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As the demand for timely and pertinent regulatory

compliance information continues to grow, nothing

can replace the important face-to-face interaction and

information exchange with industry colleagues and

representatives from the FDA and European health

authorities. Make your plans now to join key industry

and regulatory leaders at the conference that will get

you updated on the latest compliance trends.

The 2003 PDA/FDA Joint Regulatory
Conference — your one-stop shop to get
the latest detailed information on current

and evolving industry practices.
Catch the wave!

Confirmed speakers from the Food and Drug Ad-

ministration include Lester Crawford, Ph.D., DVM,

Deputy Commissioner; Murray M. Lumpkin, M.D.,

Associate Deputy Commissioner; Helen Winkle,

CDER, FDA; Ajaz Hussain, Ph.D., CDER, FDA; Joseph

Famulare, CDER, FDA; Rick L. Friedman, CDER, FDA;

Nick Buhay, CDER, FDA; Mary Kremzner, CDER,

ing Practices (CGMPs) in Jim Vesper’s interactive

“Good Manufacturing Practice (GMP) Fundamen-

tals” course. In “ CGMP and Compliance,” discuss

the elements of Quality Assurance/Quality Control

(QA/QC) and CGMPs with Gayle Dolecek, formerly

on staff at the Center for Drug Evaluation and Re-

search’s (CDER) Policy and Guidance Branch.

A. Samuel Clark and Jon Voss will present their

program on “Computer-Related Systems Valida-

tion” to help you identify several ways to improve

PDA/FDA Joint Regulatory Conference

Navigating Current GMPs:
Catch the Compliance Wave

Omni Shoreham Hotel • Washington, DC

FDA; Warren Rumble, CDER Ombudsman,

FDA; Yana Milley, CDER, FDA; Gary German,

CBER, FDA; Seamus O’Boyle, CBER, FDA;

Robert Coleman, ORA, FDA; Jean Blackstone

Hill, ORA, FDA; Marie T. Falcone, ORA, FDA;

Pat Lefler, ORA, FDA; and Mark Kramer, Of-

fice of Compliance (OC), FDA.

Conference Highlights
A wide variety of compliance-focused sessions will of-

fer conference participants the opportunity to hear

discussions on cutting-edge issues of importance to

the industry, including FDA’s new Aseptic Processing

Guidance, corrective and preventative actions, in-

spection trends, legal issues and Part 11 compliance.

Several optional breakfast sessions will be offered

to help enhance your knowledge and to provide in-

teraction with the FDA.

A “Meet the FDA” luncheon will be offered to all full

conference registrants, providing an additional oppor-

tunity to facilitate discussion on critical issues.

PDA-TRI August Course Series
to be Held in San Francisco
PDA-TRI is presenting a series of nine outstanding

courses this August 19–21, 2003, in San Francisco,

CA. Home to the Golden Gate Bridge, cable cars,

Chinatown, and more, this venue is the perfect set-

ting to expand both your cultural and professional

development.

The three-day series offers choices of one-, two-,

and three-day courses covering general and ad-

vanced compliance and regulatory topics. Learn the

five values found in the Current Good Manufactur-

Conference:Conference:

September 8–10September 8–10

Exhibition:Exhibition:

September 8–9September 8–9

Courses:Courses:

September 11–12September 11–12
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Important Dates...

● July 15
th

, 2003—deadline for submission for Call For

Papers, 2004 PDA Training Conference—see page 30

● July 18
th

, 2003—deadline for submission for Call For

Papers, 2004 PDA SciTech Summit™

● July 25
th

, 2003—deadline for submission for Call For

Nominations—see page 4
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Executive Message

Neal G. Koller
PDA President

Now is the time to prepare nominations for PDA’s

2003 Honor Awards. These prestigious awards are

bestowed every year at PDA’s Annual Meeting to

members who are recognized by their peers and

by the PDA Board of Directors as having excep-

tional ability and dedication to PDA. I encourage

all PDA members to consider submitting nomina-

tions for these important awards.

Award recipients are selected from nominations

assembled by an ad hoc Board subcommittee and

ratified by the PDA Board. If you know of a worthy

PDA member for one of the following categories of

awards, please submit the information directly to

me, and I will forward the nomination to the

Awards subcommittee for consideration. You, the

members, are the life blood of PDA, and the associ-

ation is grateful to have such dedicated people

contribute to the accomplishments and achieve-

ments that PDA has been able to realize.

Nominations should be submitted directly to

me and should include:

• Nominee’s name

• Company affiliation

• Identity of the specific award

(Honorary Membership, Gordon

Personeus, Frederick J. Carleton, or

Distinguished Service)

• A paragraph describing why the

individual is deserving of the award.

Nominations will be accepted by e-mail to

macauley@pda.org, by fax to (301) 986-0296 or

via the postal service to PDA Headquarters, 3 Be-

thesda Metro Center, Suite 1500, Bethesda, Mary-

land 20814. The deadline for submission is July

25, 2003.

Award Categories
Honorary Membership
This is PDA’s most prestigious award, conferring

lifetime membership benefits to the recipient. The

award has usually been given in recognition of very

long service, of a very significant nature, to PDA.

The award requires unanimous approval of the

PDA Board of Directors, and honorary members

are not eligible for other awards in the same year.

Call for Nominations—
PDA Honor Awards
by Neal Koller

Gordon Personeus Award
Presented in memory of the late Gordon Person-

eus, past PDA President and long-time volunteer,

this award is intended to honor a PDA member for

long-term acts or contributions other than Board

service that are of noteworthy or special impor-

tance to PDA. Past service on the Board of Direc-

tors is not a disqualifying factor, but the award is

presented for service other than Board service.

Frederick J. Carleton Award
Presented as a tribute to lifetime contributor, past

President, past Executive Director, and current

Honorary Member Frederick J. Carleton, this

award is designated for past or present Board

members whose performance and service on the

Board is recognized by his/her peers as worthy of

recognition.

Distinguished Service Award
This award is given for special acts, contributions

or services that have contributed to the success

and strength of PDA.

There are other prestigious awards that do not

lend themselves to at-large nominations. One is the

Agalloco Award, which is presented to a PDA faculty

member who exemplifies outstanding performance

in education. It is named for James P. Agalloco in

honor of his work in developing the PDA education

program. Due to the nature of the honor, it stands

to reason that the recipient should be decided

among the many participants of our PDA courses,

along with the PDA-TRI education staff.

Another is the Frederick D. Simon Best Paper

Award, given to the author(s) of the best paper

published in the PDA Journal of Pharmaceutical
Science and Technology during the previous year.

Judges are assembled from an ad hoc committee of

scientists who review all of the papers. The award is

named for the late Frederick D. Simon, a long-time

PDA volunteer and staff member. The PDA Chapter

Award recognizes the contributions of PDA mem-

bers who participate at the chapter level.

Nominations will be accepted by e-mail to macauley@pda.org,

by fax to (301) 986-0296 or via the postal service to:

PDA Headquarters

3 Bethesda Metro Center, Suite 1500

Bethesda, Maryland 20814.

The deadline for submission is July 25, 2003.
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Past recipients of the awards are as follows:
Honorary Membership
1958 Arthur D. Herrick
1961 Joseph F. Greene

Hugo Schaefer
1969 Joseph W. Kouten
1973 William S. Bucke
1975 Hubert E. Boyden
1976 Harold Blumberg
1983 George H. Hopkins
1985 Joseph Ushkow

Robert E. King
1987 Nathan C. Kirsch

Bradshaw Mintener
Solomon C. Pflag

1988 Kenneth E. Avis
1990 Gordon R. Personeus
1991 Frederick J. Carleton

Frederick D. Simon
1995 Leon Lachman
1996 Robert G. Kieffer

Jack Cole
Theodore H. Meltzer

1997 Doris L. Conrad
1999 Irving J. Pflug
2000 Clarence A. Kemper
2001 Michael S. Korczynski, Ph.D.
2002 Joseph R. Robinson, Ph.D.

