharmaceuticals for Human Use (ICH)
and by the World Health Organization’s (WHO’s)
Council for International Organizations of Medical
Sciences (CIOMS); codify the agency’s expecta-
tions for timely acquisition, evaluation, and sub-
mission of relevant safety information for
marketed drugs and licensed biological products;
require that certain information, such as domestic
reports of medication errors, be submitted to the
agency in an expedited manner; clarify certain re-
quirements; and make other minor revisions. FDA
is also proposing to amend its post marketing an-
nual reporting regulations for human drug and li-
censed biological products by revising the content
for these reports.

FDA is taking this action to strengthen its ability
to monitor the safety of human drugs and biologi-
cal products. The intended effect of these changes
is to further worldwide consistency in the collec-
tion of safety information and submission of safety
reports, increase the quality of safety reports, expe-
dite FDA's review of critical safety information, and
enable the agency to protect and promote public
health. These proposed changes would be an im-
portant step toward global harmonization of safety
reporting requirements and additional efforts are
underway within the Department of Health and Hu-
man Services (HHS) to harmonize the reporting re-
quirements of U.S. Federal agencies (e.g., FDA and
the National Institutes of Health (NIH) are continu-
ing to work together to address the best ways to
streamline information sharing and harmonize, to
the extent possible, the safety reporting require-
ments of the two agencies).

Submit written comments by July 14, 2003, to
the Dockets Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852, e-mail:
FDADockets@oc.fda.gov. Reference Docket Num-
ber O0N-1484. For information concerning hu-
man drug products: Audrey A. Thomas, Center for
Drug Evaluation and Research (CDER) (HFD-7),
Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857; (301) 594-5626. For infor-
mation concerning human biological products
contact Miles Braun, Center for Biologics Evalua-

continues on page 7
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AMGEN:

Big Picture

BIOTECH

Dramatically improving people’s lives.

As the largest biotechnology company on the planet, Amgen offers the

chance to truly innovate and contribute to the big picture in science. Our
R&D focus on nephrology, oncology, inflammation and bone disease, and
neurology has already produced six marketed products and a promising
pipeline of new human therapeutics to come. A world-class sales force,
global manufacturing operations, and clinical development sites on three
continents complete our picture as a Fortune 500 company and leading

biotechnology company committed to improving people’s lives.

Come be a part of the big picture at Amgen! To apply for any of the follow-

ing positions, visit www.amgen.com and reference the appropriate Job ID.

WEST GREENWICH, RHODE ISLAND FACILITY

Engineer Il - BioNext Manufacturing
Job ID: amge-00000447

Engineer Il - Process Development
Job ID: amge-00000142

Manufacturing Supervisor Il (4 positions) —
BioNext Manufacturing

Job IDs: amge-00000583; amge-00000567; amge-00000533;
amge-00000582

Pilot Plant Operator lll - Process Development
Job ID: amge-00000076

THOUSAND OAKS, CALIFORNIA FACILITY

Research Associate lll - Analytical Sciences
Job ID: amge-00000474

Research Scientist Il - Analytical Sciences
Job ID: amge-00000596

Engineer Il - Drug Product Process Development
Job ID: 03-0000348

Research Scientist Il - Drug Product Process Development
Job ID: 03-0000240

Amgen’s outstanding compensation package features comprehensive
benefits and relocation assistance. We also have ongoing opportunities
at our facilities nationwide. To view open positions or apply online,

visit the Amgen Career Center on our website.

www.amgen.com

As an EEO/AA employer, Amgen values a diverse
combination of perspectives and cultures. M/F/D/V




U.S. Regulatory Briefs from page 5

tion and Research (CBER) (HFM-220), Food and
Drug Administration, 1401 Rockville Pike, Rockville,
MD 20852-1448; (301) 827-6079. The proposed

rule can be found at: http:/www.fda.gov/cber/rules/
safereport.htm.

Revision to the General Safety Require-
ments for Biological Products, Final Rule
Effective May 5, 2003 The final rule codifies,
at Sec. 610.11(g) (2), an administrative procedure
under which manufacturers of biological products
may request and obtain exemptions from the Gen-
eral Safety Test (GST). Many biological products are
currently manufactured, or will be manufactured in
the future, under highly controlled and rigorously
monitored conditions. Therefore, under Sec.
610.11(g) (2), FDA will permit biological product
manufacturers who employ appropriate produc-
tion, final filling controls, and quality assurance
safeguards to apply for an exemption from the GST
requirement. Manufacturers who request an ex-
emption must provide supporting documentation
to the Director, Center for Biologics Evaluation and
Research (CBER), as to why a product should not
be subject to the GST requirement. The request
must include an explanation of why the GST is un-
necessary or cannot be performed due to the mode
of administration, the method of preparation, or
the special nature of the product and must describe
alternate procedures, if any, to be employed. The
Director of CBER may grant an exemption if he/she
finds that the manufacturer’s submission justifies
an exemption. Manufacturers wishing to obtain an
exemption to the GST for a particular product
should contact the appropriate CBER product divi-
sion for specific information regarding how to ap-
ply and what information should be included in the
application or supplemental application.

For further information contact: Stephen M.
Ripley, Center for Biologics Evaluation and Re-
search (CBER) (HFM-17), Food and Drug Adminis-
tration, 1401Rockville Pike, Rockville, MD
20852-1448, (301) 827-6210. The full text of this
final rule can be found at: http:/www.fda.gov/cber,

rules/gensafrev.htm.

CBER Compliance Program Guides Posted
on CBER Web Site:
m 7341.002—Inspection of Tissue Establishments
m 7342.006—Inspection of Plasma Derivatives of
Human Origin
m 7342.008—Inspection of Licensed Viral Marker
Test Kits
m 7345.001—Inspection of Licensed Allergenic
Products

Compliance Policy Guides (CPG) explain the FDA
policy on regulatory issues related to the FDA laws or
regulations. These include Current Good Manufac-
turing Practice (CGMP) regulations and application
commitments. They advise the field inspection and
compliance staffs as to the Agency’s standards and
procedures to be applied when determining industry
compliance. Compliance Policy Guides may derive

Regulatory News

from a request for an advisory opinion, from a peti-
tion from outside the Agency, or from a perceived
need for a policy clarification by FDA personnel.

The FDA Compliance Policy Guides Manual can
be found at: http:/www.fda.gov/ora/
compliance_ref/cpg/.

Information on FDA Office of Pharmacoep-
idemiology and Statistical Science
(OPaSS) The Office of Pharmacoepidemiology
and Statistical Science plays a significant role in the
Center’s mission of assuring the availability of safe
and effective drugs for the American people by:

* Providing leadership, direction, planning, and
policy formulation for CDER’s risk assessment,
risk management, and risk communication
programs;

* Working closely with the staff of CDER’s other
“super” offices, the Office of New Drugs and
the Office of Pharmaceutical Science, to
provide the statistical and computational
aspects of drug review evaluation and research.

OPaSS, which includes the Office of Biostatis-
tics and the Office of Drug Safety, was created as
part of CDER reorganization in 2002, and has
about 180 of CDER’s 1,700 employees. Staff work-
ing in the Office of Biostatistics and the Office of
Drug Safety have backgrounds in a variety of disci-
plines including medicine, epidemiology, pharma-
cology, pharmacy, statistics, regulatory science,
health science, information technology, and ad-
ministration and support services. The Director of
the office is Dr. Paul Seligman.

FDA Issues “The Leveraging Handbook"
for Guidance to FDA Staff On March 12,
2003, the FDA issued “The Leveraging Handbook”
as guidance to FDA staff. Leveraging consists of
partnerships, cooperative agreements, or any simi-
lar collaborative arrangement that is entered into
by FDA and another organization, such as a corpo-
ration, educational institution, trade or consumer
group, government agency, or foreign government.
Leveraging is always cooperative and beneficial to
all the parties involved, and advances FDA's mission
to protect and promote the Nation’s public health.

This Handbook is a compendium of informa-
tion and tools to support leveraging. It was devel-
oped for Agency staff and managers who may be
involved in leveraging project development and
implementation. It is intended to provide the read-
er with an introduction to and an overview of key
leveraging topics and issues. This guidance finaliz-
es the draft guidance of the same title dated No-
vember 2001.

* FDA’s mission to protect and promote the
public health is not ours alone;

¢ academia, health providers, other government
agencies, regulated industry, and consumers all
have roles to play in advancing the public
health;

¢ leveraging, collaboration, cooperation, or
partnering are not new to the Agency;

continues on page 8
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¢ resources from outside organizations and
individuals that have shared interests have
helped FDA accomplish its vital mission in the
past and these efforts are on-going and will
expand in the future;

cooperative leveraging ventures are a means to
maximize our intellect, time, money, and
resources; and

FDA, at all levels of the organization, should
think of leveraging and other collaborative
opportunities as primary strategies for
achieving our mission.

The Leveraging Handbook can be found at:

http://www.fda.gov/cber/gdlns/leverhnbk.htm.

International
Regulatory Briefs

Australia, Therapeutic Goods Administra-
tion (TGA) Announces Fees for Assess-
ment of Overseas Manufacturers GMP
Compliance The 2002 Review of the TGA's
Good Manufacturing Practice Audit and Licensing
program proposed a set of fees for assessment of
evidence of GMP compliance of overseas manufac-
turers (‘pre-clearance’). The proposal was dis-
cussed with the industry organizations Medicines
Australia, Australian Self-Medication Industry, Com-
plementary Healthcare Council of Australia and
Medical Industry Association of Australia, and the
following set of fees have been agreed to.

1. A fee for assessment of evidence of GMP com-
pliance of an overseas manufacturer ($240).
This fee is payable every three years.

2. A fee for obtaining GMP evidence from an
overseas regulatory authority ($210). This is in
addition to the assessment fee of $240 and is
applicable only if the TGA is requested to ob-
tain GMP evidence of manufacture from Euro-
pean Mutual Recognition Agreement GMP
inspectorates or the US FDA. The fee will apply
to every application with such a request.

3. A reinstatement fee of $750—to apply to ap-
proval of an overseas manufacturer that has
been allowed to expire and a subsequent appli-
cation for assessment is made. It has been
agreed that the TGA will notify manufacturers
at least 3 months before expiry to allow time
for the manufacturers to take appropriate ac-
tion and provide further GMP evidence of man-
ufacture for assessment.

It is anticipated that these fees will be effective
from July 1, 2003. The TGA also anticipates that re-
vision of the Guidelines on Standard of Overseas
Manufacturers (12th Edition) will be finalized by
July 2003.

If you have any questions regarding the fees
outlined above, please contact Dr. Udomsri Low by
phone (02) 6232 8622, fax (02) 6232 8785, or e-
mail gmp@health.gov.au.

TGA Sterility Testing Guidelines 7GA
Guidelines for Sterility Testing of Therapeutic
Goods 2002 replaced the TGA Guidelines for Ste-
rility Testing of Therapeutic Goods 1998 on the
TGA internet site (www.health.gov.au/tga). This re-
vised document reflects changes to the Test for Ste-
rility included in Appendix XVI of the British
Pharmacopoeia 2001 and adopted by the TGA on
December 1, 2001.Most significant are the changes
to Table 5 (Table 16A-1, BP), which include more
specific requirements for growth promotion, valida-
tion and stasis tests.

The purpose of the TGA Guidelines for Sterility
Testing of Therapeutic Goods 2002 is to provide
guidance to manufacturers and contract testing lab-
oratories on the British Pharmacopoeia 2001, Test
for Sterility. These guidelines are not mandatory.

Belgium Pharmaceutical Inspectorate
Undergoes Name Changes In the context of
the civil service reform initiated by the Belgium Fed-
eral Government, better known as the “Copernicus
Reform,” the traditional Departments or Ministries
were transformed into “federal public services.”
The Department of Social Affairs, Public Health and
the Environment, for example, split into the Federal
Public Service of Social Security and the Federal
Public Service of Health, Food Chain Safety and En-
vironment. The Pharmacy Inspectorate, formerly a
branch of the Health Protection Division, is now of-
ficially called the “Directorate General of Health
Protection: Medicines.” Visit http://afigp.fgov.be,
for more information.

UK Medicines Control Agency (VICA) to
Merge with Medical Devices Agency
(MDA) On April 1, 2003, the Medicines Control
Agency (MCA) merged with the Medical Devices
Agency (MDA) to form the Medicines and Health-
care products Regulatory Agency (MHRA). Tele-
phone and fax numbers for Market Towers and the
regional offices did not change; the number for the
Central Enquiry Point remains 020-7273 0000. E-
mail addresses adopted the form:
name.surname@mbhra.gsi.gov.uk. However, for the
foreseeable future, e-mails addressed to
name.surname@mca.gsi.gov.uk will reach the in-
tended recipient. The new Agency’s Web site is

http://www.mhra.gov.uk.

UK MCA Introduces Best Practice Guid-
ance on the Labeling and Packaging of
Medicines As part of a wider impetus to reduce
medication errors, the Committee on Safety of Med-
icines (CSM) has reviewed how labeling and pack-
aging impacts the safe use of the medicine. As a
result of their work they have agreed on principles
which should be applied when labeling medicines
which are published in this Best Practice Guidance
document. From March 1, 2003, all labeling re-
ceived by the Agency associated with a new market-
ing authorization application will be considered
against this guidance document. The document can
be found at: www.mhra.gov.uk. M

—William Stoedter



European News

European Pharmacopoeia Symposium on
Standardization and Quality Control of
Cell and Gene Therapy Products, Stras-
bourg, France, February 24-25, 2003 The
European Directorate for the Quality of Medicines
(EDQM)* of the Council of Europe organized this
scientific symposium at the request of the Europe-
an Pharmacopoeia Commission, with the close co-
operation of the Commission of the European
Communities and the European Agency for the
Evaluation of Medicinal Products ( EMEA). Repre-
sentatives of manufacturers, the principal public,
private research centres, universities, national li-
censing authorities and Official Medicines Control
Laboratories (OMCLs) participated in the discus-
sions. The aim of the symposium was to present
the latest developments concerning these new
therapies and the new quality and safety issues
arising from these therapies.

The latest results of scientific research and cur-
rent experimentation were presented (e.g., work
on viral vectors, plasmids, autologous and heterol-
ogous cell therapies). The manufacturers of these
products described their approach to quality con-
trol, to obtain the best possible quality with cur-
rent knowledge and technologies. Proposals were
made for future strategies adapted to these inno-
vative and unusual products, in particular, with re-
gard to control of starting materials, in-process
controls (IPCs), control tests on the finished prod-
ucts, and GMP.

The European regulatory authorities exchanged
views on appropriate regulations to be implement-
ed, and they discussed their experiences acquired
from current national projects. The manufacturers
stressed the need for a common approach to be
applied to all clinical trials in Europe, not only for
the conduct of these trials but also for their evalu-
ation; they also expressed their wish for a central-
ized European approach to the processing of
marketing authorization applications.

The participants recognized that cooperation
was essential to facilitate the introduction of suit-
able new analytical methods and test methods. New
quality control approaches for cell and gene thera-
py products were discussed, in particular with re-
gard to general methods for biological safety, new
assay methods and the need for specific standards.
Special needs were expressed regarding the tests
for sterility, viral safety and mycoplasmas as well as
general methods of analysis to be developed and
standardized, such as the quantitative polymerase
chain reaction (PCR). The need to develop suitable
reference materials was also discussed.

This symposium marked the official opening of
the European Pharmacopoeia Commission’s work
program in these areas, which will be undertaken
by experts appointed to two working parties that
will meet regularly: The Gene Therapy Products

European Report

Working Party (GTP) and the Cell Therapy
Products Working Party (CTP). The sympo-
sium was attended by 153 participants
from 22 countries (mostly European
countries but also Taiwan, South Korea,
China, the USA, and Canada). Bringing to-
gether all the interested parties to ex-
change views in this way is part of an
international consultative process to pro-
mote international harmonization and fa-
cilitate the use of cell and gene therapy
products under conditions that ensure the
protection of public health.