R. Michael Enzinger, Ph.D.

Gordon Personeus Award
1991 Timothy Leahy
1995 Edward J. Smith
1996 Frederick A. Gustafson
1997 James D. Wilson
1998 Kunio Kawamura

Toshinobu Aoyama
1999 Carol M. Lampe

Bernard Kronenberg
2000 Frank Bing

Robert A. Pazzano
2001 Regina McCairns
2002 Award not given

Frederick J. Carleton Award
1992 Regina C. McCairns
1993 Doris L. Conrad
1994 Robert G. Kieffer

Jack Cole
1995 James P. Agalloco
1996 Michael S. Korczynski

R. Michael Enzinger
1997 Clarence E. Kemper
1998 James E. Akers
1999 Floyd Benjamin
2000 Raymond Shaw, Jr.
2001 Joyce H. Aydlett
2002 Robert B. Myers

Distinguished Service Award
1993 Jeanne Devers White
1994 Willard Webster
1995 Joseph B. Schwartz
1996 Bengt C. Ljungqvist

Berit M. Reinmuller
Floyd Benjamin
Sol Motola

1997 Stanley Sklar
Daniel L. Gold
Donald E. Baker

1998 Robert L. Dana
Martin W. Henley

1999 Joyce L. DeYoung
2000 Julius Z. Knapp

Duncan E. McVean
Jeanne E. Moldenhauer

2001 Robert L. Garnick, Ph.D.
John Geigert, Ph.D.
Charles J. Cherundolo
Edmund J. Fitzgerald

2002 Raymond Gabler ■

Commercial Off-The-Shelf Software
Validation for 21 CFR Part 11 Compliance David Nettleton and Janet Gough

Hardcover; 118 pages $185.00 members
$229.00 nonmembers

Item No. 17200

To order, use the form on page 46

Validation clearly is a requirement for regulatory compliance. Ev-
ery 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 commer-
cial, off-the-shelf (COTS) computer software that generates data or
controls information about products and processes subject to bind-
ing regulations. Drawing upon the authors’ extensive 21 CFR Part
11 experience, this book offers a systematic approach to valida-
tion, 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.

Making the transition from manual record keeping to the elec-
tronic, paperless arena is not effortless. This book provides the
practical step-by-step guidance for validating COTS software in
compliance with the FDA’s final rule on electronic records and
electronic signatures. Intrinsic in the FDA law is that electronic
systems that control the research, development, manufacturing,
packaging and distribution of products undergo validation. Here
is the information you need to proceed with confidence.
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Regulatory News

U.S. Regulatory Briefs
FDA Office of Pharmaceutical Science
Names Process Analytical Technologies
(PAT) Policy Development
Team “PATRIOT” members (PAT Review, Inspec-

tion and OPS [Office of Pharmaceutical Science]

Policy Development Team) can be found at the

recently updated Process Analytical Technologies

Initiative Web page: www.fda.gov/cder/ops/

pat.htm. PATRIOT members include Inspectors,

Compliance Officers, Reviewers, the Policy Devel-

opment Team and Training Coordinators.

CDER announces Drugs@FDA
Web site This is a catalog of FDA-approved

drug products, a pilot project that provides one

place where you can search for official, up-to-

date information about FDA-approved brand

name and generic drugs, including approval let-

ters, labels, and scientific reviews. All of this in-

formation can be found on the Internet at: http:/

/www.accessdata.fda.gov/scripts/cder/drugcat.

FDA Re-opens Comment Period for the
Draft Guidance Submitting Marketing
Applications According to the ICH/CTD
Format; General Considerations The

Food and Drug Administration (FDA) is reopen-

ing until June 16, 2003, the comment period for

the draft guidance for industry entitled “Submit-

ting Marketing Applications According to the In-

ternational Conference on Harmonization (ICH)/

Common Technical Document (CTD) Format;

General Considerations” that appeared in the

Federal Register of September 5, 2001 (66 FR

46464). The agency is taking this action in re-

sponse to several informal requests for an exten-

sion of the comment period.

For further information contact:

Randy Levin

Center for Drug Evaluation and Research

(HFD-001)

Food and Drug Administration

1451 Rockville Pike

Rockville, MD 20857

(301) 594-5400

or

Robert Yetter

Center for Biologics Evaluation

and Research (HFM-25)

Food and Drug Administration

1401 Rockville Pike

Rockville, MD 20852

(301) 827-0373.

ICH: Guidance for Industry: M2 eCTD:
Electronic Common Technical Document
Specification FDA is announcing the avail-

ability of a guidance entitled “M2 eCTD: Elec-

tronic Common Technical Document Specifica-

tion.” The guidance was prepared under the aus-

pices of the International Conference on

Harmonization of Technical Requirements for the

Registration of Pharmaceuticals for Human Use.

The guidance defines the means for industry-to-

agency transfer of regulatory information that

will facilitate the creation, review, life cycle man-

agement, and archiving of the electronic submis-

sion. The guidance is intended to assist industry

in electronically transferring their marketing ap-

plications for human drug and biological prod-

ucts to a regulatory authority. This document is

available on the Internet at: http://www.fda.gov/

cber/guidelines.htm#m2ctd.

For further information contact:

Robert Yetter

Center for Biologics Evaluation

and Research (HFM-25)

Food and Drug Administration

1401 Rockville Pike

Rockville, MD 20852

(301) 827-0373

or

Timothy M. Mahoney

Center for Drug Evaluation

and Research (HFD-73)

Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

(301) 827-3540.

FDA Issues Guidance for Industry, FDA
Staff and Third Parties on the Implemen-
tation of Inspections of Device Establish-
ments by Accredited Persons On April 28,

2003, the FDA issued this guidance to implement

the new section 704(g) of the Federal Food, Drug

and Cosmetic Act, accrediting third parties (Ac-

credited Persons) to conduct inspections of eligi-

ble manufactures of class II and class III medical

devices. Inspections by Accredited Persons (AP)

will be conducted in essentially the same manner

as those conducted by FDA. The inspections by

the Accredited Persons Program will be conduct-

ed independent of third party inspections per-

formed under the US/EC Mutual Recognition

Agreement (MRA), http://www.fda.gov/cdrh/mre/

introduction.html,) that is currently in progress.

However, some features of the program will be

similar. This is a voluntary program. While all

firms remain subject to inspections by FDA, eligi-

ble manufactures have the option of being in-

spected by an AP. This guidance can be found at:

http://www.fda.gov/cdrh/mdufma/guidance/

1200.pdf. ■

—William Stoedter
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European Report

What’s new from the European Agency
for the Evaluation of Medicinal Products
(EMEA)? An updated version of Chapter 4

Centralized Procedures* in volume 6A Notice to

Applicants April 2003 has been agreed in the

Working Party on the Notice to Applicants. The

chapter describes the procedures in detail and

should provide useful guidance to applicants, in-

cluding a regime for supply of translations of the

product literature. An updated version of Chap-

ter 7 General Information in volume 6A Notice to

Applicants** April 2003 has also been produced,

including updated tables on general requirements

for the submission of applications for marketing

authorization for veterinary medicinal products.