There was an impressive session on the

WHERE/WHEN MEET THE EDQM/
EUROPEAN PHARMACOPOEIA?
o CPHI, Shanghai Everhright,
Booth A 217, Exhibition, 17-19
June 2003, Shanghai, China

* Training for Herhals,

26-27 June 2003, Strasbourg,
France

* Training for Chemicals,

4-5 December 2003, Strasbourg,
France

Don't miss these opportunities
to meet the EDQM/European
Pharmacopoeia.

regulatory aspects of Gene and Cell Thera-
py products. The presenters were Dr. Erik
Tambuyzer, Genzyme, Chairperson EuroBio
Health Care Board; Dr. Christine-Lise Julou from
the European Federation of Pharmaceutical In-
dustry Association (EFPIA); P. Zorzi; and S. Lucas
from the French Health Authorities (AFSSAPS).
The presentation slides can be viewed on

www.pheur.org.
* EDQM is the publisher of the European Pharmacopoeia.

News from the EMEA:

Operational Phase of the EU-Canada
Mutual Recognition Agreement Entered
into Force on 1 February 2003 The Sec-
toral Annex on Good Manufacturing Practice
started its operational phase on 1 February
2003. The Joint Sectoral Group met on 17 Janu-
ary 2003 and agreed that the transitional activi-
ties should end. The Joint Committee was
informed and recorded at its 6th meeting on 13
March 2003 that this sector is operational now.
The list of products covered under the Annex in-
cludes human and veterinary medicinal products.
Veterinary immunological products are not in-
cluded. The Annex is not in operation for pre-ap-
proval inspections and stable medicinal products
derived from human blood or human plasma.
The agreement is based on an exchange of certifi-
cates of GMP compliance for manufacturers and
batch certificates. The contents of these certifi-
cates are available at www.emea.eu.int/htms/tech-

nical/mra/mra.htm.

Qualification and Validation

This document is the German version of the An-
nex 15 to the EU GMP Guide entitled “Qualifica-
tion and Validation”. The updated version has
been provided by Germany (ZLG) and has been
agreed by the German “Linder”, the German
Health Ministry, the German Working Group “Me-
dicinal Gases” and also the Austrian Authorities.
Visit http:/pharmacos.eudra.org/F2/eudralex/vol-
4/home.htm for details.

continues on page 10
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European Report

European News from page 9

Certification by a Qualified Person and
Batch Release This document is the German
version of the Annex 16 to the EU GMP Guide en-
titled “Certification by a Qualified Person and
Batch Release”. This version has been provided by
Germany (ZLG) and has been agreed by the Ger-
man “Linder”, the German Health Ministry, the
German Working Group on “Inspections” and also
the Austrian Authorities. Visit http:/
pharmacos.eudra.org/F2/eudralex/vol-4/home.htm
for details.

Parametric Release This document is the
German version of the Annex 17 to the EU GMP
Guide with title “Parametric Release”. The version
has been provided by Germany (ZLG) and has
been agreed by the German “Linder”, the German
Health Ministry, the German Working Group on
“Inspections” and also the Austrian Authorities.
Visit http:/pharmacos.eudra.org/F2/eudralex/vol-

4/home.htm for details.

New Directive on Human Blood and Blood
Components Entered into Force On 8 Febru-
ary 2003, the new directive on quality and safety
standards of human blood and blood components
entered into force. The full title is Directive 2002/
98/EC of the European Parliament and of the Coun-
cil of 27 January 2003 setting standards of quality
and safety for the collection, testing, processing,
storage and distribution of human blood and blood
components and amending Directive 2001/83/EC,
published in the Official Journal L 33 of 8 February
2003, p. 30. This directive is relevant for the phar-
maceutical sector, as it lays down technical require-
ments for the collection and testing of all blood and
blood components including starting materials for
medicinal products. In this context, it amends Arti-
cle 109 of Directive 2001/83 (see Article 31 of Di-
rective 2002/98). For the text of the Directive, visit
http:/pharmacos.eudra.org/F2/eudralex/vol-1/

27012003. =
—Gautam Maitra

2007 InternaTional Calendar 2007

JUNE

June 2-4, 2003

The 34th Symposium of the R3
Nordic Society

Turku Polytechnic

Turku, FINLAND

June 23-25, 2003
PDA-TRI Toronto Course Series
Westin Harbour Castle
Toronto, CANADA
PDA-TRI Lecture Courses:
June 23

Failures/Deviations and Change

Control

Achieving C6MP Compliance during
Development of a Biotechnology

Product
June 23-24

Basic Concepts in Cleaning and

Cleaning Validation

Active Pharmaceutical Ingredients:
Manufacture & Validation

CGMP & Compliance
June 23-25

Tablet Formulation
June 24

Z1.4 Attribute Inspection Sampling

in a CGMP Environment

PDA Letter

June 24-25

Knowledge & Skills of the
Successful 84/GC Manager in
the Pharmaceutical Industry

June 25

Assay Validation

Designing, Monitoring and
Validation of Pharmaceutical
Manufacturing Ventilation

Systems

Radiation Dosimetry & Calibration

June 23-27, 2003
PDA Italy Chapter Presents
Sterile Manufacturing Practices in the
Third Millennium: A Regulatory and
Industry Perspective
Melia Milano Hotel
Milan, ITALY
Conference: June 23-25
Course: June 25-27
PDA-TRI Lecture Course:
June 25-27
Design, Engineering and Validation
of Isolators for Pharmaceutical
Applications

June 30, 2003

PDA Presents Basel Pharmaceutical
Forums

UBS Ausbildungs-und Konferenzzentrum
Basel, SWITZERLAND

SEPTEMBER

September 29, 2003

PDA Presents

Basel Pharmaceutical Forums

UBS Ausbildungs-und Konferenzzentrum
Basel, SWITZERLAND

OCTOBER

October 13-14, 2003

2003 Taormina International Conference
and Tabletop Exhibits for Senior
Executives in the Pharmaceutical Industry
Managing for Quality in a Cost-Focused
Environment

Conference: October 13-14

Tabletop Exhibits: October 13-14

Grand Hotel Timeo & Villa Flora
Taormina, Sicily, ITALY

DECEMBER

December 15, 2003

PDA Presents Basel Pharmaceutical
Forums

UBS Ausbildungs-und Konferenzzentrum
Basel, SWITZERLAND
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Stay tuned to
www.pda.org
for the most up-to-date
calendar information
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USP Update

April 2003
by Roger Dabbabh, Ph.D., USP

Pharmacopeial Previews is a section of Pharma-
copeial Forum (PF) that contains potential revi-
sions or additions of Monographs not yet
targeted for official adoption. Each previewed re-
vision includes a briefing that lists the reasons
and rationale for the new Monographs or Gener-
al Chapter and includes the name of the liaison
that is to be contacted for further information.
The decision to publish a Pharmacopeial Preview
depends on a number of factors such as changes
that would affect a large number of Monographs,
or new or unusual technologies, or Monographs
requesting additional data from manufacturers.
This section allows for publication of proposed
changes as early as possible to alert readers of in-
coming changes that might affect their products.
Comments at this stage of the revision process
can and do influence the final revised product. It
is recommended that manufacturers pay close at-

USP Updare

tention to the Pharmacopeial Previews. In the
March-April 2003 PF there are three Mono-
graphs proposed under Previews: Mirtazapine,
Mirtazapine Tablets, and Topiramate.

An update on harmonization indicates steady
progress. There are 10 chapters at Stage 6 of the
harmonization which is the Adoption Stage.
These are: Sterility Tests, Residue on ignition, Pro-
tein Determination, Capillary Electrophoresis, Ex-
tractable Volume, Particulate Matter, Amino Acid
Determination, Peptide Mapping, Polyacrylamide
Gel Electrophoresis, and Isoelectric Focusing. Mi-
crobial Limit Tests is at stage 4, Official Inquiry,
and will be published in all three forums in the
near future for public comment.

Due to a number of unforeseen circumstanc-
es, USP has decided to postpone its Scientific
Conference on Biotechnology and Biological
Products from April 1 to the fall of 2003. H

End the
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Until now, you had no choice. Now you do, with advanced headspace analysis technology only from Lighthouse
Instruments. Imagine being able to measure pressure, oxygen or moisture levels in seconds without destroying
your samples. Join some of the world's largest pharmaceutical and biotechnology companies and discover the
benefits of Lighthouse Instruments' technology. Headspace analysis has never been faster, easier or less wasteful!

Fast. Accurate. Nondestructive.
Call us today.
O

LIGHTHOUSE
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2030 Avon Court « Charlottesville, Virginia 22902 - (434) 293-3081 ext. 235 - Fax (434) 293-7773
headspace@lighthouseinstruments.com « www.lighthouseinstruments.com
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TR-32 Update

by Jan Obman, Merant; Debbie Black, Sterling Communications; and

Harvey Greenawalt, ARC

Merant’s PVCS Dimensions™ Completes PDA Supplier Evaluation

HILLSBORO, Ore.—Merant (NASDAQ: MRNT; LSE:
MRN), a leading provider of software and services
that deliver flexible control of code, content, and
other business-critical assets, announced that Mer-
ant’s PVCS Dimensions recently passed the rigorous
PDA Pharmaceutical Industry Software Supplier
Quality Audit. The PDA audit verifies that (1) soft-
ware vendors use documented quality management
procedures during software development, (2) ade-
quately test software before release, and (3) have
sound support processes in place. By having partici-
pated in the PDA audit, Merant has eliminated the
need for their life sciences customers to conduct in-
dividual audits. This results in a significant cost
savings for Merant and each of its customers.

PVCS Dimensions is a field-proven solution par-
ticularly suited to addressing critical issues such
as GxP compliance, computer systems validation
(CSV), and change control, and is part of an ag-
gressive effort by Merant to deliver a number of
change control solutions for the life sciences in-
dustry. In combination with PVCS’ broader bene-
fits of increased systems and process efficiency,
faster time to market and reduced operational
costs, Merant’s solutions help life sciences compa-
nies both reduce risk and increase the overall re-
turn on asset investments.

“The life sciences industry is not only confront-
ed with the same challenges faced by most busi-
nesses today, namely how to better control and
improve efficiency of asset usage, but has the add-
ed burden of regulatory compliance,” noted Alan
Jezek, Merant’s Segment Manager for life sciences.
“As these companies adopt technology to auto-
mate business processes, they need to also con-
trol and reduce the associated risks, making GxP
compliance and CSV a critical issue. Merant has
helped more than 200 life sciences organizations
bridge the gap between GxP compliance and prof-
itability with comprehensive enterprise change
management solutions such as PVCS Dimensions.”

GxP compliance can help mitigate risk in an in-
dustry that is highly regulated by the FDA. Life sci-
ences companies must respond to published FDA
guidelines regarding software validation and com-
puter regulations, such as 21 CFR Part 11, which
mandates specific controls around the use of elec-
tronic records. Failure to comply with FDA regula-
tions can result in fines, and even products being
removed from the market.

Merant’s life sciences solutions help companies
identify, track, and control changes to their busi-
ness-critical assets, including code, content, pro-
cesses, systems, etc., thus reducing risk by helping
to ensure regulatory compliance. Moreover, this
change control enables companies to improve ef-
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ficiency, better secure their assets, minimize errors
and costs, and ultimately speed products to mar-
ket. Change-control components enable compa-
nies to proactively define and document their
processes, preventing unauthorized changes and
creating an audit trail. System Development Lifecy-
cle (SDLC) components provide secure permis-
sions-based system access and manages the
software validation process, as well as delivering
snapshots of baseline systems and enabling roll-
back of implemented changes. The integration of
this change control and SDLC helps automate
workflow, increase auditability and traceability
and provide risk-based change assessment.

About PVCS Dimensions

Delivering unsurpassed scalability and flexibility,
Merant’s PVCS Dimensions is the industry’s first com-
prehensive change management platform for auto-
mating development processes, business rules and
asset change practices. Dimensions provides, in a
single change management framework, comprehen-
sive process control, versioning, baseline manage-
ment, issue management, release management, build
management, and workflow management. Scalable
enough to address the needs of teams of all sizes, Di-
mensions can be rapidly implemented, ensuring the
protection and management of all enterprise assets.
With process control that can be easily customized
to fit agile or traditional methodologies, or modeled
on specific needs, Dimensions quickly simplifies
change management across an entire organization.

About Merant

Merant delivers the industry’s most flexible and
comprehensive enterprise change management so-
lutions. Already in use at more than 16,000 organi-
zations across the globe, including 90 of the
Fortune 100s, Merant’s products and services dra-
matically enhance the productivity, quality, and
ROI of customers’ technology initiatives by allow-
ing them to quickly and cost-effectively track, man-
age, and control modifications in business-critical
information assets. For more information, please
visit www.merant.com.

PVCS Dimensions, PVCS Professional, PVCS Ver-
sion Manager, PVCS Tracker, PVCS Configuration
Builder, Merant Collage, and Merant are all trade-
marks of Merant. All other trademarks are the
property of their respective owners.

For more information contact: Jan Ohman of
Merant at (503) 617-2766 or at
jan.ohman@merant.com, or Debbie Black of Ster-

ling Communications, Inc. at (253) 853-5030 or at

dblack@sterlingpr.com.



Auditor Training & Qualification

Information on applications for qualification and
course registration is available on the PDA Web

site at www.pda.org.

Availability of Audits

PDA Technical Report No. 72 Updare

ation, in process, or available for distribution.
Table 1.0 provides a summary of the 27 audits
that are currently available for distribution from
the Repository.
For more information about the Audit Reposi-
tory, as well as audits and their availability, visit
ARC’s Web site at www.auditcenter.com.

Currently, 54 audits are either under consider-

TABLE 1.0 Audits Currently Available from ARC

SUPPLIER

PRODUCT

20
21

22
23
24
25

26
27

Access 360, Inc.

Agilent Technologies

Alacris, Inc.

Automation Tooling Systems, Inc.

Decision Management (DMI)

International, Inc.

Documentum, Inc.

Entrust Technologies Ltd.

Epicentric, Inc.

First Consulting Group

Fisher Rosemount Systems, Inc.

Foss NIRSystems, Inc.
Inktomi Corporation
Innovatum, Inc.
Interwoven, Inc.
Lexign Corporation
Loftware, Inc.

MARC Global Systems

Merant, Inc.

Mercury Interactive

Propack Data GmbH
SAP AG

Schlumberger
Serena Software, Inc.

Sparta Systems, Inc.

SSA Global Technologies, Inc.

Supply Chain Logic, Inc.

The Sycamore Group

EnRole 4.0 (Provisioning Software)

Cerity for Pharmaceutical QA/QC Network Data System for analytical laboratories

IdNexus, Alacris products are designed to simplify identity management and maximize
trust associated with Public Key Infrastructure (PKI) implementation and security technologies

Custom programming services for Process Control Software

Regulus™ Document Authoring (DA), a member of the Regulus™ off-the-shelf solution set

Content Authentication Services (CAS), eContentServer, DocControlManager (DOCM) and GMPharama
Public Key Infrastructure Technology (PKI). Digital Security technology for enterprise resource systems

Foundation Enterprise Server 4.0, tool for coordinating information from disparate sources
and for disparate users

Custom information-based strategy software, operations improvements, management
and integration services

Distributed Factory Automation, Delta V product Line

SLE Near-infrared analysis of chemical and physical Properties
Enterprise Search Software (information retrieval solutions)

Data Thread™ 21 CFR Part 11 compliance solution for the AS/400
Web Publication management

Lexign Flow EPR Software

Loftware print server (LPS) Label printing system

Warehouse Execution Systems

PVCS Dimensions & PVCS Replicator Configuration Management Systems

Test management Tools:

*QuickTest Professional  Test Director

* Astra Fast Track *LoadRunner
* Astra LoadTest e LoadRunner TestCenter
e Astra Quick Test *WinRunner

Enterprise production Management System, PMX 3.2 with Solutions MES and CTM

MySAP.com e-business platform, specifically aspects of Supply Chain management, Product
Lifecycle Management and Business Intelligence relevant to manufacturing operations.
(Includes Product Lines: SAP R/3 4.5B and SAP R/3 4.6B/C)

Secure ID Card

Serena ChangeMan Automating the Software Lifecycle

Track Wise Software

Mid range ERP software for manufacturing, supply chain and financial application domains

General use COTS Asset Tracking/Delivery Systems

Custom IT Solutions, Integration Suite of COTS products and services to bridge data across
multiple internal computer systems, including e-commerce, LIMS, ERP, enterprise database,
mainframe and wireless portable devices




Science & Technology

PDA Forms Network Infrastructure
Qualification Task Group

PDA is pleased to announce the formation of a
Network Infrastructure Qualification Task
Group. The purpose of the Task Group is to pub-
lish a technical report which presents a practical
approach for bringing an organization’s informa-
tion technology (IT) infrastructure into compli-
ance with regulatory requirements. It is the
qualification of this IT infrastructure, e.g., data
center facilities, servers, network systems and ser-
vices, networking equipment, network configura-
tion, monitoring software and desktop
computers, that are the primary focus of the Task

Group.