Commission Adopts a Modified Proposal
on Traditional Herbal Medicines On April 9,

2003, the Commission adopted the amended pro-

posal for a Directive on traditional herbal medicinal

products. The Commission reacted to some amend-

European Regulatory and GMP Briefs

* The centralised procedure is mandatory for cer-

tain biotech-derived medicinal products and option-

al for other innovative products. For example: a

pharmaceutical company established in the EU sub-

mits a marketing authorisation application to the

European Agency for the Evaluation of Medicinal

Products (EMEA). Drawing on scientific advice of the

highest possible quality, the Agency coordinates,

through the 15 Member States, a single scientific

evaluation of the application. The applicant then

obtains a single marketing authorisation, valid

throughout the EU.

The mutual recognition procedure is the main

route for non-biotech products: a pharmaceutical

company established in the EU, which has obtained

a marketing authorisation in one EU member state,

applies to one or more other member states to rec-

ognise it, in accordance with the mutual recogni-

tion principle.

The national procedure is used to authorise me-

dicinal products for local use in individual member

states.

** Notice to Applicants: The data requirements for

registration of human medicinal products in EU

member states are detailed in Directive 75/318/EEC

as amended and in guidelines, which are known as

the “Notice to Applicants”. The Notice, issued by

the Commission of the European Communities, was

prepared to facilitate the compilation of the registra-

tion dossier required by Article 4 of the Directive 65/

65/EEC. It has no legal force but provides the harmo-

nized view of the EU member states as to how to

meet the legal requirements of the relevant direc-

tives as well as data requirements. The Notice de-

tails the format of the registration dossier and

provides the guidance on the preparation of expert

reports. The Notice to Applicants was first pub-

lished in 1986.

VOLUME 2 of Notice to Applicants:

Pharmaceutical Legislation: Notice to Applicants

VOLUME 2A - Procedures for Marketing Authorisation

VOLUME 2B - Presentation and Content of the Dossier

VOLUME 2C - Regulatory Guidelines

ments suggested by the European Parliament in its

vote of November 2002. As compared to the origi-

nal proposal, the amended text brings changes, in

particular, with regard to the scope of the simpli-

fied procedure, to the minimum time of use within

the EU, and to the competencies of the new scien-

tific committee for herbal medicines.

Mutual Recognition Agreements (MRAs):
An Update on Current Status, Key Ele-
ments and Product Coverage of GMP
Sector From now on, regularly updated versions

of the “Current Status of Mutual Recognition Agree-

ments—Good Manufacturing Practice (GMP) Sec-

tor” and of the table “Mutual Recognition

Agreements—Key Elements and Product Coverage

(GMP sector)” are available in F2 unit activities

(section “Mutual Recognition Agreements”).

The Agreement between the European
Community and the Swiss Confederation
on Mutual Recognition in relation to con-
formity assessment entered into force on
June 1st , 2002 Chapter 15 of this agreement

concerns medicinal products, GMP inspections

and batch certification and allows for the mutual

recognition of the results of GMP inspections per-

formed in the European Union (EU) and Switzer-

land. As of June 1, 2002, imports of medicinal

products into the EU from Switzerland are not re-

quired to be recontrolled at import, provided they

are imported in accordance with the provisions of

Chapter 15. The legal references of the “explana-

tory notes” on the operation of this chapter were

revised by the European Commission and the

Swiss authorities in October 2002. New docu-

ments agreed by the Joint Committee have been

published in the Official Journal as follows:

• Decision No 1/2003 (2003/128/EC) in OJ L 56,

01.03.2003, p. 1–213;

• Corrigendum to Decision No 1/2003

(2003/128/EC) in OJ L 66, 11.03.2003, p. 51;

• Decision No 2/2003 (2003/154/2003) in OJ L

68, 12.03.2003, p. 1–39 (including chapter

15.)

All language versions are available on http://

europa.eu.int/eur-lex.

The actual versions of the Internationally Har-

monized Requirements for Batch Certification

and the EU Certificate of GMP Compliance of a

manufacturer are available on the EMEA Web

site, http://www.emea.eu.int/htms/technical/mra/

mra.htm.

A Revised Version of the “Questions and
Answers” Document Related to the CTD
is Available The revision concerns: an update

of the question 2—reformatting of dossiers;

question 4—variations; question 6—line exten-

sions; questions 7 and 8—generic applications;

continues on page 8
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European Report

European Regulatory and GMP Briefs from page 7

question 9—herbal medicinal products; question

10—Mutual Recognition; and question 13—bib-

liographic applications.

Updating the Notice to Applicants—
Medicinal Products for Human Use—
Volume 2B, Presentation and Content of
the Dossier—Part 1: Summary of the
Dossier-Part1A—1998 Edition or Common
Technical Document-Module 1-
Administrative Information: Application
Form-2001 Edition The application form is

updated in section 2.5.3, definition of final manu-

facturer, and section 2.6.2, with the request to in-

clude the number of the certificate of suitability

for Transmissible Spongiform Encephalophathies

(TSE.) This is available in a .PDF format and in a

Word format. Details on the above-mentioned ex-

tracts can be obtained by visiting the following

Web site: http://pharmacos.eudra.org/F2/pharma-

cos/docs.htm#news.

German Health Authority News The Ger-

man Health Authority (BPharm, BfArM) in Bonn

issued guidelines for bioavailability and bioequiva-

lence. For further information please go to the

Web site: http://www.bfarm.de/de/index.php.

These guidelines will be discussed at the PDA

Basel Pharmaceutical Forum on June 30, 2003.

EDQM (European Directorate for the
Quality of Medicines) Foot and mouth dis-

ease and vaccines: where are we? Recently, the re-

search group of the standing technical committee

of the European Commission for the control of

foot-and-mouth disease (FMD) of the Food and

Agriculture (FAO-EUFMD) made proposals for a

further revision of the monograph of the Europe-

an Pharmacopoeia on the requirements of the

FMD vaccines to adapt to current production stan-

dards and conditions of use. These proposals gave

rise to a new draft issued for public comments.

At about the same time, an ad hoc group of the

EMEA Committee on Veterinary Medicinal Prod-

ucts (CVMP) began drafting a guideline on the re-

quirements for marketing authorization of FMD

vaccines and also made proposals for the further

revision of the monograph to ensure compatibility

with the guidelines. The work on the guideline and

on the revision of the monograph has been car-

ried out as a collaborative project between the

two groups involved against the background of re-

cent FMD outbreaks in Europe.

The EDQM of the Council of Europe organized

a symposium on March 17–18, 2003 in order to

give the opportunity for debate on the provisions

of the two documents, which can then go for ap-

proval and implementation. The two groups were

made up of the representatives from the Immuno-

logical Working Party of the CVMP of the Commis-

sion of the European Communities, the World

Organization for the Animal Health and the FAO-

EUFMD. Representatives of manufacturers, the

principal public and private research centers, uni-

versities, national authorities and the Official Medi-

cines Control Laboratories (OMCLs) participated

in the discussions. The symposium was attended

by 43 participants from 16 countries (mostly Eu-

ropean countries but also Bolivia, Colombia, Ar-

gentina, and the United States).

Further information (such as slides presented

by the speakers) can be found on the Internet site:

www.pheur.org. ■

—Gautam Maitra

PDA Journal of Pharmaceutical Science and Technology
Call for Papers

From Lee Kirsch, Ph.D., Editor
The PDA Journal of Pharmaceutical Science and Technology is one of a few peer-reviewed, widely recognized and
respected journals dedicated to the scientific foundations of pharmaceutical product development, manufacturing
and quality assurance. It has served to legitimize pharmaceutical product quality practices and to introduce new
methods, concepts and technologies into the field.

The Journal has historically served both the PDA membership and their colleagues well for over 50 years. Its
continued success depends on your participation by submitting research articles and relevant commentary, by en-
couraging your colleagues to submit their work and by your willingness to participate in the peer-review process.

As Editor of the PDA Journal, I am delighted to have the opportunity to serve the PDA membership by facilitating
the publication of worthy contributions in their well-respected and oft-cited journal. I welcome the suggestions,
comments and advice of the Journal’s readers and contributors.

My editorial assistant, Madhushree Gokhale, and I can be contacted by phone: (319) 384-4408; facsimile: (319)
384-4409; or e-mail: pda-journal@uiowa.edu. Author’s instructions for submitting manuscripts to the Journal appear
on www.pda.org. Send manuscripts to:

Lee E. Kirsch, Ph.D., Editor
PDA Journal of Pharmaceutical Science and Technology
c/o The University of Iowa
Pharmacy Building S221
Iowa City, IA 52242, USA
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European Report

The first PDA Basel Pharmaceutical Forum was

launched by the European Office on March 31, 2003.

The aim of forums is to bring regulators and industry

together to meet on a current burning subject.

This forum was attended by 20 participants

who came from the pharmaceutical industry in

Switzerland, Germany, France, and Austria. Mary

Lyda (KMI, a division of PAREXEL International,

LLC) delivered an impressive keynote address.

Among other topics, she touched upon the new

Food and Drug Administration (FDA) initiatives on

pharmaceutical Current Good Manufacturing

Practices (CGMPs) for the 21st century.

The Common Technical Document (CTD) is the

most important subject in Europe right now, as the

CTD is mandatory for the European Union (EU)

starting July 2003. The CTD is the common format

agreed upon by the three regions (US, EU and Ja-

pan). The CTD does not cover all aspects of the con-

tent, however. There are many regional requirements

that could affect the contents of the dossier in each

region. This was emphasized by Dr. Christa Wirthum-

er-Hoche (Federal Ministry of Social Security and

Generations). For the EU-CTD, no difference is ex-

pected where the International Conference on Har-

monization (ICH) guidelines exist. The content needs

to take into account the EU guidelines. The Pharma-

copoeial Standards and Transmissible Spongiform

Encephalopathies (TSE) guidelines must be respect-

ed. The European Certificate of Suitability Scheme or

the European Drug Master File (EDMF) may be used.

As a member of the Notice to Applicants and the ICH

on CTD, Dr. Wirthumer-Hoche concluded that CTD

implementation in the EU requires legislative adapta-

tions. In the long term, the CTD gives better opportu-

nities for sharing information in the interests of

public health.

From the industry side, Dr. Hiltrud Horn

(HORN Pharmaceutical Consulting) highlighted

the structure of the CTD and advocated industry

discussions with the au-

thorities on structure and

content. She also empha-

sized that the CTD is basi-

cally the structure, and

that ICH and national re-

quirements must be taken

into consideration.

Dr. Thomas Hottiger

(Swissmedic) gave an ex-

tensive and comprehensive

presentation on the addi-

tional requirements of the

CTD for sterile products.

One key message from the

Swiss Health Authority rep-

resentative was that the mi-

crobial (endotoxin/

particulate) contamination

Regulators Meet Industry Face to Face on the
CTD at the PDA Basel Pharmaceutical Forum

of sterile products was a frequent quality de-

fect, and therefore sterile products deserve spe-

cial attention. He also mentioned that there is

still substantial disharmony about the European

and the US requirements regarding the docu-

mentation for sterile products.

Dr. Fabien Peuvrelle (Novartis Pharma AG)

spoke about the electronic version of the CTD

(eCTD). The eCTD specification describes the

means to create and transport the electronic sub-

mission that meets the definitions of the CTD.

The eCTD is not a review tool; it is generated for

transport. Agencies have to create their own re-

view tools. The eCTD will reduce printing and

courier costs. The record retention will be easier

and will reduce review time. Implementation of

the eCTD will take some time as new skill-sets are

required. The current publishing environment

may have to be upgraded (partly redesigned) to

allow for a real eCTD implementation.

The late afternoon session was a presentation

on filing changes in Europe by Dr. Hiltrud Horn.

An overview of the current regulations in the EU

was given. As of July 1, 2003, filing for variation

should be in the CTD format. The presentation

slides can be viewed on the PDA Web site:

www.pda.org.

Following the Forum, the Central European

Chapter held its annual general assembly, during

which the committee members were elected. The

following candidates have been elected. Please

join me in welcoming the new committee:

– Erich Sturzengger (President)

– Georg Roessling (Vice President)

– Carlo Voellmy (Treasurer)

– Roger Seiler (Secretary)

Chairs of Committees:

– Dr. Hiltrud Horn (Regulatory);

– Mary Lyda (GMP);

– Klaus Haberer (Microbiology);

– Bernard Kronenberg/Dieter Witthauser

(Steam Sterilization). ■

—Gautam Maitra

Central European Chapter “Veterans”—(L to R) Finley
Skinner (CEC Secretary), Novartis Pharma AG; Carlo
Voellmy (CEC Treasurer), Novartis Pharma AG; Georg
Roessling (CEC Vice President), SCHERING AG; Bernard
Kronenberg (CEC outgoing President), Bakrona Basel AG.

PDA Basel Pharmaceuti-
cal Forum, March 31,
2003—Dr. Hiltrud Horn,
Horn Pharmaceutical
Consulting gives a pre-
sentation on variations
to marketed products in
the EU.

PDA Basel
Pharmaceutical Forum,
March 31, 2003—Dr.
Thomas Hottiger,
Swissmedic (speaking).
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European Report

PDA was honored to have Dr. Wirthumer-Hoche

as one of the main speakers at the PDA Basel Phar-

maceutical Forum on March 31, 2003. Dr. Christa

Wirthumer-Hoche is the Head of the Licensing Di-

vision for Human Medicinal Products (except

blood products and vaccines) in the Unit for Phar-

maceutical Affairs. She graduated from the Tech-

nical University, Vienna, in 1981, and did her

doctoral thesis at the Institute for Medical Physiol-

ogy, graduating in 1983.

Since that time until May 1998 she joined the

Austrian National Institute for Quality Control of

Drugs, where she focussed her interest on quality

items in the assessment of marketing authorization

dossiers. Since 1994 she has been involved in dif-

ferent European committees and working groups.

From 1994–1997 she was a member of the

Committee for Proprietary Medicinal Products

(CPMP)/the Committee on Veterinary Medicinal

Products (CVMP) Quality Working Party. From June

1997 until December 2000 she was one of the Aus-

trian delegates in the CPMP. Since June 1997 she

has been a member of the Mutual Recognition Fa-

cilitation Group (MRFG.) Under the Austrian Euro-

pean Union presidency (June–December 1998)

Meet the Regulator
Dr. Christa Wirthumer-Hoche, Dipl.Ing.

she was the Chairperson

of the MRFG.

Since October 1999

she has been the Austrian

member of the Notice to

Applicants Group. In De-

cember 1999 she was ap-

pointed by the European

Commission as Coordina-

tor for the Common Tech-

nical Document

implementation in Europe, and since that time she

has also participated in the International Confer-

ence on Harmonization CTD Implementation

Group. Since the start of the Pan European Regula-

tory Forum (PERF) project in the summer of 1999,

she was nominated as the Austrian expert for the

priority action area “Implementation of the Acquis.”

PDA received very positive feedback from the

attendees at the Basel Pharmaceutical Forum re-

garding Dr. Wirthumer-Hoche’s presentation on

the Common Technical Document (CTD). The pre-

sentation can be found on the PDA Web site:

www.pda.org. ■

—Gautam Maitra

Dipl.Ing., Dr. Federal Ministry of

Social Security and Generations

Pharmaceutical Regulatory

Affairs, Head of the Licensing

Division for Human Medicinal

Products, VI/A/5, Radetzkystr. 2

A-1030 Vienna, Austria

E-mail:

christa.wirthumer@bmsg.gv.at
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2003 International Calendar 2003

Stay tuned to
www.pda.org

for the most up-to-date
calendar information.