The Task Group’s practical approach for quali-
fication of network infrastructure will be based
on published IT standards and business practices.
The network infrastructure issues, discussed since
the publication of the “Network Management in
an FDA-Regulated Environment” commentary in
the PDA Journal of Pharmaceutical Science and

Technology (Vol. 53, No.6 / November-December
1999) and the recent PDA/ISPE Good Electronic
Records Management (GERM) series, form the ba-
sis for establishing this Task Group.

The PDA Task Group will have regular telecon-
ference and face-to-face meetings at PDA head-
quarters in Bethesda, MD. The Task Group
mandate is to draft a paper suitable for publica-
tion as a PDA Technical Report.

For further information, please contact the
Task Group leader:

Warren Campbell

CDI Engineering Group, Inc.

(P) 610-715-4741

(F) 610-933-9413

campbmw@attglobal.net

campbellmw@acm.org

|
—Russell E. Madsen

Advisory Committee from cover

vantages of developing PAT systems gradually so
that they might be fully integrated into a firm’s pro-
cess control and quality management systems.

Manufacturing Subcommittee

This new committee, which was established to
replace PAT, according to Ajaz Hussain, Ph.D.,

Bonus Discounts for
PDA Members!

Take an extra 10% off your
already discounted member
price on all PDA Technical
Reports (see partial listing
on pages 36-37) in the
month of May 2003.*

ONE MONTH—PDA MEMBERS
ONLY

For a full list of Technical Reports,

please see www.pda.org.
* Promotion ends May 31, 2003

PDA

PDA Letter

Deputy Director
Office of Pharma-
ceutical Science,
will be chaired by
Judy Boehlert,
Ph.D., Boehlert As-
sociates, Inc. The
subcommittee will
work on a broad
range of topics and
will provide a
mechanism for
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partnering with ORA and OPS where coordina-
tion would be beneficial. The first meeting of
the subcommittee will be held May 21-22, 2003,
in Rockville, MD.

Future Subcommittees

Microbiology

This new subcommittee will provide advice for
scientific and regulatory decisions related to mi-
crobiology issues, according to Peter Cooney,
Ph.D., Associate Director for New Drug Microbiol-
ogy. Topics to be addressed include parametric re-
lease of sterile products, development of VHP
decontamination cycles for isolators, the advisabil-
ity of an adverse event report review from a mi-
crobiological perspective, evaluation, validation
and filing strategies for rapid microbiological
methods, and evaluation of new sterilization and
sterile product manufacturing technologies. M
—Russell E. Madsen



Recent Sci-Tech

Verification of Compendial

Test Methods

The following remarks are taken from an exchange in the Pharmaceutical Sci-Tech
Discussion Group, a PDA-sponsored Online Forum held on the Internet at
www.pda.org. PDA Online Forums are free of charge and open to the public. They
serve as a platform for exchanging practical and sometimes theoretical ideas within
the context of some of the most challenging issues confronting the pharmaceutical
industry. If you are not currently a member of a Discussion Group, we encourage

you to visit our Web site at www.pda.org and join.

This month’s posting...

Question 1

My question is related to the required validation a
testing site should perform when using a USP/EP or
other compendial test for the first time in their lab-
oratory. We primarily test raw materials using
these compendial methods, and not drug prod-
ucts. We are leaning toward verifying only chro-
matograph type procedures, some potentiometric
procedures, and not verifying basic wet chemistry
procedures. I would appreciate any information to
help me with this question.

Response 1.1

I am a bit confused. Compendial methods, be they
what they may be, are considered validated meth-
ods. In the hands of properly trained personnel
they need no validation.

Do you have problems with your lab people
and their ability to perform these tests?

Response 1.2

As stated by USP, those using methodology de-
scribed in the USP and the NF are not required to
validate the accuracy and reliability of these meth-
ods, but merely verify their suitability under actual
conditions of use. Verification depends on your def-
inition of the word. Many companies merely carry
out the analysis by either one or more analysts and
document the successful (accurate) completion of
the analysis. This is especially true for API and raw
materials in which the monographs are followed
verbatim. Some companies go as far as performing
several basic validation studies such as precision,
linearity and accuracy both to gather experience
with the method and to assure that expected results
can be obtained. As to question about only using
verification for chromatographic methods, I would
not place an exception on any particular type of
method, but would carry out a simple verification
on all compendial methods used in the lab for the
first time (wet methods included).

Response 1.3

If the method has been studied in a collaborative trial,
the new laboratory has to verify that it is capable of

achieving the published per-
formance characteristics of
the method or that it is oth-
erwise able to fulfill the re-
quirements of the analytical
task.

My opinion: the labora-
tory should undertake pre-
cision and matrix effect in
areal sample.

Response 1.4

None of the compendial test methods are re-
quired to be validated. The user is only required
to undertake verification of suitability and repro-
ducibility under actual conditions of use. This
statement is true and works well with APIs, but
might pose problems in products. Compendial
tests for products are based on certain non-dis-
closed and most common excipients, which need
not be the same with all the manufacturers. The
excipient effects play a roll on the success of pre-
scribed tests. Sometimes (in fact, most of the
time) the user needs to alter some of the condi-
tions to get promising results. “Altering any condi-
tions requires revalidation”; based on this
principle it is advisable to undertake limited vali-
dation of the compendial test methods, based on
the degree of, alterations made, for adapting the
tests to users specific product. This good prac-
tice is followed by advancing pharmaceutical
companies.

Response 1.5

Recently we had an FDA inspection and one of
the 483s was directly related to the company not
performing a mini-validation on compendial
methods used to test a grandfather product.

Response 1.6

Whatever you do, it needs to be supported by a
written justification that is scientifically sound.

The first hurdle a lab faces is that the specific de-
tails of the monograph testing (outlined in the USP
and the EP) are neither published nor available.

Second, the USP/EP test outlines published in
these compendia are, strictly speaking, not
“methods” because they lack the often critical de-
tails as to exactly how an action is to be per-
formed.

Moreover, as written, the test outlines pub-
lished in the individual monographs for the com-
ponents (and drug products) are often not even
scientifically sound. Having observed different
analysts in the same lab “follow” simple instruc-

continues on page 16

Discussions
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Compendial Test Methods from page 15

tions like “shake”—on different apparatus (wrist
shaker and table shaker) for different times (in
different ways (intermittently and continuously), I
know that methods filled with such simplistic in-
structions are not scientifically sound.

A scientifically sound method should spell out
in detail exactly how each step in the method is to
be done; the latitude, if any, permitted in the per-
formance of the step and the variability (in terms
of range or limits) acceptable in any variable that
is controlled.

Thus, the instruction “shake” would, for exam-
ple, become, “using a Mfg Model No nnn, or equiv-
alent, wrist shaker, set the speed to 10 to 12 cycles
per minute, secure the flasks to the shaker, and
shake the secured flasks for 10 to 15 minutes.”

Obviously, each lab must translate all such
compendial “test outlines” into written, scientifi-
cally sound methods and establish that said meth-
ods produce scientifically sound results when the
appropriate set of routine and challenge samples
are tested. However, as you know, there are many
ways to translate each step.

The result is that there are wide differences in
the “implementation” of most compendial meth-
ods among the labs using a given compendial test
outline.

Labs that simply parrot the compendial test
outline in their write-up of the test procedure of-
ten find different analysts doing things differently.
In general, this leads to increased result uncer-
tainty and, in some cases, results that are inaccu-
rate (passing materials fail the testing or, worse,
failing materials pass) simply because the written
test procedure used is too general.

My favorite example is the wide range of values
that some get for “assay” aliquots when the com-
pendial instruction simply states, “weigh and fine-
ly powder not less than 20 tablets” and the
multiple-film-coated (base coat, color coat, and
seal coat) tablets are from a formulation that con-
tains significant levels of ingredients whose phase
transitions (from solid to semi-solid) are close to
room temperature or components that are hygro-
scopic when the humidity exceeds 50% RH.

In fact, such products are the ones I use in
teaching analysts how to properly convert 20
such tablets into a homogeneous fine powder hav-
ing the texture of ground nutmeg. Yet this USP/EP
instruction does not: a) specify the type of equip-
ment used to “finely powder” the 20 or more tab-
lets weighed, b) define what is a “fine powder,” or
¢) even include any of the critical terms (e.g. ho-
mogeneous, uniform, or even “well mixed”).

The USP relies on the analysts’ having carefully
read, understood, and followed the appropriate
section in the General Notices.

I could go on, but you should have grasped the
obvious by now.

The scientifically sound, appropriate, written,
quality control unit-approved, detailed test meth-
od developed and used in your lab must have
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proofs that it is suited for the material that you
test from the sources you get them.

If your firm is a drug manufacturer, then you
should use the limited guidance provided in 21
CFR 211 as your starting point. The overarching
requirements for “test procedures” (which include
methods as a subset) are set forth in 21 CFR
211.160(b) which states: “Laboratory controls
shall include the establishment of scientifically
sound and appropriate ... test procedures de-
signed to assure ... Laboratory controls shall in-
clude: (1) Determination of conformance to
appropriate written specifications for the accep-
tance of ... components, drug product containers,
closures, and labeling used ... The specifications
shall include a description of the sampling and
testing procedures used ... (2) Determination of
conformance to ... specifications and a descrip-
tion of ... testing procedures for in-process materi-
als ... (3) Determination of conformance to
written descriptions of sampling procedures and
... specifications for drug products (4) ... “Based
on 21 CFR 211.160(b), your firm must establish
(prove) that the test procedures used for incom-
ing and in-process materials are scientifically
sound and appropriate.

Looking further, you should note that under the
heading “Testing and release for distribution,” 21
CFR 211.165(e) states: The accuracy, sensitivity,
specificity, and reproducibility of test methods em-
ployed by the firm shall be established and docu-
mented. Such validation and documentation may
be accomplished in accordance with Sec.
211.194(a)(2).”

In this subsection, validation of a test method is
equated to establishing the accuracy, sensitivity,
specificity, and reproducibility of a test method.

With respect to “documentation,” 21 CFR
211.194 has much to say:

(a) Laboratory records shall include complete data
derived from all tests necessary to assure compli-
ance with established specifications and standards,
including examinations and assays, as follows:

(1) A description of the sample received for testing
with identification of source (that is, location from
where the sample was obtained), quantity, lot num-
ber or other distinctive code, date sample was tak-
en, and date sample was received for testing.

(2) A statement of each method used in the testing of
the sample. The statement shall indicate the location
of data that establish that the methods used in the
testing of the sample meet proper standards of accura-
cy and reliability as applied to the product tested. (If
the method employed is in the current revision of the
United States Pharmacopeia, National Formulary, Asso-
ciation of Official Analytical Chemists, Book of Meth-
ods, or in other recognized standard references, or is
detailed in an approved new drug application and the
referenced method is not modified, a statement indi-
cating the method and reference will suffice) ...

(b) Complete records shall be maintained of any
modification of an established method employed in
testing. Based on the preceding, it is clear that 21
CFR 211.194 focuses on records.



This is as it should be since 21 CFR 211.194 is a
subsection of 21 CFR 211 Subpart J—Records and
Reports.

With respect to “validation,” 21 CFR 211.194
contains less information.

“(a)(2) ... The statement shall indicate the location
of data that establish that the methods used in the
testing of the sample meet proper standards of ac-
curacy and reliability as applied to the product test-
ed ... The suitability of all testing methods used
shall be verified under actual conditions of use.

(b) ... Such records shall include the reason for the
modification and data to verify that the modification
produced results that are at least as accurate and re-
liable for the material being tested as the estab-
lished method.”

Ironically, if one carefully reads the language in
21 CFR 211.194(a), all it really does is permit, but
not require, the citation of the method’s name and
source to be used in place of “A statement of each
method used in the testing of the sample.”

If: A) a compendial method, not a testing out-
line, or other recognized method exists and B)
your firm’s examination and suitability testing un-
der actual conditions of use verifies that the meth-
od is valid for use in its laboratory for testing the
samples it tests, then that verification data is the
data that establishes that the method meets “prop-
er standards of accuracy and reliability as applied
to the product tested.”

Moreover, the minimum proper standards of
accuracy & reliability are those delineated in 21
CFR 211.165(e)—accuracy, sensitivity, specificity,
and reproducibility.

Thus, each CGMP-compliant laboratory is re-
quired to maintain data and records that establish
(prove) that each method that they use is suitable
(valid) for all of its permitted uses. Those labs are
not permitted to just cite the source and use the
method because any lab (other than the lab that
developed and/or participated in the initial inter-
laboratory studies performed to ensure that the
method was reliable) using compendial methods
lacks the detailed description of exactly how to fol-
low said methods.

Lacking the details, the implementation by each
lab is an a priori modification of the “method” that
was submitted to the compendial body. Thus, in
reality, each lab uses the compendial testing out-
line and develops its own method.

Given the aforementioned, all labs must prove
the validity of their implementation of the method.

The preceding clearly establishes what a CGMP-
complying lab must initially do to:

A) Convert the testing outlines provided in com-
pendia into the lab’s written scientifically
sound, appropriate, method.

B) Verify the validity of the “exact” methods that it
uses in testing the samples submitted to the lab.

C) Establish the data and records required to sat-
isfy the recordkeeping requirements of 21 CFR
211.194.

Recent Sci-Tech

More may be required to be done, but the pre-
ceding is a logical, scientifically sound answer to
your “first use” question from a classically
trained Ph.D., Analytical Chemist.

Response 1.7

The draft guidance (Aug 2000): “Analytical proce-
dures and method validation” states the follow-
ing under “Compendial analytical procedures”:
The suitability of a compendial analytical proce-
dure must be verified under actual conditions of
use (21 CFR 211.194(a)(2)) ... Information on
the specificity, intermediate precision, and stabili-
ty of the sample solution should be included.

Response 1.8

Please note that my previous remarks about com-
pendial methods still remain valid. Your example,
however, is also correct in the 483 citation. Why?
Your example is correct because all formulations
differ in the ingredients and/or the color(s) used.
You are required to prove that your preparation
can be analyzed by the USP method if it is labeled
USP If the method is updated, then you should
revalidate. M

—compiled by Russell E. Madsen
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INdustry News

Company, Colleague &
Product ANNOUNCEMENTS

PDA Letter

Cambrex has announced that Gary L. Mossman
was appointed President of Cambrex Pharma Busi-
ness Unit with overall responsibility for accelerat-
ing growth of products and services sold to
pharmaceutical customers. Mossman previously
held the position of President of Dixie Chemical
for 14 years. Cambrex is a global, diversified life
science company dedicated to providing high
quality products and services to accelerate drug
discovery, development, and manufacturing pro-
cesses for customers focused on health and the
prevention of disease. For more information, con-
tact Anne-Marie Hess, Director Investor Relations
& Corporate Communications at Cambrex at
(201) 804-3062 or
annemarie.hess@cambrex.com.

The United States Pharmacopeia (USP) an-
nounced that Dr. Gary Allmaier has been ap-
pointed Director of its Research & Development
Laboratory (RDL). USP’s RDL conducts analytical
development and other activities in support of of-
ficial USP Reference Standards. These reference
standards are used to assess the strength, quality,
and purity of drugs, including biologics, dietary
supplements, and healthcare devices. To date,
USP’s RDL has helped support the availability of
more than 1,400 official USP Reference Stan-
dards. These have been provided to more than
2,000 pharmaceutical companies in 86 countries.
As the new director of RDL, Allmaier will provide
leadership for the laboratory and advance its initi-
atives to support the development of new analyti-
cal methods for USP monographs and reference
standards. Allmaier comes to USP from Bristol-My-
ers Squibb where he was responsible for manag-
ing the development of several novel drugs from
discovery to new drug approval (NDA). Prior to
this role, Allmaier spent 22 years in the pharma-
ceutical industry as an analytical research and de-
velopment manager and chemist. For more
information, contact Sherrie Borden at (301)

816-8268 or at slb@usp.org.