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 29, 2003
PDA Presents

Basel Pharmaceutical Forums

UBS Ausbildungs-und
Konferenzzentrum
Basel, SWITZERLAND

September 29–October 1, 2003
PDA/EMEA European Virus Safety

Forum

Hosted by the PDA Central
Europe Chapter in collaboration
with EMEA and the Paul Ehrlich-
Institute
Frankfurt, GERMANY

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 15, 2003
PDA Presents

Basel Pharmaceutical Forums

UBS Ausbildungs-und
Konferenzzentrum
Basel, SWITZERLAND

2004

February 16–18, 2004
2004 PDA International Congress,

Courses and Exhibition—Basel

Messe Basel Congress Center,
Basel, SWITZERLAND

May 17–21, 2004
2004 PDA International Congress,

Courses and Tabletop Exhibits—

Singapore

Congress: May 17–19
Courses: May 19–21
Tabletop Exhibits: May 17–19
The Ritz Carlton Millenia,
SINGAPORE

PDA • 3 Bethesda Metro Center, Suite 1500 • Bethesda, MD 20814 • Tel: (301) 656-5900 • Fax: (301) 983-0296

PDPDPDPDPDA/FDA/FDA/FDA/FDA/FDA Joint Conference, CoursesA Joint Conference, CoursesA Joint Conference, CoursesA Joint Conference, CoursesA Joint Conference, Courses
and Tand Tand Tand Tand Tabletop Exhibitabletop Exhibitabletop Exhibitabletop Exhibitabletop Exhibit

September 8–12, 2003
Omni Shoreham Hotel • Washington, DC

PDPDPDPDPDA TA TA TA TA Taormina International Conferenceaormina International Conferenceaormina International Conferenceaormina International Conferenceaormina International Conference
and Coursesand Coursesand Coursesand Coursesand Courses

October 13–14, 2003
Grand Hotel Timeo & Villa Flora • Taormina, Sicily, Italy

PDPDPDPDPDA Annual Meeting and ExhibitionA Annual Meeting and ExhibitionA Annual Meeting and ExhibitionA Annual Meeting and ExhibitionA Annual Meeting and Exhibition
November 10–14, 2003
Downtown Hilton Atlanta on Courtland NE • Atlanta, GA

Meet Your Objectives—

Showcase your company

at PDA Exhibitions

Reserve your booth now while

space is still available.

Contact
Nahid Kiani

PDA
(301) 656-5900 ext. 128

kiani@pda.org

www.pda.org

International Calendar
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PDA Technical Report No. 32 Update

Serena Software, Inc. has completed a TR-32 audit

for Serena™ ChangeMan® ZMF Software Change

Manager (SCM) for z/OS and OS/390 Environ-

ments. The results of this audit, commissioned by a

major pharmaceutical corporation, are posted to

the Audit Repository Center (ARC) Web site,

www.auditcenter.com. After realizing the tremen-

dous value this audit brings to Food and Drug Ad-

ministration (FDA) regulated industries, Serena

joined ARC as a Participating Supplier and has

scheduled another TR-32 audit for our entire prod-

uct suite (planned for June 2003 completion).

Serena provides an elegantly architected enter-

prise solution designed to leverage existing invest-

ments, support emerging technologies,

accommodate packaged applications, and inte-

grate with the widest range of developer tools on

all platforms. Serena’s open architecture enables

central enterprise application management with

native platform support, comprehensive multi-

platform integration, thorough and flexible securi-

ty, complete audit capabilities and customizable

Web access to development activity anywhere in

the enterprise.

This ensures application availability and speeds

time to market—while reducing development

costs. According to a recent Yankee report, orga-

nizations, utilizing Serena’s technology, realize a

28% reduction in application downtime, a 23% im-

provement in time to market, and an 18% reduc-

tion in development costs.

Utilizing Serena’s ECM solution provides phar-

maceutical and other FDA regulated companies

with controls and processes necessary to meet

FDA guidelines like 21 CFR Part 11. Serena’s En-

TR-32 UPDATE
by Sharon Schleuter, Serena Software; Steven Swartz, Julian Stevens Communications;
and Harvey Greenawalt, Audit Repository Center

Serena Software, Inc. Becomes Participating Supplier of the
Audit Repository Center

terprise Change Management Solution automates

and enforces sound software development pro-

cesses, ensuring application integrity, providing

readily retrievable audit trails, restricting access to

authorized individuals, providing easy rollback, re-

storing capability, and is completely scalable and

flexible.

For over 22 years Serena has focused exclusive-

ly on providing application change management

solutions to the world’s leading enterprises, and

today its products are in use at over 2,750 cus-

tomer sites—including 42 of the Fortune 50. Head-

quartered in San Mateo, California, Serena serves

customers worldwide through its local and inter-

national offices and an international network of

distributors. More information is available on Sere-

na’s Web site at www.serena.com.

Auditor Training & Qualification
Currently there are 98 PDA Qualified Auditors.

The PDA Qualified Auditors represent over 16

countries throughout the USA, Europe and Asia.

Information on applications for qualification

and course registration is available on the PDA

Web site at www.pda.org.

Availability of Audits
Currently 53 audits are either under consider-

ation, in process, or are available for distribution.

Table 1.0 provides a summary of the 28 audits

that are currently available for distribution from

the repository.

For more information about the audit reposito-

ry, audits, and their availability, visit ARC’s Web site

at www.auditcenter.com. ■

Supplier Name Supplier Product

1 Access360, Inc. enRole 4.0 (Provisioning Software)

2 Agilent Technologies Cerity for Pharmaceutical QA/QC;
Network data system for analytical laboratories

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

4 Automation Tooling Systems, Inc. Custom programming services for Process Control Software

5 Decision Management International, Regulus(tm) Document Authoring (DA), a member of
Inc. (DMI) the Regulus(tm) off-the-shelf solution set

6 Documentum, Inc. Content Authentication Services (CAS), eContentServer,
DocControlManager 7(DCM) and GMPharma

7 Entrust Technologies Ltd. Digital security technology for enterprise resource systems;
Public Key Infrastructure Technology (PKI)

Table 1 continues on next page.

Table 1.0
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PDA Technical Report No. 32 Update

8 Epicentric, Inc. Foundation Enterprise Server 4.0, which is a tool for coordinating
information from disparate sources and for disparate uses

9 First Consulting Group, Inc. Custom information-based strategy Software, operations
improvements, management and integration services

10 Fisher-Rosemount Systems, Inc. Distributed Factory Automation, Delta V product line

11 Foss NIRSystems, Inc. SLE Near-infrared analysis of chemical and physical properties

12 Inktomi Corporation Enterprise Search. Providing performance, scalability, and
ease-of-use, Inktomi Enterprise Search is a comprehensive
information retrieval platform that delivers access to content
across the enterprise, regardless of location, language,
or file format

13 Innovatum, Inc. DataThread™ - Data audit, workflow, 21 CFR Part 11 and
e-signature solution for AS/400 applications, without
programming changes

14 Interwoven, Inc. Web Publication Management

15 Lexign Corporation Lexign Flow™ EPR Software

16 LoftWare, Inc. Loftware Print Server (LPS) Lable Printing System

17 MARC Global Systems Warehouse Execution Systems

18 Merant PVCS Dimensions and PVCS Replicator Software Configuration
Management Tool

19 Mercury Interactive Test Management Tools:
- QuickTest Professional
- Astra QuickTest
- Astra LoadTest
- Astra FastTrack
- LoadRunner
- LoadRunner TestCenter
- TestDirector
- WinRunner 

20 Propack Data GmbH Enterprise Production Management System, PMX 3.2 with
Solutions MES and CTM

21 Rational Software Corporation Rational Suite® Enterprise - Rational ClearQuest (for team-based
change request and defect management) - Rational ClearCase LT
(configuration management for smaller development teams)

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

23 Schlumberger Cyberflex Palmer Smart Card and Cyberflex Access Intergration Kit

24 Serena Software, Inc. Serena ChangeMan Automating the Software Lifecycle

25 Sparta Systems, Inc. TrackWise®Training, Configuration, Installation and Support for
TrackWise®

26 SSA Global Technologies, Inc. Mid-Range ERP software for manufacturing, supply chain and
financial application domains

27 Supply Chain Logic, Inc. COTS asset tracking/delivery systems for general use

28 The Sycamore Group Custom IT Solutions. Integration suite of COTS products and
services to bridge data across multiple internal computer
systems, including e-Commerce, LIMS, ERP, enterprise
databases, mainframes and wireless and portable devices

Supplier Name Supplier Product

Table 1, continued.
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The first session of the PDA-Pharmaceutical Cold

Chain Discussion Group (PCCDG) at the PDA

Spring Meeting in San Diego, CA was attended by 32

participants. The leader of the group, Rafik H. Bisha-

ra, Ph.D., Eli Lilly and Company presented an intro-

duction of the newly formed PCCDG “History,

Charter, and Goals.” The current membership of the

group is at 75 members representing 31 pharma-

ceutical and biotechnology companies. Secondary

membership is offered to interested parties who are

not from the previously mentioned companies. The

group is developing a “Cold Chain Management

Guideline” to provide guidance to the industry on

the essential principles and practices of shipping

temperature-sensitive pharmaceutical products

through the transportation environment. Kevin

O’Donnell, Abbott Laboratories, discussed the Cold

Chain Training Modules, emphasizing “Cold Chain

101.” This will help provide a thorough understand-

ing of the nature and extent of the hazards.

The second session of the PCCDG was de-

signed for an informal Round Table Discussion. It

was attended by 16 participants and covered mul-

tiple Cold Chain Management topics, including:

• Differentiation between validation and qualifi-

cation. Consensus was reached that validation

is internal and is controlled by manufacturers.

Qualification is external and needs cooperation

between manufacturers and other parties in-

volved in the cold chain distribution;

• Need of a glossary or a Lexicon;

• Need of a partnership with global regulatory

PDA-Pharmaceutical Cold Chain
Discussion Group (PCCDG) Meeting,
March 18, 2003
by Rafik H. Bishara, Ph.D., Chair, PDA Pharmaceutical Cold Chain Discussion Group

Dr. Bishara can be
reached at:
Tel. (317) 276-4116
E-mail: RHB@Lilly.com

agencies to determine their expectations for

shipping validation;

• Need to establish cycle time profiles;

• Bringing the right team together to manage the

cold chain is paramount to success. The team

should include representation from: stability,

validation, compliance, quality assurance, pur-

chasing, packaging, distribution, and marketing.

• To monitor or not to monitor?

– Regulatory requirements

– Risks

– Industry capabilities

– Industry limitations

– Trends

– Future expectations, requirements, and

regulations

• Labeling and marking of cold chain packages

• Product temperature requirements

– Understanding and licensing product

temperature requirements for storage vs.

transportation

– Linking stability studies to real world

expectations

– Discrepancy experiences

– Regulatory experiences

• Qualification testing

– Laboratory simulation—basics

– Laboratory simulation—Operational

Qualification (OQ)

– Real world testing—basics

– Real World Testing—Performance

Qualification (PQ)

– Simulation vs. real world testing

• Shipping cycle for testing

– Shipping cycle—basics

– Standard / Guidance to use—ISTA, maximum/

minimum ‘record’ temperatures, maximum/

minimum ‘actual distribution’ temperature

– Summer vs. winter profile

– Guidances to use (ISTA)

• Industry perception of regulatory requirements

– FDA/CBER

– EU/EMEA

– Japanese (MHO)

– Guidances

• Active vs. passive packaging

– Envirotainer

– Insulated Shipping Container (ISC)

Shipper with gel packs.

A one-day session on Cold Chain Management will

be offered November 11 at the 2003 PDA Annual

Meeting in Atlanta. ■

Science & Technology

Rapid Analytical Microbiology:
The Chemistry and Physics of Microbial Identification

354 pages; 2003; ISBN 1-930114-36-2.
Editor: Wayne P. Olson

$195 members
$239 nonmembers

Item No: 17184

The old, dendritic methods of identifying microbes

can be found in the most recent edition of

Bergey’s Manual (Holt 1993). The issues with this

approach to microbial identification (ID) include the

time required to make a critical ID and the accuracy

and reliability of IDs. Hence, the introduction and

success of automated, rapid methods.

This book focuses on the numerous new,

efficient, and effective methods currently available and serves as both

guide and reference to readers interested in improving performance

and accuracy in a timely manner.
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Packaging Science Interest Group

Edward J. Smith, Ph.D., Wyeth Pharmaceuticals

Seventeen PDA meeting attendees were present at the

Packaging Science Interest Group (PSIG) meeting.

The first item discussed was the proposed

change of US Pharmacopeia (USP) <381> on Elas-

tomeric Closures. The consensus opinion shared

at the meeting was that these changes will reduce

the testing burden on users and suppliers by har-

monizing the USP and European Pharmacopoeia

(EP) test protocols into one set of physicochemical

tests and specifications. Attendees shared many of

the suggested changes that were submitted to the

USP. These included the following:

Biological Tests – The PF article specifies that the

Agar Diffusion Test in USP<87> be utilized.

Suggest that this be changed to the Elution Test

in USP<87>, since historically the Elution Test has

been the method of choice for closure suppliers,

pharmaceutical manufacturers, and contract test-

ing laboratories. “Formulation Characteristics”

data sheets distributed by rubber closure suppli-

ers have most commonly contained toxicity data

obtained by the Elution Test.

The current version of USP<381> does not

specify which of the three test procedures de-

scribed in USP<87> (Agar Diffusion, Direct Con-

tact, or Elution) must be used. Since Elution is the

most commonly used, there is no need now to

specify another test.

INTRODUCTION—Omit all text starting in the

third paragraph with “However, this specification

is not intended…”

This text does not contribute to the correct per-

formance or utilization of the test and merely sum-

marizes previously published information

contained in the FDA Packaging Guidance.

CHARACTERISTICS—See bullets.

• Change “relative density” to “specific gravity.”

• Omit “determination of sulphated ash.” The ash

content is contained in Identification Test C –

Residue on Ignition.

• Change “sulphur content” to “sulfur content”

to conform to conventional US spelling.

• Omit “UV absorption…extract.” This test is al-

ready included in the proposed USP revision.

• Omit “IR absorption…pyrolysate.” This is Iden-

tification Test B.

Change the heading “IDENTIFICATION TESTS”

to “Identification Tests” in order to harmonize

with the other types of tests – Biological Tests and

Physicochemical Tests.

TEST PROCEDURES—Pretest Preparation of

Sample:

• Omit “If closure siliconization has been found

Interest Group Updates from PDA
Spring Conference, San Diego

to skew physicochemical analysis results, this

process may be eliminated from the process-

ing steps.”

• It would be difficult to know if the results are

“skewed.” Which test results are correct—

those with silicone or those without? Omit this

sentence.

HEAVY METALS—Put text describing the com-

plete procedure in USP<381> instead of just re-

ferring to USP<231>, Heavy Metals.

VOLATILE SULFIDES—Move “Note–For…dry.”

to a different position.

• Put a new header between the VOLATILE SUL-

FIDES and PENETRABILITY test descriptions.