Veltek Associates, Inc. recently introduced Sim-
pleMIX® System, a newly developed way to elimi-
nate filter sterilizing of disinfectants and
sporicides. SimpleMIX® System features a sealed
multi-chamber container that when activated mix-
es the two solutions. The top part of the container
holds the sterile concentrate disinfectant and the
bottom part contains the sterile USP WFI Quality
Water. The system assures the appropriate dilu-
tion is made each time in a closed sterile system,
insuring that the concentrate solutions are never
handled. For more information, contact Veltek As-
sociates, Inc. at (610) 983-4949 or visit
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Millipore announced the availability of Quik-
Scale™ columns, a full line of scaleable chromatog-
raphy columns that deliver high purity,
reproducible separations of fast linear velocities.
QuikScale™ columns accommodate all media types
and handle high operating pressures (up to 7 bar)
necessary with smaller-particle-size, high resolu-
tion media, making the columns suitable for use in
nearly every application. To improve productivity,
the new column design minimizes maintenance
and allows clean-in-place (CIP) procedures for
sanitary operation. In addition, tool-free column
setup and a spring-loaded, air actuated flow dis-
tributor ensure packing, processing, and unpack-
ing are performed faster and with less effort than
with traditional columns. Millipore is a multina-
tional, high technology bioscience company that
provides technologies, tools, and service for the
development and production of new therapeutic
drugs. It serves the life science, biotechnology, and
pharmaceutical industries. For more information,
contact Millipore Tech Service at 1 (800 ) MILLI-
PORE or visit http:/www.millipore.com/biopharm

downstream.nsf/home.

Envirco has developed a terminal filter for use in
t-bar drop ceilings with central air. The Enviro
Ducted Ceiling Module (EDCM) is a disposable
unit that is ideal for cleanrooms in the semicon-
ductor, aerospace, laboratory, medical device man-
ufacturing, photographic processing,
pharmaceutical manufacturing, and hospital phar-
macy sectors. Jill Neu, Envirco’s General Manager
said, “... it is an HEPA filter, it is 99.99 percent effi-
cient in removing particles 0.3 microns and larger,
and its main housing is made of anonized extruded
aluminum for improved wear.” For more informa-
tion, contact Greg Steiger, Envirco at (919) 777-

6205, gsteiger@fedders.com, or visit

WWW.€nvirco.com.

Cardinal Health, Inc. announced it will provide
alternative drug formulation development and de-
livery capabilities for the biotechnology and phar-
maceutical industries, enabling its customers to
establish alternative dose routes and plan for po-
tential line extensions much earlier in the drug de-
velopment process. The expanded capabilities,
which include the prediction of buccal (mouth)
absorption for a drug, reflect Cardinal Health’s
dedication to offering pharmaceutical outsourcing
resources worldwide. For more information, con-
tact Jennifer Latimer at (919) 277-1157 or at

jlatimer@fwv-us.com. M

Send announcements
on personnel changes
and new products . . .

... to Joe Bury via e-
mail at bu da.org or
mail a hard copy to PDA
headquarters at 3 Be-
thesda Metro Center,
Suite 1500, Bethesda,
MD 20814.
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MeeTing News

. Conference:
- September 8-10

Courses:
- September 11-12

- Tabletop Exhibits:
. September 8-9

2003 PDA/FDA Joint Regulatory Conference,
Courses and Tabletop Exhibits

Navigating Current GMPs:
Catch the Compliance Wave

Omni Shoreham Hotel * Washington, DC

* PDA is pleased to announce that Dr. Doug Dean,
. Partner, Pharmaceutical & Life Sciences for IBM

. Business Consulting Services, will deliver the

¢ closing keynote address on the IBM/Price Water-
* house Coopers report on Future Industry Manu-
. facturing Models at the PDA/FDA Joint Regulatory
. Conference on Wednesday, September 10 in

: Washington, DC.

A multi-tracked conference format will offer
conference participants the opportunity to hear a
variety of discussions on cutting-edge issues of im-
portance to the industry. Sample topics include:

* Navigating Legal Waters & Compliance Currents
* Laboratory Issues: Case Studies

* Riding the Changing Compliance Tides

* Inspection Trends

* Quality Regulatory Submissions

¢ Validation: Maintaining a State of Control

* Biopharmaceutical Process Validation Issues

e Part 11: What Is Current? Where is it Going?

2003 PDA/FDA Joint Regulatory Conference

Washington, DC * September 8—10, 2003
Exhibitor Booth List

ACCUGENMIX 1viviiieriirieseeseste e st se e a e s sas e se e sases 21
BD Diagnostic SYSTEMS .....covviiiiririeisisisssetete et 31
DIOIVIBIIBUX ..veeveeeeetee ettt sttt st besnens 24
BIOREIANCE ...t 41
Bioscience International, INC ........cocovevevveceeeiicececeeeeeee e 30
Carlisle Life SCIENCES .....cvevvveriiiierceseee et 34
Charles River Laboratories,

Biopharmaceutical SErviCeS ..........ccoueiiirirerererirrsrse e 26
Charles River Laboratories,

Endotoxin Testing Products ..........cccoeeerererernnnnnrssssreneene 25

CIMCON Software .........ccceevrvnee .. 20
Cimquest, Inc. ............... .. 38
Eli Lilly and COMPANY .....ccovovviiieieieieiereeseecscsceee e 19
FOSS NIRSYSTEMS ...coevivirieieiiicceee e 32
Genesis Machinery Products ..........ccccoeevvereerineeie s 28
INTELITEC CORPORATION ..o seeseseneseenens 5
MIIPOTE . 39
Phoenix Imperative, INC. .....cccovvereievieiiecccece s 56
PML MicrobiologiCals .......cccuvriierniienininieinisiseesisise s 4
ProPack Data Corporation ..........c.ccceeeeeueueeenneneneeseesssssssenenes 33
RCM Technologies, INC. ... 27
Sparta Systems, INC. .....c.ciiiririnrrrr s 3
Veltek ASSOCIAtes, INC. ....cevveeveeiircciese e 29
Veriteq INSTIUMENTS ....c.vcveiiiceisieese e 35
West Pharmaceutical Services, INC. .......ccoceverninienenicenneeenne 6

Confirmed industry speakers include:
David Dimmick, Connetics;
Stewart Green, Wyeth;
Nancy Karaszkiewicz, Dynport Vaccines
Company;
Raymond Kieffer, Ph.D., BioReliance;
Janeen Kincaid, Pfizer, Inc.;
Gerry Migliaccio, Pfizer;
Alan G. Minsk, Arnall Golden Gregory LLP;
Kelly O’Hare, Cambrex BioScience;
Leslie Osmera, Wyeth BioPharmai
Joseph A. Rogalewicz, GlaxoSmithKline;
Steven Ruhl, IDEC;
Sue Schniepp, Abbott Laboratories;
Lisa Skeens, Ph.D., Baxter Health Care;
Anders Vinther, Ph.D., CMC Biopharmaceuticals A/S;
Karen Walker, Genitope; and
Paula Wilkerson, Applied Genetic Technologies
Corporation.
The goals for the conference are to:
* Discuss emerging and dynamic perspectives
and interpretations of cGMPs;
* Identify today’s global industry trends with
case studies and real life examples;
* Describe how to anticipate continuous looming
new trends; and
* Identify new technologies and their applications.

As an added benefit, all full, paid conference
registrants will receive a complimentary ticket to
see The Capitol Steps, a troupe of current and
former Congressional staffers who monitor
events and personalities on Capitol Hill, in the
Oval Office, and in other centers of power and
prestige around the world, with a humorous look
at serious issues.

Discounts for early registration will be of-
fered, so plan now to attend this important in-
dustry event. Individuals involved in
pharmaceutical, biopharmaceutical product de-
velopment, regulatory approval, production and
quality assurance, including those associated
with drug product manufacture, service provid-
ers, contract services and US and international
regulatory authorities will benefit from partici-
pation in this important conference.

Please note that this conference sells out each
year. Visit the PDA Web site at www.pda.org for
current information and details as they become
available. M

—Leslie Zeck

PDA Letter

For a listing of the PDA-TRI Courses being offered at the 2003 PDA/FDA Joint
Regulatory Conference, please refer to the Calendar on the back cover.
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MeeTing News

June 23-25
June 22

Chicago, IL

PDA Letter

2003 PDA Good Electronic Records Management Conference

Achieving FDA Part 11 Compliance

with GERM

In 2001, PDA produced its groundbreaking con-
ference on Good Electronic Records Management
(GERM). Much more than the typical pharmaceu-
tical “Part 11” Conference, GERM 2001 show-
cased leaders on the forefront of digital records
issues from technology, legal, and regulatory back-
grounds. Conference delegates were presented
with a comprehensive view of the future of digital
record issues within, and well beyond, FDA-regu-
lated industries.

GERM 2003, rescheduled for June 22-25,
2003, will build on the strong foundation laid ear-
lier, with an even greater emphasis on the critical
needs of those responsible for managing all as-
pects of electronic record and signature environ-
ments. Several sessions will address topics from
the recently-published GERM Guide—Part 1 of the
PDA-ISPE Series on Good Practice for Electronic
Records and Electronic Signatures. Additional ses-
sions will highlight selected topics from Parts 2
and 3 in the PDA-ISPE trilogy of Good Practice
Guides. The focus will be on concepts and princi-
ples to consider when building, maintaining, man-
aging, and transitioning electronic record
environments. The Conference will provide a fo-
rum for information exchange based on practical
experiences, building on lessons learned from
real-life electronic records management.

Major Topics Covered

Risk Management (record policies,
practices, and QA of record processes)
Information Technology (implementing,
validating, and maintaining operating
computing environments, and storage
media management)

Project Management (legacy remediation,
managing outsourced EDC systems, new
computing solutions, revising record
strategies, and management buy-in)
Records Management (creating records,
record content management, signing records,
coexistence of paper and electronic worlds)
Digital Preservation (record retention,
archival and retrieval, processability)
Education (training and education in
e-records)

Legal (critical considerations beyond the
technical and regulatory boundaries)

Faculty for this multi-track program of lec-
tures, panels, forums and tutorials will speak on
topics that represent a broader view of the legal,
regulatory, and strategic issues facing the elec-
tronic record and electronic signature world to-
day. These leaders are on the cutting edge of this
digital information age, actively involved in estab-
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lishing the groundwork for the future of electronic
records and electronic signatures. Featured facul-
ty are from FDA, FDA-regulated establishments, Ju-
diciary, consultancies for records management,
and technology research organizations.

Some of the Guest Speakers

Charles M. Dollar, Ph.D., Senior Consultant with
Cohasset Associates, Inc. Dollar has extensive experi-
ence in dealing with the impact of digital technology
issues on archives and records management. From
1974 to 1994 he was on the staff of the National Ar-
chives and Records Administration where he special-
ized in electronic storage media issues.

Raymond Lorie, Research Staff Member at the
IBM Almaden Research Center and ACM Fellow.
Lorie is conducting groundbreaking research in
the development of the Universal Virtual Comput-
er (UVC), a Digital Preservation Solution for long-
term storage and retrieval of electronic records.

Gordon B. Richman, Chem. Eng., J.D. Richman is
Vice President, Strategic Compliance Consulting
and General Counsel of EduQuest. Previously he
was Director of Worldwide Quality Strategy in
GlaxoSmithKline’s (GSK’s) Global Manufacturing
and Supply operations. Prior to GSK, he spent sev-
eral years in FDA regulatory practice with law
firms in Washington, DC.

Jeffrey Rothenberg, Ph.D., Senior Computer
Scientist in the Social Policy Department of the
RAND Corporation. Rothenberg is the author of
the landmark Scientific American article, “Ensuring
the Longevity of Digital Documents,” in which he
called for immediate action to prevent future loss
of today’s electronic documents.

Gary W. Secrest, M.S., National Security Strate-
gy. Secrest is Director of Worldwide Information Se-
curity at Johnson & Johnson (J&]J). Prior to joining
J&J he held senior executive positions with the Na-
tional Security Agency, including head of the Net-
work Security Group and Director of the
Department of Defense (DoD) Public Key Infra-
structure Program.

Pre-Conference Tutorials Offered

1. Electronic Records Management on Trial—Ken
Winters, Esq., Federal Judicial Center, United States
Courts

Responding to court-ordered electronic records
discovery requests is an increasingly important
component of electronic records management. In
this multifaceted, role playing tutorial, a hypotheti-
cal electronic records management program will be
developed. The participants will then defend (or
challenge) that program in a mock court case be-



fore a real judge. The key concepts of records man-
agement law, discovery procedure, and courtroom
evidence addressed in this tutorial are applicable in
all government and business electronic records
management planning. This will be truly a unique
and incisive event that will help you get prepared.

2. Managing Electronic Records: A Practical
Approach—Laurie Fisher, Cohasset Associates, Inc.

This popular, information-packed tutorial will
provide an overview of the challenges facing all or-
ganizations in the management of their electronic
records. It presents a tested practical model for in-
corporating e-records into a records management
program—an approach based on solid project
management methodologies (risk management,
quality management, and resource management)
as well as well-established techniques. Throughout
this interactive tutorial, common pitfalls and short-
comings will be highlighted — to help you avoid
making similar mistakes. Participants also will have
the opportunity to “test” the concepts and meth-
odologies presented in the tutorial—via work-
sheets and key concept tables.

3. What is Part 11?—John McKenney, SEC Associates,
Inc.

This comprehensive tutorial is designed to pro-
vide participants with an in-depth understanding
of the 21 CFR Part 11 Electronic Records Electron-
ic Signatures Rule. It will also address the implica-
tions on the predicate rule record-keeping
requirements for FDA-regulated activities. Partici-
pants will evaluate each section of the rule as it re-
lates to their specific job roles. This widely
acclaimed tutorial is intended for individuals who
need a thorough understanding of the basic con-
cepts and principles embodied in Part 11. Its easy-
to-understand presentation format is ideal for
those who are new to the subject.

4. Digital Preservation; Examination of Migration
and Emulation Options—Dick Fisher and Charles
Dollar, Cohasset Associates, Inc.

This tutorial will be presented by two of the na-
tion’s foremost experts on digital preservation.
They will begin with their insights on the problem
of digital preservation and its impending conse-
quences when information is lost or inaccessible.
They then will analyze the available options and
detail their advantages as well as disadvantages.
The focus of this tutorial will be a comprehensive
examination of the two primary digital preserva-
tion options: migration and emulation. Partici-
pants will take away a clear understanding of the
issues and options of an increasingly important
problem. Avoid major future problems by prepar-
ing now! M

—Leslie Zeck
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PDA Basel Pharmaceutical Forum

Biopharmaceutical Classification
System (BCS) and In Vivo-In Vitro
Correlation (IVIVC): Applications and

Opportunities

The regulatory guidance addressing either the
Biopharmaceutical Classification System (BCS) or
the in vivo-in vitro Correlation (IVIVC) were cre-
ated with the purpose of reducing the regulatory
requirements during the development of drug
products or when modifying marketed products.
The underlying principles and conditions for BCS
and IVIVC were generated by scientists from FDA,
academia, and industry. They were published by
FDA first and have since been adopted “in princi-
ple” by the European Health Authorities.

The BCS guidance classifies drug substances ac-
cording to their therapeutic permeability and solu-
bility, and for drug products the dissolution rate
plays an additional important role. A high solubili-
ty is assigned when the total dose is soluble in 250
ml of aqueous buffer in the physiologic pH range.
A high permeability is assigned when the drug’s
bioavailability is above 90%; in vitro data oriented
at internal standards and marker substances can
equally serve as characterization for the perme-
ability. The dissolution rate is preferably deter-
mined in compendial apparatus and media. During
the course of the drug’s development or the prod-
uct’s modification the BCS can streamline the in
vitro and in vivo experiments up to and including
a biowaiver.

The IVIVC is a mathematical relationship be-
tween in vitro and in vivo data. In the case of
product development normally iz vitro dissolu-
tion data are related to plasma concentration data.
Because the plasma concentration data cannot be
directly correlated to in vitro dissolution data, the
in vivo data need to be translated at first into in
vivo dissolution or absorption data before a math-
ematical correlation can be established. Of regula-
tory relevance are correlations which reflect the
entire in vitro and in vivo behavior (profile) of
the drug product. An IVIVC should be possible
once the rate for the dissolution from the product
is determined for the subsequent absorption pro-
cess. The IVIVC is considered robust when it has
an acceptable prediction power. The predictive
power allows one to single out the discriminating

MeeTing News

dissolution method, to set therapeuti-
cally meaningful release specifications,
and to justify biowaivers in certain cas-
es.

Utilizing the BCS or IVIVC tool dur-
ing product development to their full
extent depends on the properties of

Monday
June 30, 2003

UBS Ausbildungs-und
Konferenzzentrum

the drug substance and its formula-

tion. Not all substances can benefit from the op-
portunity, but it is prudent to establish the BSC
during the course of the development path as
early as possible, likewise for establishing the
IVIVC, if possible.

The PDA Basel Forum will review the principles
of these two tools, as well as its limitations, illus-
trated by numerous examples. The speakers are
selected on purpose from industry and from a reg-
ulatory agency to cover their application from
both angles.

Both the BCS and the IVIVC are built on reli-
able in vitro data, i.e., the solubility of the active
substance and dissolution rate of it from the
pharmaceutical product. The topic will therefore
be complimented with all aspects leading to such
a trustworthy én vitro data base.

Following is the Preliminary Program for the
June 30th PDA Basel Pharmaceutical Forum:

Presentations in the morning
¢ Biopharmaceutical Classification System
(BCS), in vitro dissolution, and in vivo-in
vitro Correlation (IVIVC) from regulators
standpoint
European Health Authority expert (invited)
* Biopharmaceutical Classification System, in
vitro dissolution, and IVIVC from the industry
standpoint
Dr. Harald Rettig, BioVista, Basel
Presentation in the afternoon
¢ State-of-the-Art Dissolution Testing
Dr. Jobannes Krdmer, PHAST GmbH

Gesellschaft fiir Pharmazeutische,
Qualitdtsstandards mbH M

—Gautam Maitra
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Vancouver Conference on Current
Issues in Pharmaceutical Manufacturing
June 9-10, 2003

Tabletop Exhibition
Monday, June 9
For details, contact:

Patrick Bronsard

Project Manager

SNC-Lavalin Pharma

8000 Decarie Blvd., 3rd FI.
Montreal, Quebec

Canada, H4P 254

Tel: (514) 735-5651 ext. 2270
Fax: (514) 737-7988

e-mail: patrick.bronsard@

snclavalin.com

Hyatt Regency
655 Burrard Street
Vancouver, BC V6C 2R7
CANADA

Hyatt Toll Free:

(800) 233-1234
Hotel:

(604) 683-1234
Rate:

$199 CDN

single/double

Reservation cutoff date:

May 16

Hyatt Regency Vancouver

Monday, June 9

8:00 am
9:00 am

10:00 am

11:00 am
11:30 am

12:30 pm
1:30 pm

3:30 pm
4:00 pm
6:00 pm

Registration and Continental Breakfast

FDA Systems Based Inspections Issues

Bob Coleman, ORA, FDA

GMP Compliance Issues for Marketed Products
Sherry Warren Nagy, Health Canada

Exhibit Break

Part 11 Compliance: FDA Expectations

Daniel Kordi, Wyeth Pharmaceuticals

Lunch

PQRI Recommendations to the FDA on their
Preliminary Concept Paper on Sterile Drug
Products Produced by Aseptic Processing
Jeanne Moldenhauer, Ph.D., Vectech Pharmaceutical,
Inc.; John Lindsay, Aseptic Solutions, Inc.; Carol Lampe,
Baxter Healthcare

PM Exhibit Break

Aseptic Processing, continued

Reception in Exhibit Hall

Tuesday, June 10

8:00 am
9:00 am

10:00 am
11:00 am
11:30 am

12:30 pm
1:30 pm
2:30 pm

3:30 pm
3:45 pm
4:30 pm

Registration and Continental Breakfast
Training

Gregg Sherman, Watson Pharmaceuticals
Team Biologics

Refreshment Break

Process Validation for Biologics
Harold Rode, Ph.D., Health Canada

Lunch

Inspection of Biotech Facilities
Preparing for an FDA Pre-Approval Inspection
Ron Tetzlaff, Ph.D., KM/

Refreshment Break

Hot Topics Panel

Adjourn

The program and speakers for this conference are subject to change. Please refer to the PDA Web site
(www.pda.org) for the most updated information.

PDA Letter
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PDA and CleanRooms from cover

maceutical manufacturing and contamination
control.

PDA will offer a five-day, multi-track series of
scientific sessions and education courses. Clean-
Rooms Group conferences will expand from the
standard two days to a three-day program.

“We are very sensitive to the ever increasing de-
mands on our members,” stated PDA President
Neal G. Koller. “By marrying our traditional PDA
Spring and Annual Meetings into a single event to
be co-located with CleanRooms East, we can deliv-
er a broader spectrum, content enriched opportu-
nity for industry professionals resulting in less
time away from the company.”

“We are thrilled to partner with PDA—an estab-
lished, well-respected industry organization,” said
James Enos, Vice President and Group Publishing
Director of the CleanRooms Group. “This agree-
ment allows PDA and the CleanRooms Group to
not only maintain our respective identities, but it
also provides attendees of both events the chance
to participate in a forum that embraces two dis-
tinct, yet harmonious technologies.”

Enos adds, “Co-locating broadens the spectrum
of marketing and access for end users, members,
and exhibitors who (in the past) had to plan to at-
tend two separate events. Now they can attend
one content-rich event, in a convenient and acces-
sible format.”

“This is just the beginning of what we can build
together,” said Adam Japko, President of the Ad-
vanced Technology Division of PennWell Corp.
“This co-location, a cornerstone of the agreement,
will undoubtedly grow and prosper into other in-
dustry ventures internationally to further benefit
life sciences professionals worldwide.”

PennWell (www.pennwell.com) is a diversified
media company providing 45 authoritative print
and online publications, 50 conferences and exhi-
bitions, research, databases, Internet-based servic-
es and other information products to strategic
global markets.

Contact PDA if you are interested in exhibit or
speaking opportunities. Watch the PDA Web site at
www.pda.org for updates on this exciting
venture. H

—Leslie Zeck
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Visit these companies
at the 2003 PDA
Annual Meeting,
Courses and
Exhibition
November 10-12
Atlanta, GA
www.pda.org

Tel: (301) 986-0293
Fax: (301) 986-0296
E-mail: info@pda.org

As of 4/7/03
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San Diego

2003 PDA Spring Conference Highlights

A panel of FDA experts
including Christopher
Joneckis, Ph.D., CBER,
Peter Cooney, Ph.D., CDER,
and David Hussong, Ph.D.,
CDER, field questions.

Mark Elengold, FDA, CBER
delivers the closing keynote
presentation on the status of
the compliance environment.

Tom Handel, Meridian Technologies,
PDA Exhibits Committee Chair, relaxes
with a colleague at the Networking
Reception.

Conference Co-Chair, Rhona O’Leary, Ph.D., Genentech,
facilitates a question-and-answer session following
presentations by Dr. Lance Gordon, VaxGen, and Dr.
Ken Seamon, Amgen.

Conference participants discuss the presentations.

Prague
2003 PDA/IABs Conference on the Comparability of Biopharmaceuticals

Presenters at the February 2003 PDA/IABs Conference on
the Comparability of Biopharmaceuticals in Prague include
(from left) Toru Kawanishi, Ph.D., Division of Biological
Chemistry and Bioligicals, National Institute of Health
Sciences, Japan; Cindy Wong, MPA, Sweden; Anthony Lu-
biniecki, Sc.D., GlaxoSmithKline, USA; Emily Shacter, Ph.D.,
CBER, FDA, USA; Barry Cherney, Ph.D., CDER, FDA, OPS,
USA; Karin Sewerin, Ph.D., Biologics Consulting Group,
Sweden; and Anthony Ridgway, Ph.D., Health Canada.

29 May 2003



PDA-TRI News

Director’s Message

International Course Program

Development

My article for the April PDA Letter was written at
39,000 feet, somewhere over the Atlantic, while en
route to the PDA International Congress & Courses
held in Prague, Czech Republic. This month’s article
was written at 33,000 feet, above U.S. territory,
while en route to the PDA Spring Conference &
Courses in San Diego. For some, writing comes
easy. For me, it appears I have to get “up” for it!

This month, I call your attention to PDA-TRI
plans to expand course offerings in Europe and
Asia. As our Association grows, a greater propor-
tion of its membership falls outside the U.S. “home
base.” Therefore, it is imperative that PDA-TRI pro-
vide more educational content to our international
membership, preferably at convenient locations for
those members. To that end, this summer (June
23-25, 2003) we will be offering a series of 11 lec-
ture courses in Toronto, Canada. (See the article
on the cover page for more details.)

During my trip to Prague, I spoke with several
European PDA members. Each had the same basic
request—more course offerings in Europe, prefera-
bly with European faculty familiar with the day-to-
day issues confronting European industry and
regulatory agencies. PDA European members: I

PDA Online Job Bank at
www.pda.org

) . Unip " 14 0
The PDA Online Job Bank lists Yue |, 009
. . w ohthl Is'tOrs
job openings at some of the W""'hday to

. -0
top-rated pharmaceutical £

companies.

If you are considering a move,
make the PDA Online Job Bank
your first stop.

PDA

AN INTERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY

N/
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heard your message clearly! I am now actively re-
cruiting faculty in and for the European training
programs. Readers: if you reside in Europe and
would like to contribute as a PDA-TRI instructor, I
encourage you to contact me at mello@pda.org.
We can begin the evaluation process.

This June, we are offering a course in Milan, Ita-
ly, on the design, validation, and use of isolators in
pharmaceutical applications. The course is being
offered in conjunction with a conference on ster-
ile manufacturing issues sponsored by the PDA Ita-
ly Chapter (see the PDA Web site at www.pda.org
for details). Also, as mentioned in the March PDA
Letter, PDA is producing a GMP course series for
the Italian Inspectorate. We hope to offer similar
GMP program modules to other inspectorates, as
well as to industry, throughout Europe.

From Asia, I have received several inquiries con-
cerning the availability in Japan and Taiwan of our
auditor training course entitled, “Computer Prod-
ucts Supplier Auditing Process Model: Auditor
Training.” We are making plans to offer this course
in Asia, hopefully in 2003 and certainly in 2004.
Such input coming from our membership and the
area Chapters is invaluable to us in our planning
and selection of course offerings in this region. We
intend to offer a minimum of four or five different
courses in Asia in 2004. Please let us know your ar-
eas of greatest interest. We exist for you—the
membership. What courses or subjects would you
like to see? Our plans for additional courses in Asia
during 2003 and 2004 are evolving and I hope to
report more details in subsequent messages. To
our colleagues in Asia: I extend a request for in-
structors. Please contact me if you wish to be a
part of the PDA-TRI Asia faculty.

We will be proceeding slowly with these new in-
ternational training initiatives, while we establish
faculty and a logistic infrastructure. We will add
more courses with time.

This is a sampling of my thoughts and plans for
the future of PDA-TRI from 33,000 feet. The seat-
belt sign has come on and we have begun our
landing approach. It’s time to put these plans into
action. H

—Robert J. Mello, Ph.D.



Upcoming Course Series

PDA-TRI Toronto Course Series

Westin Harbour Castle, Toronto, CANADA
June 23-25, 2003
PDA-TRI Lecture Courses
June 23
Failures/Deviations and Change Control
Achieving C6MP Compliance during the Development of a
Biotechnology Product
June 23-24
Basic Concepts in Cleaning and Cleaning Validation
Active Pharmaceutical Ingredients: Manufacture & Validation
CGMP & Compliance
June 23-25
Tablet Formulation
June 24
1.4 Attribute Inspection Sampling in a C6MP Environment
June 24-25
Knowledge & Skills of the Successful B4/0C Manager in the
Pharmaceutical Industry
June 25
Assay Validation
Designing, Monitoring and Validation of Pharmaceutical
Manufacturing Ventilation Systems
Radiation Dosimetry & Calibration

PDA-TRI San Francisco Course Series

The Fairmont, San Francisco, CA
August 19-21, 2003
PDA-TRI Lecture Courses
August 19
GMP Fundamentals
August 19-20
Sterile Pharmaceutical Dosage Forms: Basic Principles
Computer-Related Systems Validation
CGMP & Compliance
August 19-21
Introduction to Competency-Based Training
August 20
Managing in a GMP Environment
August 21
Good Documentation Practices in the Pharmaceutical
Industry
Analytical Probilem-Solving for CAPA Systems
Annual Product Reviews: How to Comply with FDA & ICH
Requirements

PDA-TRI News

Upcoming PDA-TRI Education Courses

SOLD ,0UT

SOLD OuUT

CGMP Trainer’s Qualification Pro-
gram—Lecture August 11-15, 2003;
October 20-24, 2003

Cleaning Validation—Lab May 19-21,
2003; October 13-15, 2003; $3,000
members/$3,195 nonmembers;
Faculty: Jon Voss and Bob O’Brien

Compliance Auditing of Cleanrooms
and Controlled Environments—
Lecture August 14-15, 2003

Designing, Operating and Controlling
High Purity Water Systems for Regu-
latory Compliance—Lab October 8-
10, 2003; $2,500 members/$2,695
nonmembers; Faculty: Bob Livingston

Ensuring Measurement Integrity in
the Validation of Thermal Process-
es—Lab November 6-7, 2003;
$2,000 members/$2,195 nonmembers;
Faculty: Goran Bringert

Environmental Mycology Identification
Workshop—Lab May 15-16, 2003;
October 2-3, 2003; December 4-5,
2003; $2,000 members/$2,195 non-
members; Faculty: John Brecker

Fundamentals of D, F, and Z Value
Analysis—Lab August 21-22; 2003;
$2,000 members/$2,195 nonmembers;
Faculty: John Shirtz l

Courses listed in
alphabetical order

These courses will be held at PDA-TRI in Baltimore, MD unless

otherwise noted.

For course content information, call PDA-TRI directly at

(410) 455-5800.

For registration information, call PDA headquarters in Bethesda,

MD at (301) 656-5900.

31

May 2003



PDA-TRI News

PDA-TRI Location/Lodging Information

Unless otherwise noted, PDA-TRI courses are held at: PDA Training and Research Institute,
1450 South Rolling Road, Baltimore, MD 21227, Tel: (410) 455-5800; Fax: (410) 455-5802.

PDA has not secured any specific room blocks for
participants attending courses at the Training and
Research Institute. There are several hotels in the In-
ner Harbor (downtown Baltimore) and BWI airport
areas. These include, but are not limited to:

Baltimore Hilton & Towers Inner Harbor
(410) 539-8400
(410) 625-1060 - fax

Courtyard by Marriott-BWI
(410) 859-8855
(410) 859-5068 — fax

Baltimore Marriott Inner Harbor
(410) 962-0202
(410) 625-7892 - fax

Embassy Suites BWI
(410) 850-0747
(410) 850-0816 — fax

\_

For additional hotel information, please visit ww.baltconvstr.com, the
Baltimore Convention and Visitors Bureau’s Web site.

Transportation to PDA-TRI: All listed hotels are no more than a 15-20
minute taxi ride to the Training and Research Institute. All hotels can
assist you with taxi arrangements. Registrants may prefer to rent a car
for easier access to and from the Institute.