Thus, the section should appear as:

VOLATILE SULFIDES— Place closures…by the

control solution.

Functional Tests

Note—for the following three functional tests,

use a closure treated as described for the prepa-

ration of Solution S, and allowed to dry.

PENETRABILITY

This test is performed…for each closure.

FRAGMENTATION

This test is performed…determine their na-

ture and size.

SELF-SEALING CAPACITY

This test is performed…trace of blue solution.

Thus, USP<381> will describe four types of

tests: Identification, Biological, Physicochemical,

and Functional.

A possible numerical error in the Opalescence

test reference solutions should be reviewed by

USP to make sure it corresponds exactly to EP.

The USP solutions appear to be 10x less concen-

trated than the EP solutions.

The USP should review the definitions of Type

I and Type II closures and compare to EP. There

should be no differences.

Preparation of Samples: The USP proposal al-

lows several options which are not permitted by

EP. This section should be made uniform.

Preparation of solution S: USP specifies Water

for Injection. Since sterility of the water will not

affect results, change the water to Purified Water.

Reducing substances: The USP proposal calls

for the addition of alkaline cupric citrate whereas

the EP does not. The USP method should agree

with EP.

PDA will submit written comments to USP re-

garding USP<381>. Several of the attending

companies reported that they also have submit-

ted comments to USP.

Other questions concerned when and how the

USP will implement these new requirements. Will

Science & Technology

continues on page 16
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the new requirements apply to currently market-

ed drug products? Will all tests be required as in-

coming Quality Control (QC) tests on elastomeric

closures?

The second item discussed was the interpreta-

tion and implementation of FDA’s Packaging Guid-

ance of 1999. Most attendees reported that their

companies were making slow progress due to the

uncertainty in the level of analysis and qualifica-

tion required. Several companies reported that

they are utilizing contract analytical labs to per-

form both extractables and leachables studies.

Time and cost are factors of concern.

Finally, a brief announcement was made by

Paul Harber of Eli Lilly and Company regarding

the ongoing work of a group on Type III Drug

Master Files (DMFs). The announcement is at-

tached to the PSIG minutes posted on PDA’s Web

site, www.pda.org.

The next meeting will be held in Atlanta on ei-

ther November 10, 11, or 12.

Inspection Trends/Regulatory Affairs
Interest Group

Robert L. Dana, Elkhorn Associates, Inc.

The Inspection Trends/Regulatory Affairs Interest

Group met on March 17, 2003, during the PDA

Spring 2003 Meeting. Attendees discussed their

experiences with the Systems Inspection ap-

proach, and concurred that there were still incon-

sistencies in how the program is being applied.

In addition, FDA’s six-month milestone report

on the progress of their “Good Manufacturing

Practices (GMPs) for the 21st Century” program

was discussed. A copy of the presentation used to

facilitate that discussion follows.

GMPs for the 21st Century:

• FDA Initiative, August 2002

– Reviews and inspections based on good

science;

– Encourage the adoption of new technologies

by the industry;

– Better integration of quality management

techniques;

– Risk-based approach;

– Enhanced consistency; better coordination.

• Overseen by Steering Committee, Janet Wood-

cock, M.D., Director of the Center for Drug

Evaluation and Research (CDER), Food and

Drug Administration (FDA), Chair;

• The Center for Biologics Evaluation and Re-

search (CBER), CDER, the Center for Veteri-

nary Medicine (CVM), the Office of Regulatory

Affairs (ORA) and the Office of Commissioner

(OC) were all represented;

• The Center for Food Safety and Nutrition

(CFSAN) and the Center for Devices and Radio-

logical Health (CDRH) were involved with the

Part 11 implementation;

• 13 Working Groups.

GMPs for the 21st Century – Working Groups

• Contracts Management

• Part 11

• Warning Letter Review

• Changes without Prior Review

• Work Planning and Risk Management

• Manufacturing Science

• Quality Systems

• International Activities

• Dispute Resolution

• 483 Communications

• Product Specialists on Inspection Teams

• Pharmaceutical Inspectorate

• Evaluation of the Initiative

GMPs for the 21st Century – Six-Month

Milestones

• Part 11

– February 20, 2003 Draft Guidance

– Reexamining applicability, may revise;

– Exercising enforcement discretion for

legacy systems;

– Withdrawing Compliance Policy Guide

7153.17; Enforcement Policy for 21CFR

Part 11

– Withdrawing guidance documents on

validation, glossary of terms, time stamps and

maintenance of electronic records.

• Encouraging Changes Within the Existing

Framework

– New draft guidance “Comparability Protocols-

Chemistry and Manufacturing Controls

(CMC) Information”;

– Applies to non-protein pharmaceuticals and

veterinary drugs;

– Provides for change implementation

without prior approval in certain

circumstances;

– Facilitates continuous improvement and

innovation;

– Related guidances under development.

• Warning Letter Reviews

– Center review prior to issue, beginning March 1;

– Aimed at reducing inconsistency.

• Dispute Resolution Process (Inspections)

– Progress report issued

– Three levels; one informal (investigator)

and two formal (District, Center);

– Dispute resolution panel;

– 12-month pilot proposed.

• FDA483 Communications

– New language to be added:

“This document lists observations made by

the FDA representative(s) during the inspec-

tion of your facility. They are inspectional ob-

servations and do not represent a final

Agency determination regarding your compli-

ance. If you have an objection regarding an

observation, or have implemented, or plan to

implement, corrective action in response to

an observation, you may discuss the objec-

Science & Technology

Interest Group Updates from page 15



● 17 ● June 2003

tion or action with the FDA representative(s)

during the inspection or submit the informa-

tion to FDA at the address above. If you have

any questions, please contact FDA at the

phone number and address above.”

– Clarify purpose and effect of FDA483

• Scientific Workshops with Stakeholders

– Scheduled April 22–24, 2003;

– Will address:

– Risk-based Current Good Manufacturing

Practice (CGMP);

– Integrated systems approach to CMC

review and GMP inspections;

– Post-approval manufacturing changes;

– Manufacturing science.

• Risk-Based Approach to Planning Process

– FY 2003 inspection priorities

– Sterile drug manufacturers;

– Rx drug manufacturers;

– New registrants not previously inspected.

– More detailed model for 2004

– CDER Division of Compliance Risk

Management and Surveillance

• Team Biologics

– Ongoing improvements include:

– Internal quality management system;

– Metrics to assess impact of Team Biologics;

– Standardized training and qualifications;

– Risk-based work planning;

– Increased communications between Center

and field.

• Product Specialists on Inspection Teams

– Have been used in the past;

– Use has added value;

– Need to better formalize program;

– Progress report issued.

• Enhancing Expertise in Pharmaceutical

Technology

– Some experts have been hired;

– Collaborating with academia and industry.

• International Collaboration

• Pharmaceutical Inspectorate

• Process Analytical Technologies (PAT) Initiative

• Effective Business Practices

• Quality Management System

GMPs for the 21st Century – PDA Activities

• Regulatory Affairs Quality Committee (RAQC)

Working Group to Define Risk-Based Manage-

ment and Science-Based Regulation;

• RAQC Working Group to Review FDA’s Progress

Report;

• Working Groups Developing Comments on Part

11 and Comparability Protocol Draft Guidances;

• Agency Feedback to be Provided.

Quality Assurance/Quality Control
Interest Group

Don Elinski, Eli Lilly and Company (moderated by Jim

Fernandez, Fernandez and Associates)

The Quality Assurance/Quality Control (QA/QC) In-

terest Group met in San Diego in March 2003 and

discussed the following topics.

• System-Based Inspections;

• Media Fills

– Bovine Spongiform Encephalopathy (BSE)

risk from media;

– Freeze dryer simulations;

– Size/shift treatments;

– Annual or biannual.