J

Homewood Suites BWI*
(410) 684-6100
(410) 684-6810 — fax

Holiday Inn Inner Harbor **
(Special Rates for our course attendees)
(410) 685-3500
(410) 727-6169 - fax
Hyatt Regency Baltimore Inner Harbor
(410) 528-1234
(410) 605-2870 - fax
Sheraton International Hotel BWI
(410) 859-3300
(410) 859-0565 - fax
Courtyard Baltimore Downtown/Inner Harbor
(443) 923-4000
(443) 923-9970 - fax
Holiday Inn—BWI ***
(410) 859-8400
(410) 684-6778 — fax

* no on-site restaurant

** A discounted rate is available for Holiday Inn In-
ner Harbor of $99. To receive this rate call the num-
ber above and mention the PDA-TRI Corporate Rate
(ID# 100196574) when making your reservations.
Rooms are based on availability.

*** A discounted room rate is also available from
the Holiday Inn—BWI. You must call the number
above and mention the PDA Corporate Rate (3-PDA)
when making your reservations.

PDA-TRI Thanks the Following...

Sponsors

Abbott Laboratories

Alma, Inc.

Becton Dickinson
Microbiology Systems

Berkshire Corporation

bioMerieux Vitek, Inc.

Bioscience International

Biotest Diagnostics
Corporation

Bonfiglioli Pharma

Machinery
Bristol-Myers Squibb
Company

Charles River Endosafe

Chemunex, Inc.

Cole-Parmer

Comar, Inc.

Contec, Inc.

Corning, Inc.

DuPont Pharmaceutical Co.

Dycem Ltd.

Eagle Picher

PDA Letter

Eisai U.S.A., Inc.

Electrol Specialties
Company

Environmental Monitoring
Technologies

General Econopak, Inc.

Genesis Machinery
Products, Inc.

GlaxoSmithKline

Helvoet Pharma

IDEXX Laboratories, Inc.

Interpharm

Kimberly Clark, Corp.

KMI/Systems

La Calhene, Inc.

Larson Mardon Wheaton

Micro Diagnostics

Micronova
Manufacturing, Inc.

MIDI Laboratories, Inc.

Millipore Corporation

M.W. Technologies, Inc.

Nalge Co.

Pacific Scientific

Instruments

Pall Corporation

Particle Measuring
Systems, Inc.

PML Microbiologicals

Raven Biologicals, Inc.

Research Equipment Services

Rhone-Poulenc Rorer

Sartorius AG

Siemens Building
Technologies, Inc.

SGM Biotech,

STERIS Corporation

Amgen, Inc.

Atlantic Technical Systems

Automated Liquid
Packaging, Inc.

Berkshire Corporation

Cardinal Health

Charter Medical, Inc.

Cotter Corp.

DuPont Tyvek

Eli Lilly and Co.

Fedegari

Kaye Instruments, Inc.

Kimberly Clark, Corp.

National Instrument Co., Inc.

Inc.

Veltek Associates, Inc. Neslo, Inc.

VWR Scientific Perfex Corporation
Products Pharmacia

West Pharmaceutical Sievers Instruments, Inc.
Services Technovation

Wilco AG

Wyeth-Ayerst Laboratories

Contributors
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PDA-TRI Education Courses RegistraTtioNn Form

1. Please type or print your name, address and affiliation.

QO Mr. aMs. aDr. First Name Middle Initial Last Name

Membership Number

Job Title Company

Business Address

City State/Province ZIP+4/Postal Code

Telephone Fax E-mail

(1 Substituting for (Check only if you are substituting for a previously enrolled colleague; nonmember substituting for

member must pay the additional fee.) LTR 05/03

2. Indicate the course(s) you'd like to attend (please print). Individuals registering at the nonmember rate receive one full
year of PDA membership. Nonmembers registering for multiple events need only pay the nonmember fee once. (If you do NOT want to
become a PDA member, please check here ).

COURSE TITLE COURSE # DATE LOCATION PRICE (member| PRICE (govt. member

or nonmember) | or govt. nonmember)

TOTAL :|$

3. Please check the appropriate box:

1 Check enclosed Charge: 1 MC/EuroCard 1 VISA O AMEX .
Payments must be made to PDA in

US dollars by a check drawn on a
Account Number Exp. Date __ US bank, or by American Express,
MasterCard, or VISA.

Name
(exactly as it appears on credit card; please print clearly)

] Payment must be included to
Signature Date be considered registered.

4. Return completed form with payment made to:

PDA Federal Tax I.D. #52-1906152
PO. Box 79465

Baltimore, MD 21279-0465 USA

USA Fax: (301) 986-1093 (credit cards only)

Deadline: Enrollment is limited for the benefit of all attendees; this necessitates early registration. Paid registrations must be received one week prior to the event.
Confirmation: Written confirmation will be sent to you once payment is received. You must have this written confirmation to be considered enrolled in a PDA
event. Please allow one week for receipt of confirmation letter.

Substitutions: If a registrant is unable to attend, substitutions are welcome and can be made at any time, even on-site. If you are pre-registering as a substitute
attendee, indicate this on the registration form.

Refunds: Refund requests must be in writing. If received one month prior to start of an event (course series, conference, etc.), a full refund, minus a $55.00
handling fee, will be made. If received two weeks prior to the event, one-half of the registration fee will be refunded. After that time, no refunds will be made.
Event Cancellation: PDA reserves the right to modify the material or instructors without notice or to cancel an event. If the event must be canceled, registrants
will be notified as soon as possible and will receive a full refund of fees paid. PDA will not be responsible for discount airfare penalties or other costs incurred
due to a cancellation.

PDA USE:

Date: Check: Amount: Account:
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Technical & Regulatory Resources Available

PDA Books

Good Practice and Compliance for Electronic Records

Part 1—Good Electronic Records Management
(GERM): Electronic Information Assurance
for the Regulated Industry—Guide to Current
Good Practice for Electronic Records and
Signatures What you need to know about po-

IR sitioning regulated establishments for achieving

electronic information assurance—the concepts
ity and principles that need to be considered when

e building, maintaining, managing and transitioning

=% ﬁ electronic environments—can be found in Good

Electronic Records Management (GERM), Part 1 of

the PDA-ISPE series on Good Practice and Com-

pliance for Electronic Records and Electronic Sig-
natures. Focusing on requirements and concepts
rather than technical implementation details, this
resource document is a valuable tool for the archi-
tects of electronic records environments. Wheth-
er your mission is to define the requirements,
policies and procedures or to construct the physi-

. cal environment, you will find that Good Electron-

e e e ic Records Management (GERM) is a must for your

bookshelf. Key elements of the document include:

prerequisites; electronic records; organizational

LR controls; operations and infrastructure; transac-

tions; records retention; personnel qualification

and training; hybrid systems and controls; legal;
glossary; and further reading.

This document was produced through the col-
laboration of several industry groups (FDA regulat-
ed companies, system suppliers, legal experts, and
consultants). It represents a compendium of current
thinking on good electronic record management
from an FDA-regulated industry perspective.
GERM attempts to present these practices at an
abstraction level that is descriptive. The stated prac-
tices and concepts are meant to educate the read-
er when considering options for electronic records
management. No endorsement of specific tech-
nologies is made, nor are there any specifics that
direct a standard for the implementation of con-
cepts. Current thinking on the topics presented
means that this compendium is intended to evolve
as experience with electronic recordkeeping

published jointly with ISPE

grows. Application of concepts may require a par-
adigm shift in some organizations with regard to
the treatment of electronic records. Such changes
are a conscious business decision and not an in-
tentional prerequisite for implementation of any of
the concepts presented. 2002; 104 pages; $95 PDA
members/$190 nonmembers Item # 19003

Part 2—Complying with 21 CFR Part 11, Elec-

tronic Records and Electronic Signatures This
document has been produced by a Special Interest
Group of the GAMP Forum (pharmaceutical com-
panies, suppliers, consultants and the Medicines
Control Agency in the UK) in order to promote a
better understanding of 21 CFR Part 11. It aims to
provide industry and its suppliers with practical guid-
ance on how to comply with the rule, while high-
lighting and addressing common issues of concern.
The manuscript provides a management process
for achieving and maintaining compliance with 21
CFR Part 11 in manufacturing environments. Specif-
ic guidance is provided for both new and existing
systems in addition to the role of suppliers in sup-
porting this approach. Appendices provide infor-
mation, examples, templates, checklists, and a
lifecycle for the management of electronic docu-
ments that are useful when implementing 21 CFR
Part 11 compliance programs. A glossary and ref-
erences list are also included.

Part 2—Complying with 21 CFR Part 11, Electronic

Records and Electronic Signatures; 80 pages; $95
members/$190 nonmembers (English)
Item # 19001

Part 2—Complying with 21 CFR Part 11, Electronic

Records and Electronic Signatures; 80 pages, $95
PDA members/$190 nonmembers (German)
Item # 19002

Part 2—Complying with 21 CFR Part 11, Electronic

Records and Electronic Signatures; 80 pages,
$95 PDA members/$190 nonmembers
(Spanish)—rhe Spanish version must be ordered directly
from: Ediciones VR, Av. Belgrano 3786, Of. #2, (1210) Buenos
Aires, Argentina, Attn: Ms. Florencia Viscaino; E-mail:

subscripciones@edicionesvr.com; Fax: 54 1149314861

Cleaning & Cleaning Validation: A
Biotechnology Perspective Authors: Roger

Chasinng) mnd Brunkow, David Delucia, George Green, Shane Haft,
Lisareng Wikclor John Hyde, John Lindsay, Jill Myers, Robert Murphy,
M Rt John McEntire, Karen Nichols, Ray Prasad, Brenda Ter-

ranova, Jon Voss, Caroline Weil, Edward White; This
book is intended to serve as a source of practical tech-
nical information for those persons in the biotechnolo-
== gy industry. Case studies and/or actual industry

- examples are used to support the text wherever possi-
_--—'- ble. While much of the material contained within this
it text is equally applicable to non-biopharmaceutical
processes, the emphasis has been focused directly
upon biopharmaceutical manufacturing. Section | pro-
vides an in-depth analysis of the design concepts that
lead to cleanable equipment. Also covered are clean-
ing mechanisms and cleaning systems. The first sec-
tion is particularly useful to those persons faced with
the task of designing systems that will be cleaned and
also provides the biochemical background of the

mechanisms associated with the removal of common
biotechnology soils. Section Il focuses on cleaning vali-
dation concepts. While the material is equally useful for
single product cleaning, emphasis is placed upon
multi-product cleaning validation. Included are general
validation principles as they apply to cleaning valida-
tion, a detailed analysis of cleaning process valida-
tion, sampling techniques, analytical methods and
acceptance criteria. The material in Section Il will be
useful to anyone responsible for the development of a
cleaning validation program. Section lll provides an
overview of multi-product biotechnology manufac-
turing procedures. Included is an analysis of the risk-
to-benefit scenarios associated with the various forms
of product manufacturing; an analysis of changeover
programs; and equipment considerations and mate-
rial transport as they are affected by multi-product
manufacturing strategies. 1995; 190 pages; $125
members/$145 nonmembers Item # 13002
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Technical & Regulatory Resources Available

Books from PDA-DHI Press

Change Control Soren Schwartz; This manual pro-
vides a well-organized, practical process for the

Hosting a Compliance Inspection Janet Gough;

This is the guidance you need to host a compli- For complete

management of changes to the Information and Con-
trol Systems used in GxP-related operations. 25 pp;
$90members/$109 nonmembers Item # 17189

Commercial Off-The-Shelf Software Validation
for 21 CFR Part 11 David Nettleton and Janet
Gough; Validation clearly is a requirement for regula-
tory compliance. Every indication is that the regula-
tions will focus more and more on the electronic
generation of data, data control, and data transfer. The
goal of this book is to provide guidance for validating
commercial, off-the-shelf (COTS) computer software
that generates data or controls information about
products and processes subject to binding regulations.
Drawing upon the authors’ extensive 21 CFR Part 11 ex-
perience, this book offers a systematic approach to
validation, from the determination to validate COTS
computer software to assessing the outcome of the
process. It also tells what measures companies must
take to ensure that systems remain compliant with the
binding regulations. It is designed to help readers save
countless hours and dollars in pursuit of compliance.
Making the transition from manual record- keeping to
the electronic, paperless arena is not effortless. This
book provides the practical information needed to en-
sure understanding of the FDA- issued guidance as
they develop systems that will enable them to go par-
tially or fully electronic. Intrinsic in the FDA guidance is
that electronic systems that control the research, devel-
opment, manufacturing, packaging, and distribution of
products undergo validation and this book offers the
information you need to proceed with confidence.
Hardcover; 118 pp; $185 members/$229 nonmembers
Item # 17200

GMP in Practice: Regulatory Expectations for
the Pharmaceutical Industry, 3rd edition
James Vesper; A quick guide to GMP, designed to
simplify and enhance understanding of most of the
current GMP expectations and how they apply to
ongoing tasks in any given pharmaceutical manu-
facturing situation. 224 pp; $105 members/$129
nonmembers Item # 17199

ance inspection. 106 pp; $120 members/$149
nonmembers Item # 17192

Internal Quality Audit, The Janet Gough and
Monica Grimaldi; This book provides guidance
for performing a systematic internal quality audit
with guidelines and a common-sense approach to
an often difficult task. 100 pp; $120 members/$149
nonmembers Item # 17179

Introduction to Environmental Monitoring in
Pharmaceutical Areas Michael Jahnke; Topics
discussed include all aspects of cleanrooms, air
handling systems, HAACP and risk analysis along
with numerous useful charts, tables and figures.
104 pp; $90 members/$109 nonmembers Item #
17182

Laboratory Systems Validation Testing and
Practice Paul Coombes; This book aims to pro-
vide advice on the thinking and practice found to
be successful and valuable in the validation of
laboratory systems used in the pharmaceutical
and related industries. 113 pp; $120 members/
$149 nonmembers Item # 17196

Media Fill Validation Environmental Monitor-
ing During Aseptic Processing Michael
Jahnke; The second in this series of four books.
This edition provides current, practical techniques
that focus on considerations in the preparation and
monitoring of aseptic manufacturing, taking into
account the national and international requirements
as well as guidelines concerning the validation of
aseptic processing. Topics include: Risk analysis,
HAACP, Documentation and qualification; Qualifi-

talents in developing this comprehensive collec-
tion of timely information on this critically impor-
tant subject. This book encapsulates current
knowledge in a truly wide array of microbiologi-
cal applications for the reader. It is hoped that this
book will demystify the field of microbiology by
describing it plainly and systematically from vari-
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descriptions,
visit our Web site,

www.pda.org.
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E'é’c"o:'_'c Re(;:rds and Elet;ltror;rt Slgnar:ures tion; Overall requirements; Release requirements; R
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uflendore, LI provides practical guidance on includes an excellent Manufacturing and Testing P 38
the interpretation of 21 CFR Part 11 and the steps Master Batch Record, and 25 extremely valuable AGE
you need to take to address current and future com- charts, graphs, and figures. 108 pp; $90 members/
pliance issues. 58 pp; $90 members/$109 nonmem- $109 r;onmem,bers ltem # 17181,
bers Item # 17177 A . B . .
A ) Microbiological Monitoring of Pharmaceutical
Exterflal Q.uallt\./ Au.d|t, The .Janet Gough and Process Water Michael Jahnke; This quick
Monlca Grimaldi; Th'_s book will he.lp you_ to_ feffec- guide discusses effective microbiological moni-
tlvely evaluate suppliers to determine reliability, toring strategies for testing the quality of process
quality and vallue. 100 pp; $120 members/$149 water used in the pharmaceutical industry. 70 pp;
nonmembers Item # 17180 $90 members/$109 nonmembers Item # 17193
Filtration Handbook—Intzgrity Testing Maik“W. Microbiological Risk Assessment in
Jornitz and Theodore H. Meltzer; This complete Pharmaceutical Clean Rooms Bengt
guid'e explgins the pr.op.er p'erform:f\nce Pf filter in- Ljungqvist and Berit Reinmuller; This monograph
tegrity testing by clarifying its relationship to clearly explains the Limitation of Risk Method (LR-
bioburden concerns and assessing its role in filter Method). 17 pp; $75 members/$90
validation. It offers practical approaches to the ap- nonmerr;bers It;am # 17175
propriate use of integrity testing, wetting and tem- ) ) } B .
perature requirements, the Bubble Point test, ""“_"°b'°'°9" n Ph.armaceu_tu_:al Manufacturing
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invaluable book. 150 pp; $185 members/$229 non- t_e Word s g_reatest p arrﬂaceutlﬁa microbiolo-
members ltem # 17197 gists and engineers, as well as ot er prespglous e ¢ aller
thought leaders, have invested their considerable et

2003



Technical & Regulatory Resources Available

Books fromm PDA-DHI Press (continued)

pest cellel

ous scientific, technical, and functional perspec-
tives. 900 pp; $240 members/$299
nonmembers Item # 17185

Practical Change Control for Health Care
Manufacturers Angie Jamison; A quick guide.
124 pp; $120 members/$149 nonmembers Item #
17173

Quality Control Systems for the Microbiology
Laboratory: The Key to Successful
Inspections Lucia Clontz; Addresses the main
quality control systems that should be implement-
ed in a microbiology laboratory with a focus on
current issues and inspection trends. 175 pp; $135
members/$169 nonmembers Item # 17176

Steam Sterilization—A Practitioner’s
Guide Jeanne Moldenhauer, Editor; Contains
pragmatic details on how to accomplish the tasks
necessary for a sterility assurance program for
steam sterilization processes. Each chapter author
is a subject matter expert and has a minimum of 10
years of hands-on experience in the topics dis-
cussed. The authors use this experience to identify
practical ways to perform research, development,
validation, and production activities associated
with steam sterilization. Many of the chapters in-
clude sample standard procedures or protocols
that may be used as templates to generate docu-
ments for your facility. Other chapters outline and
explain the requirements. The book also provides

PDA Letter

guidance for those individuals who are responsible
for the oversight of these processes or those who
wish to update their knowledge. While written pri-
marily for the pharmaceutical industry, much of the
content may be applicable to the food and cosmet-
ic industries as well. While this book does not spe-
cifically address the bulk drug industry, certain
information may be applicable to bulk drug manu-
facturers. Whether your organization is small or
large, this book contains insights and techniques
that will prove invaluable in your effort to develop
and maintain a sterility assurance program for
steam sterilization processes. 740 pp; $215 mem-
bers/$269 nonmembers Item # 17183

Understanding Active Pharmaceutical
Ingredients Seigfried Schmitt; Written by a Char-
tered Chemist and Member of the Royal Society of
Chemistry, and edited by Trevor Deeks, this suc-
cinct document provides an overview of API use,
including regulatory and validation details. 44 pp;
$80 members/$109 nonmembers Item # 17188

Understanding GMP: A Practical Guide
Martyn Becker; This ex-MCA inspector, now at Mer-
ck, shares his expertise and perspectives on GMP
regulations, legislation, applications, and practical
challenges and solutions to applying GMP to the
manufacturing environment. 237 pp; $130 member/
$159 nonmember Item # 17174

Selected PDA

Technical Reports

TR 36 Current Practices in the Validation of
Aseptic Processing—2001; The validation of
aseptic processing continues to be a major area of
interest within the pharmaceutical industry. Five
years have passed since the last PDA survey on this
subject. While there have been no new broadly ap-
plicable regulations or regulatory guidance since
that time, there has been continued controversy
over the details of aseptic processing and process
simulation practice. Industry practices largely ad-
here to current regulations and guidelines on asep-
tic processing by the European Union, ISO, and
FDA. The impact of PDA's TR 22: Process Simula-
tion Testing for Aseptically Filled Products, is also
apparent. Over time industry methods, practices
and limits have been modified to adapt to the
changing circumstances. The Pharmaceutical Man-
ufacturers Association (now PhRMA) in 1979 and
PDA in 1986, 1992 and 1996 conducted surveys on
this subject that have provided a clearer under-
standing of contemporary industry practice. This
survey addresses the continuing need to track in-
dustry practice in the validation of aseptic process-
ing as it evolves. Questionnaires were sent to 88
firms that specifically agreed to participate with
PDA in this effort. Forty-three responses were re-
ceived representing both US and overseas loca-
tions. The results were tabulated to provide both
raw numerical and a percentage of total respon-
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dents. The respondents provided comments, either
solicited or voluntarily, after the question. Where
more than one respondent provided essentially the
same response selection and comment, they have
been consolidated and a number appears next to
the response indicating the number of comments of
that type. The nature and extent of the comments re-
ceived were extensive, and for this reason the au-
thors have chosen to combine similar responses.
One of the major benefits of surveying on a regular
basis is the opportunity to follow the evolution of
concepts and practices over time. To that end, this
survey instrument used many questions that were
nearly identical to those asked in 1992 and 1996.
2001; 34 pages; $75 members/$125

nonmembers. Item No. 01036

TR 35 A Proposed Training Model for the Microbio-
logical Function in the Pharmaceutical Industry;
Many firms today have separate departments with
different training requirements. Employees associat-
ed with the Microbiological Function do not always
receive consistent training. This can lead to varying
microbiological control practices within a manufac-
turing facility. This Technical Report was produced
by the PDA Subcommittee on Microbiology Train-
ing, formed in January 2001, to develop an industry
vision and guidance for instituting a step-wise, com-
petency-based training program for the microbio-



Technical & Regulatory Resources Available

Selected PDA

Technical Reports (continued)

logical training of individuals engaged in work ac-
tivities connected to the contamination control and
microbiological testing of pharmaceutical articles.
2001; 24 pages; $75 members/$125

nonmembers. Item No. 01035

TR 34 Design and Validation of Isolator Systems
for the Manufacturing and Testing of Health Care
Products; This technical report addresses essential
user requirements for the application of isolator
technology to a broad range of manufacturing, de-
velopment and testing applications in the health
care product manufacturing industry. It covers not
only product sterility assurance, but also the use of
isolators for the containment of hazardous materi-
als. 2001; 25 pages; $75 member/$125
nonmember. Item No. 01034

TR 13 Revised Fundamentals of an Environmental
Monitoring Program; The purpose of this document
is to identify microbiological and particulate control
concepts and principles as they relate to the manufac-
ture of sterile pharmaceutical products. It expands
substantially upon the first edition of Technical Report
No. 13 (Revised), Fundamentals of a Microbiological
Environmental Monitoring Program, published by
PDA in 1990. While this publication cannot possibly
supplant the wealth of information published on this
subject, it provides summary information and appro-
priate references for the reader to consult, if neces-
sary. The objective was to contemporize the first
edition through the utilization of current definitions,
and the recognition of improved environmental mon-
itoring procedures and equipment. This document
serves as a source on clean room environmental test
methods, and although some non-viable particulate
and endotoxin testing data are included, its primary
focus is microbiological control. The concepts for
sterile product manufacturing are the most stringent
application, but these concepts can also be applied
to non-sterile product manufacture. The focus is envi-
ronmental monitoring as it relates to facility control
and compliance. This document was compiled to aid
in setting up a program that is meaningful, manage-
able, and defendable. 2001; 37 pages; $75 member/
$125 nonmember. Item No. 01013

TR 33 Evaluation, Validation and Implementation
of New Microbiological Testing Methods; This re-
port is intended to provide a general approach to
the introduction of new microbiology methods in a
government-regulated environment. It is also in-
tended to provide guidance for the successful eval-
uation, validation and implementation of new
microbiological methods needed by the pharma-
ceutical, biotechnology and medical device indus-
tries to assure product quality. These new
methodologies offer significant improvements in
terms of the speed, accuracy, precision and speci-
ficity with which testing can be performed. 2000;
37 pp; $75 members/$125 nonmembers. Item No.
01033

TR 32 Auditing of Suppliers Providing Computer
Products and Services for Regulated Pharmaceu-
tical Operations; Developed in response to an
FDA challenge to develop a standard way to as-
sess the structural integrity of acquired software,
TR 32 was written by the PDA Supplier Auditing
and Qualification Task Group (SA&Q), which includ-
ed pharmaceutical companies, suppliers, auditors
and FDA members who used their experiences
with supplier audits and performed research to
draft a common practice to satisfy industry needs.
The scope of the project included audits of com-
puter products and services and describes how the
SA&Q Task Group, led by George J. Grigonis, Jr.,
Merck and Co., Inc., developed and tested a Pro-
cess Model and Data Collection Tool. Use of these
tools will provide consistent audit information that
can be shared within the industry. December 1999;
277 pp; $90 members/$140 nonmembers (paper
copy Item No. 01032); CD-ROM—$50 members/
$75 nonmembers (CD-ROM format Item No.
01132).

PDA Technical Archive

on CD-ROM

PDA Technical Archive on CD-ROM—PDA Archive
Retrieval System; The PDA Archive will give you
easy access to more than 50 years of research pa-
pers written by highly qualified research scientists
in the pharmaceutical industry. All PDA Journal ar-
ticles, Technical Reports and Monographs, and se-
lected Meeting Proceedings are available on this
fully searchable CD-ROM. The archive is updated
each year adding six issues of the PDA Journal, all
PDA Technical Reports and Monographs, and se-
lected PDA Meeting Proceedings. The archive is a
4-CD set.

Archive (2003 Release)
Price: $395 members/$495 nonmembers.
Item No: 01101

2002 Update
Price: $95 members/$195 nonmembers.
Item No: 01002

For a full listing of

documents available, please contact
PDA at (307) 656-5900 or visit our Web

site, www.pda.org.
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Technical & Regulatory Resources Order Form

PDA Document Order Form

Use this form to order any of these books. If ordering by mail, include a check payable to PDA to the address below.
Be sure to include shipping and handling charges in the total. If ordering by fax, please include all credit card
information. All orders must include payment. Prices are subject to change at any time.

Name Member No.

Company

Address

City State Country_ Zip+4/Postal Code
Tel: Fax: E-mail:

Payment type: 1 Check drawn on a US bank 1 MasterCard 1 VISA QO AMEX 1 EUROCARD A Wi
Mail to: PDA

PO. Box 79465 Credit Card # Exp.
Baltimore, MD 21279-0465 USA
Fax: (301) 986-1093 Name
Questions? (301) 656-5900 x133 or exactly as it appears on credit card (please print clearly)
info@pda.org )
Signature
Document No. Title Qty. Price Total
Payment Subtotal
Payments must be made in US dollars, by a check drawn on a US bank, or by credit card.
Federal Tax |.D. #52-1906152 Shipping & Handling
Please allow 4-6 weeks for delivery on some items.
5% Tax
Shipping (MD Residents Only)
Domestic US orders are shipped via UPS Ground. Second-day and Next-day Air service is
available. Call or e-mail for prices. TOTAL
Shipping & Handling Rates for the US, Puerto Rico & Canada

If your order totals: Add:
$ 15.00 and under $ 5.95

$ 15.01-$ 75.00 $ 7.95
$ 75.01-$150.00 $ 9.95
$150.01-$250.00 $11.95
$250.01 or more $13.95

International orders: Please add 20%, minimum $18.00, maximum $150.00. ltems are
sent priority air, delivery in 6-8 weeks, but express service is available for some countries;
please call for details.

PDA USE:
Date: Check: Amount: Acct:
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PDA Chaprter Contacts

New member contact information is forwarded to chapters on an ongoing basis. For immediate
notification of chapter events, please contact your local representative and ask to be placed on

the chapter mailing list.

International Chapters
Australia Chapter
Contact: Robert Sullivan
GlaxoSmithKline Australia

Tel: 61-03-9721-6972

Fax:  61-03-9721-6878
E-mail: rjs78046@gsk.com

Canadian Chapter

Contact: Grace Chin

Pellemon, Inc.

Tel: (416) 422-4056 x230

Fax:  (416) 422-4638

E-mail: grace.chin@snc-lavalin.com

Central Europe Chapter

Contact: Dr. Erich Sturzenegger

President, Central Europe Chapter

Tel: +41-62-868-7332

Fax:  +41-62-868-7465

E-mail: erich.sturzenegger@pharma.novartis.com

Israel Chapter

Contact: Karen S. Ginsbury
PCI-Pharmaceutical Consulting Israel Ltd.
Tel: +972-3-921-4261

Fax:  +972-3-921-5127

E-mail: kstaylor@netvision.net.il

Italy Chapter

Contact: Vincenzo Baselli

Pall ltalia

Tel: +39-02-477-96217

Fax:  +39-02-423-6908

E-mail: vincenzo_baselli@pall.com
Web site: http://www.pda-it.org

Japan Chapter

Contact: Hiroshi Harada

Tel: +81-3-3815-1681

Fax:  +81-3-3815-1691

E-mail: van@bcasj.or.jp

Web site: http://www.j-pda.jp/index.html

Korea Chapter

Contact: Jong Hwa A. Park

Tel: +82-2-538-9712

Fax:  +82-2-569-9092

E-mail: Jong_Hwa_Park@pall.com

Southeast Asia Chapter
Contact: Dr. K. P. P. Prasad

Wyeth Pharmaceuticals

Tel: +65-6415-2000

Fax:  +65-6415-2008

E-mail: Prasadk@labs.wyeth.com

Taiwan Chapter

Contact: Tuan-Tuan Su

Tel: +8862-2550-9301
Fax:  +8862-2555-4707
E-mail: pdatc@ms17.hinet.net

United Kingdom and
Ireland Chapter

Contact: John Moys

Sartorius

Tel: +44-1372-787-100

Fax:  +44-1372-726-171

E-mail: john.moys@sartorius.com

US Chapters

Capital Area Chapter

Areas Served: MD, DC, VA, WV
Contact: Robert Mello, Ph.D.

PDA-TRI

Tel: (410) 804-2284

Fax:  (410) 455-5802

E-mail: rjmelloT@aol.com

Web site: www.pdacapitalchapter.org

Delaware Valley Chapter
Areas Served: DE, NJ, PA

Contact: Mark Kaiser

Lancaster Laboratories

Tel: (717) 656-2300 x1263

Fax:  (717) 656-2681

E-mail: Mwkaiser@lancasterlabs.com
Web site: www.pdadv.org

Metro Chapter

Areas Served: NJ, NY

Contact: Frank R. Settineri

Chiron Corporation

Tel: (908) 730-1222

Fax:  (908) 730-1217

E-mail: frank_settineri@chiron.com

Midwest Chapter

Areas Served: IL, IN, OH, WI, IA, MN
Contact: Amy Gotham

Northview Labs

Tel: (847) 564-8181 x263

E-mail: PDAMidwest@northviewlabs.com

Mountain States Chapter

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

Pendelton Resources

Tel: (303) 832-8100

Fax:  (303) 832-9346

E-mail: cmdjeff@aol.com

Web site: www.mspda.org

New England Chapter

Areas Served: MA, CT, RI, NH, VT, ME
Contact: Robert A. Pazzano, PD.

VTS Consultants

Tel: (508) 870-0007 x140

Fax:  (508) 870-0224

E-mail: robert_pazzano@vtsinc.net

Southeast Chapter

Areas Served: NC, SC, TN, VA, FL, GA
Contact: Susan Moore

Millipore

Tel: (919) 831-2436

Fax:  (919) 831-2349

E-mail: susan_moore@millipore.com
Web site: www.pdase.org

Southern California Chapter
Areas Served: Southern California

Contact: John Spoden

Allergan

Tel: (714) 246-5834

Fax:  (714) 246-4272

E-mail: spoden_john@allergan.com

Web site: http://www.pda.org/chapters/Web-
site-SoCal/SoCal-index.html

West Coast Chapter
Areas Served: Northern California
Contact: Randall Tedder

Filtrex, Inc.

Tel: (510) 783-3700

Fax:  (510) 783-8715

E-mail: randallt@filtrex.com

PDA

AN INTERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY

N/
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PDA Membership ApplicaTion

Return your completed PDA membership application, with payment made to: PDA, PO. Box 79465,
Baltimore, MID 21279-0465 USA or fax it to: (301) 986-1093. (/f form is faxed, it must include necessary credit
card information.)

Member
Info

Please type or print
clearly

Member
Profile

PaymenT

(US Dollars
Only)

Note for USA members:
PDA dues are not tax-
deductible as charitable
contributions under the
Internal Revenue Code
of the United States.
However, the dues may
be deductible as
ordinary and necessary
business expenses.

Last Name

Mr.O Ms.O Dr.O First Name

Ml

Job Title

Company

Address

City

State/Province

Country

Business Phone:

Zip+4/Postal Code

Fax:

E-mail:

Business Environment (check only one)
1 Academic

Consultant

Engineering and Construction

Government Regulatory Agency

Industry Supplier

Medical Device Manufacturing

Pharmaceutical Manufacturing

Pharmacy

SNy Iy

Recruiter
Other

()

Professional Interest (check all that apply)

Aerosols
Analytical Chemistry
Biologicals

oo

Biotechnology
Computers

0ooodod

Engineering

Formulation Development

Liquids

Maintenance
Manufacturing/Production
Microbiology

Ointments

Ophthalmics

Packaging

Parenterals

Regulatory Affairs
Research
Solid Dosage Forms

Training
Validation

[ ELI T A

Membership dues are non-refundable and non-transferable.

LTR 05/03

GMP Compliance/Inspection Trends

Quality Assurance/Quality Control

Sterilization/Aseptic Processing

1 Individual Membership ... $195

Please check the appropriate box:

1 Government Agency Employee Member ... $80 You must be an employee of a government agency to qualify for this rate.

a Check enclosed Charge: 1 MC/EuroCard 1 VISA 1 AMEX

Account Number Exp. Date
Name
Signature Date

(exactly as it appears on card—please print clearly)

Federal Tax I.D. #52-1906152

PDA USE:
Date:

Check:

Account:

PDA Letter
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PDA InTerest Group Contact InformaTion

Biotechnology
Frank Matarrese
Chiron Corporation
4560 Horton Street
Emeryville, CA 94608
Tel: (510) 923-3128
Fax: (510) 923-3375
E-mail—

frank_matarrese@chiron.com

Computer Systems
Barbara L. Meserve

The Hollis Group Inc.
Station Square Two #109
Paoli, PA 19301

Tel: (610) 889-7350
Fax: (610) 296-2339
E-mail—

bmeserve@hollisgroup.com

Contract Manufacturing
Michael R. Porter

Eli Lilly & Company

DC 3852

Eli Lilly Corporate Center
Indianapolis, IN 46285

Tel: (317) 277-2595

Fax: (317) 276-8116

E-mail—

porter_michael _r@lilly.com

Drug-Device
Delivery System
Raymond A. Pritchard
Alkermes, Inc.

88 Sidney Street
Cambridge, MA 02139
Tel: (617) 250-1621
Fax: (617) 494-5504
E-mail—

ray.pritchard@alkermes.com

Filtration

Jack Cole

Jack Cole Associates
115 Turtle Cove Lane
Huntington, NY 11743
Tel: (631) 424-3658
Fax: (631) 424-3658
E-mail—

jvcole@aol.com

GMP Purchasing

Nancy M. Kochevar

Amgen, Inc.

MS 9-1-E

One Amgen Center

Thousand Oaks, CA 91320-1799
Tel: (805) 447-4813

Fax: (805) 447-1904

E-mail—

nancyk@amgen.com

Inspection Trends/
Regulatory Affairs
Robert L. Dana

Elkhorn Associates Inc.
4828 Patrick Place
Liverpool, NY 13088

Tel: (315) 457-3242
Fax: (315) 451-7363
E-mail—
elkhornassoc1@aol.com

Isolation Technology
Dimitri P. Wirchansky
Jacobs Engineering Group, Inc.
Three Tower Bridge

Two Ash Street, Ste. 3000
Conshohocken, PA 19428

Tel: (610) 567-4452

Fax: (610) 238-1100
E-mail—

dimitri.wirchansky @jacobs.com

Lyophilization
Edward H. Trappler
Lyophilization Techology
30 Indian Drive

Ivyland, PA 18974

Tel: (215) 396-8373
Fax: (215) 396-8375
E-mail—

frzdry@Iyo-t.com

Microbiology/

Environmental

Monitoring

Jeanne E. Moldenhauer, Ph.D.

Vectech Pharmaceutical
Consulting, Inc.

16100 W. Port Clinton Rd.

Lincolnshire, IL 60069

Tel: (847) 478-1439

Fax: (847) 478-1745

E-mail—
jeannemoldenhauer@yahoo.com
Ophthalmics

Chris Danford

Alcon Laboratories Inc.
Mail Code Q-108

6201 South Freeway
Ft. Worth, TX 76134
Tel: (817) 551-4014
Fax: (817) 568-7004
E-mail—

chris.danford@alconlabs.com
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Packaging Science
Edward J. Smith, Ph.D.
Wyeth Pharmaceuticals
2100 Renaissance Blvd.
King of Prussia, PA 19406
Tel: (610) 313-4338
Fax: (610) 313-4644
E-mail—

smithej@wyeth.com

Pharmaceutical Water
Theodore H. Meltzer, Ph.D.
Capitola Consulting Co.

8103 Hampden Lane
Bethesda, MD 20814-1124
Tel: (301) 986-8640

Fax: (301) 986-9085
E-mail—

tedmeltzer(@att.net

Production and
Engineering

Frank Bing

Abbott Laboratories, Inc.
D-968/AP4B

100 Abbott Park Road
Abbott Park, IL 60064-6076
Tel: (847) 937-8191

Fax: (847) 938-6569
E-mail—

frank.bing@abbott.com

Quality Assurance/
Quality Control

Don E. Elinski

Johnson & Johnson Merck
1734 Valette Drive
Lancaster, PA 17602

Tel: (717) 207-3858

Fax: (717) 207-3556
E-mail—
elinski@aol.com

Solid Dosage Forms
Pedro J. Jimenez, Ph.D.
Eli Lilly & Company

Eli Lilly Corporate Center
Indianapolis, IN 46285

Tel: (317) 277-3618

Fax: (317) 276-3618
E-mail—
jimenez_pedro_j@lilly.com

Stability

Rafik H. Bishara, Ph.D

Eli Lilly & Company

DC 2623 Eli Lilly Corporate Center
Indianapolis, IN 46285

Tel: (317) 276-4116

Fax: (317) 276-1838

E-mail—

rhb@lilly.com

Sterilization/
Aseptic Processing
James P. Agalloco
Agalloco & Associates
2162 US Highway 206
Belle Mead, NJ 08502
Tel: (908) 874-7558

Fax: (908) 874-8161
E-mail—

jagalloco@aol.com

Training

Thomas W. Wilkin, Ed.D.
Schering-Plough Corp.

M/S R-40

2000 Galloping Hill Road
Kenilworth, NJ 07083-1328
Tel: (908) 298-5213

Fax: (908) 298-5120
E-mail—
thomas.wilkin@spcorp.com

Vaccines

Frank S. Kohn, Ph.D.

FSK Associate

1899 North Twins Lake Rd.
Manson, IA 50563

Tel: (712) 297-8074

Fax: (712) 297-8074
E-mail—
fsk@lowatelecom.net

Validation

Bohdan M. Ferenc
Qualification Services
116 Route 10
Succasunna, NJ 07876
Tel: (973) 927-9823
Fax: (973) 927-9823
E-mail—

biferenc(@aol.com

Visual Inspection
of Parenterals

John G. Shabushnig, Ph.D.
Pharmacia Corporation
7171 Portage Road

MS 2043-41-104
Kalamazoo, MI 49001-0199
Tel: (269) 833-8906

Fax: (616) 833-9987
E-mail—

john.g.shabushnig@pharmacia.com
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Information on
these conferences
and courses

will be posted on
the PDA Web site
as they

become avail-
able.

Visit often
to get the
latest infor-
mation!

www.pda.org

PDA

AN INIERNATIONAL ASSOCIATION FOR
PHARMACEUIICAL SCIENCE AND TECHNOLS
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PDA Letter

2003 Calendar from back cover

SOLD OUT!

September 24-25, 2003

UK & Ireland Chapter Meeting

What to Do When Things Go Wrong

Britannia International, Canary Wharf, London, UK
September 29, 2003

PDA Presents

Basel Pharmaceutical Forums

UBS Ausbildungs-und Konferenzzentrum, Basel, SWITZERLAND

September 30-October 1, 2003

PDA-TRI Lecture Course:

POA Computer Products Sugplier Auditor Process Model:
Auditor Training

PDA-TRI Baltimore, MD

OCTOBER

October 2-3, 2003

PDA-TRI Laboratory Course:

Environmental Mycology Identification Workshop
PDA-TRI Baltimore, MD

October 13-14, 2003

2003 Taormina International Conference and Tabletop Exhibits
for Senior Executives in the Pharmaceutical Industry
Managing for Quality in a Cost-Focused Environment
Conference: October 13-14

Tabletop Exhibits: October 13-14

Grand Hotel Timeo & Villa Flora

Taormina, Sicily, ITALY

October 13-15, 2003
PDA-TRI Laboratory Course:
Cleaning Validation
PDA-TRI Baltimore, MD

October 20-22, 2003
PDA-TRI Boston Course Series
Radisson Hotel Boston, Boston, MA
PDA-TRI Lecture Courses:
October 20

Beyond the GMP/ISO Basies—Practical Strategies for Fveryday

Compliance
Bioassay Development & Validation
October 20-21
Parenteral Packaging: Rubber, Glass, Plastic and Metal Seals

Everything you Wanted to Know about Fnvironmental Monitoring,

but were Afraid to Ask

October 20-22

GMP Training Manager Workshop

October 21

Maximizing SOPs—An Untapped Resource of Training

Assay Validation

October 22

Achieving CGMP Compliance during Development of a
Biotechnology Product

21.4 Attrilbute Inspection Sampling in a CGMP Environment

Analytical Problem Solving for CAPA Systems

Annual Product Reviews: How to Comply with FOA & ICH
Requirements

42

October 20-24, 2003

PDA-TRI Lecture Course:

CGMP Trainer’s Qualification Program
PDA-TRI Baltimore, MD

SOLD OUT!

NOVEMBER

November 6-7, 2003

PDA-TRI Lahoratory Course:

Ensuring Measurement Integrity in the Validation of
Thermal Processes

PDA-TRI Baltimore, MD

November 10-14, 2003
2003 PDA Annual Meeting, Courses and Exhibition
Annual Meeting: November 10-12
Courses: November 13-14
Exhibition: November 10-11
Hilton Atlanta, Atlanta, GA
PDA-TRI Lecture Courses:
November 13
Designing, Monitoring & Validation of Pharmaceutical
Manufacturing Ventilation Systems
Auditing Technigues for CGMP Compliance
November 13-14
Basic Concepts in Cleaning and Cleaning Validation
Computer-Related Systems Validation

A Practical Approach to Aseptic Processing and Contamination

Control
November 14
Managing in a GMP Environment
Change Control & Documentation

SOLD OouT!

November 20, 2003

UK & Ireland Chapter Meeting

Impact of FDA’s Revised Guidelines on Aseptic Manufacture
Keele University Management Centre, UK

DECEMBER

December 4-5, 2003

PDA-TRI Lahoratory Course:

Environmental Mycology Identification Workshop
PDA-TRI Baltimore, MD

December 15, 2003
PDA Presents
Basel Pharmaceutical Forums

UBS Ausbildungs-und Konferenzzentrum, Basel, SWITZERLAND

For a complete
PDA Calendar
beyond December
2003, please visit
www.pda.org.



1o our engineers,
accuracy 1s a way of hfe.

There’s no tolerance for error
in pharmaceutical processing.
That’s why the industry relies
on GE Kaye for critical thermal
process validation. From the best
selling Validator® 2000 to our
wireless ValProbe™ technology,
GE Kaye sets the standard for pre-
cision, reliability and convenience.
® Measurement accuracy to +
0.1pC

® Powerful, yet intuitive reporting
with statistical and lethality
calculations

e System security features satisfy

FDA 21 CFR Part 11 Of course, GE Kaye systems are
e Unmatched reliability backed by local service and sup-
port around the world. Find out
what our customers have known
for over 40 years: at GE Kaye

“‘Same as always, Joe.
accuracy is a way of life. 23.5 mullimeters off the top.”

To learn more, visit us at
gekaye.com.

GE Kaye
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Be sure to watch

www.pda.org
for conference
and course
updates!

Calendar of Events

JUNE

June 2-4, 2003
The 34th Symposium of the R3 Nordic Society
Turku Polytechnic, Turku, FINLAND

June 6, 2003
PDA Southeast Chapter Golf Outing
Location TBA

June 9-10, 2003

PDA Canada Conference on Current Issues in Pharmaceutical
Manufacturing

Hyatt Vancouver, Vancouver, British Columbia

June 22-25, 2003
PDA Good Electronic Records Management Conference
Achieving FDA Part 11 Compliance with GERM
Conference: June 23-25
Courses/Tutorials: June 22
Westin Hotel, Chicago, IL
Pre-Conference Courses/Tutorials:
June 22
Electronic Records Management on Trial
Managing Electronic Records: A Practical Approach
What is Part 117
Digital Preservation; Examination of Migration and
Emulation Options

June 23-25, 2003
PDA-TRI Toronto Course Series
Westin Harbour Castle, Toronto, CANADA
PDA-TRI Lecture Courses:
June 23
Failures/Deviations and Change Control
Achieving CGMP Compliance during Development of a
Biotechnology Product
June 23-24
Basic Concepts in Cleaning and Cleaning Validation
Active Pharmaceutical Ingredients: Manufacture & Validation
CGMP & Compliance
June 23-25
Tablet Formulation
June 24
21.4 Attrilbute Inspection Sampling in a CGMP Environment
June 24-25
Knowledge & Skills of the Successful Q4/QC Manager in the
Pharmaceutical Industry
June 25
Assay Validation
Designing, Monitoring and Validation of Pharmaceutical
Manufacturing Ventilation Systems
Radiation Dosimetry & Calibration

June 23-27, 2003
PDA Italy Chapter Presents
Sterile Manufacturing Practices in the Third Millennium:
A Regulatory and Industry Perspective
Melia Milano Hotel, Milan, ITALY
Conference: June 23-25
Course: June 25-27
PDA-TRI Lecture Course:
June 25-27
Design, Engineering and Validation of Isolators for
Pharmaceutical Applications
June 30, 2003
PDA Presents
Basel Pharmaceutical Forums
UBS Ausbhildungs-und Konferenzzentrum, Basel, SWITZERLAND

JULY

July 15-16, 2003

PDA-TRI Lecture Course:

POA Computer Praducts Supplier Auditor Process Model:
Auditor Training

PDA-TRI Baltimore, MD

AUGUST

August 11-15, 2003

PDA-TRI Lecture Course:

CGMP Trainer’s Qualification Program
PDA-TRI Baltimore, MD

August 14-15, 2003

PDA-TRI Lecture Course:

Compliance Auditing of Cleanrooms and Controlled Fnvironments
PDA-TRI Baltimore, MD

August 19-21, 2003
PDA-TRI San Francisco Course Series
The Fairmont, San Francisco, CA
PDA-TRI Lecture Courses:
August 19
GMP Fundamentals
August 19-20
Sterile Pharmaceutical Dosage Forms: Basic Principles
Computer-Related Systems Validation
CGMP & Compliance
August 19-21
Introduction to Competency Based Training
August 20
Managing in a GMP Environment
August 21
Good Documentation Practices in the Pharmaceutical Industry
Analytical Problem Solving for CAPA Systems
Annual Product Reviews: How to Comply with FOA & ICH
Requirements

August 21-22, 2003

PDA-TRI Laboratory Course:

Fundamentals of D, £ and Z Value Analysis
PDA-TRI Baltimore, MD

SOLD OUuUT!

SEPTEMBER
September 3, 2003
UK & Ireland Chapter Meeting
Training Strategies
Royal Pharmaceutical Society, UK

September 8-12, 2003
2003 PDA/FDA Joint Regulatory Conference, Courses
and Tahletop Exhibits
Navigating Cosrenr GMPs: Catch the Compliance Wave
Conference: September 8-10
Courses: September 11-12
Tabletop Exhibits: September 8-9
Omni Shoreham Hotel, Washington, DC
PDA-TRI Lecture Courses:
September 11
Biapharmaceutical GA/0C for Senior Management
September 11-12
Cleanroom Management
CGMP & Compliance
Preparing for an FOA Pre-Approval Inspection
Validation of Sterilization Processes
September 12
Application of CIP to the Pharmaceutical Process
continues on page 42