• Foreign Matter

– Tablets

• Acceptable Size/Types

– Glass inspection standards

• Environmental Monitoring

– Inside freeze dryers;

– Alert/action levels general.

• Validation

– How do you qualify QA signatories on

validation?

• QA/QC Forum Issues 2003;

• Total Organic Carbon (TOC) testing of Water

for Injection (WFI);

– Should limit be 500 ppb or limit response of

sucrose standard?

• Cleaning Processes;

• Document Control Software;

• Change Control Practices;

• Pipet Calibration;

• Is QA Doing its Job?

– Why or why not?

– What can we do better?

• Potable Water Alert Limits;

• What is the Best Organizational Structure for

a QA Unit?;

• Investigations/Deviations;

• Part 11—Laboratory Equipment

– What if my vendor does not have a Part 11

solution yet?

• Topics of Interest or Concern for Future

Discussion or Research.

PDA Pharmaceutical Water
Interest Group

Theodore H. Meltzer, Ph.D., Consultant

Agenda

The Task Force members present were informed

that a questionnaire directed to the pharmaceuti-

cal industry regarding selected facets of Pharma-

ceutical Water preparation and usage had been

drawn up by Bill Stoedter and Ted Meltzer from

several lists collected from various contributors

since our first meeting. Reviews of the selected

questions were made by Frank Bing and by Russ

Madsen prior to submittal to the Board. Its ap-

proval by the Board is now pending.

Although established at an earlier date, the

Task Force, in effect, was at its first working ses-

sion. The purpose was to determine the Task

Force’s priorities regarding the water topics of in-

terest to the group. The topics were advanced by

Science & Technology

continues on page 18
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the participants, who then assigned priorities, as

made manifest by vote. It was hoped that volun-

teer committees would then constitute themselves

to undertake the elucidation of the topics consid-

ered most urgently in need of resolution.

Prioritized Topics

The attendees identified six topics considered as

now in need of useful resolution or clarification.

The Task Force constituted itself into self-appoint-

ed sub-committees to collect whatever enlighten-

ment is to be found relative to these subjects,

whether from the literature, participation in actu-

al work, from FDA origins, from knowledgeable

colleagues, or other sources. Following which,

longer range, each sub-committee will arrange

and reconcile the material it procured. The even-

tual goal is to solve, or at least to make better

known, the existing information about topics that

are now insufficiently organized to permit their

practical application.

Science & Technology

# Committee Topics # Votes

1 FDA regulations and/or views 9

pertaining to the use of

membrane filters in the storage,

distribution, and points-of-use

areas of pharmaceutical water

systems.

2 Biofilms. Collect, organize, and, 8

if possible, unify the existing

information.

3 Sampling. Where, When, How. 7

Comparison of FDA and European

requirements.

4 Microbiological Issues. Media 6

selections, Incubation Methods.

5 Rouging/Passivation. Collect, 3

reconcile, and unify, if possible,

the views of metallurgists,

passivation-practitioners, corrosion

experts, and microbiologists.

6 Production of Water for Injection. 3

Comparison of Distillation and

Reverse Osmosis.

Sub- Other
committee Chairperson Topic Members

1 J. Martin FDA rulings on T.H.

Filter usage Meltzer

2 H.G. Schroeder Biofilms Allen

Leduc

3 B. Conley Sampling

4 M.Bullard Microbiological H.G.

Issues Schroeder,

Paul

McVeigh

5 T.H. Meltzer Passivation,

Rouging

6 Allen Leduc WFI Production H.G.

Schroeder

Follow-Up

The Task Force will next convene at the PDA Annu-

al Meeting in Atlanta the week of November 9th. It

is planned to contact the sub-committee Chairper-

sons in mid-July to ascertain the progress being

made in the voluntarily assumed tasks.

The high enthusiasm evident at the meeting will

undoubtedly abate somewhat when the partici-

pants return to their work stations. Too much may

be expected. Please note the disparity between the

numbers attending the meeting, the number voting

for the investigation of a given topic, and the num-

ber volunteering to work on the selected topics.

Regardless of the delayed beginning and of the

daily work priority at a pace yet to be demonstrat-

ed, the PDA Task Force on Pharmaceutical Water

will persist in the pursuit of the stated goals. ■

Interest Group Updates from page 17

• Airflow velocity and patterns;

• Critical area environments;

• Differential pressures;

• HEPA filter testing and
patching;

• Setting environmental
monitoring alert and
action levels;

• The relationship of
environmental monitoring
results to batch release;

• Investigation of environmental
monitoring excursions;

• Critical surfaces;

• Process simulation acceptance
criteria;

• Incubation of normally
excluded units;

• Interventions;

• Duration of process simulation
tests;

• Number of media-filled units.

Points to Consider for Aseptic Processing

Volume 57 Number 2 Supplement

This document represents over 18 months of dedicated work by the
Task Force members. It presents the issues framed as problem
statements with both a recommendation and a rationale for the
recommendation provided. Some of the topics included in this 72-page
report are:

2003, 72 pages.

Price: $75 members, $125

nonmembers

Item No: 03004
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On May 22–24, 2003, industry, FDA and academia

came together in Washington, DC to discuss the

implementation of FDA’s “Current Good Manufac-

turing Practices (CGMPs) for the 21st Century” ini-

tiative. The workshop provided opportunities to

discuss the initiative with FDA relative to four top-

ic areas:

• Risk-Based CGMPs: Defining Risk and Quality;

• Integrating Chemistry and Manufacturing

(CMC) Review and Inspection;

• Changes Without Prior Approval;

• Manufacturing Science.

Workshop sessions on these four topics were

preceded by presentations by industry and FDA

designed to stimulate discussion.

Janet Woodcock, M.D., Director of the Center

for Drug Evaluation and Research (CDER), de-

scribed the desired future state of manufacturing

envisioned in the drug quality initiative as “reliabil-

ity and availability of high-quality, efficiently pro-

duced drugs.” She said that barriers to the desired

state included product complexity, future smaller

target populations, and cost pressures.

Regarding the desired state of manufacturing,

Woodcock said it would be characterized by effec-

tive, efficient manufacturing processes, specifica-

tions based on mechanistic (predictive) product

understanding, continuous improvement and the

use of new technology.

The desired state of regulation, according to

Woodcock, is an understanding of manufacturing

and quality systems, the use of a risk management

framework, and the avoidance of “one size fits all”

regulation.

Woodcock explained the reasons for the GMP

initiative. She said the regulatory system was out-

dated: the GMP regulations date from 1978. There

also are more approved drugs than ever, and there

have been advances in pharmaceutical science,

manufacturing technologies, and quality manage-

ment concepts. Biotechnology and the globaliza-

tion of the industries are drivers, also.

It is important for the Agency to understand

the relationship between CMC and CGMP. She said

that while it is intuitively simple, drug product

quality is difficult to define. Is it “fitness for use,”

attributes ensuring safety and efficacy, manufac-

turing according to CGMP, availability, or design at-

tributes linked to safety and efficacy? Might it also

be thought of in terms of patient risk linked to

quality attributes? Woodcock said that the “inte-

gration of CMC review and inspections is critical”

to the success of the GMP initiative.

Highlights from the

FDA/PQRI Workshop entitled, “A Drug
Quality System for the 21st Century”

Gordon Munro, Director of Inspection and

Enforcement, MCA [the newly named Medicines

and Healthcare products Regulatory Agency

(MHRA) as of April 1, 2003], provided an inter-

national perspective as he discussed the roles

and functions of the European Agency for the

Evaluation of Medicinal Products (EMEA) and

MCA. MCA’s main functions are: to license prod-

ucts, conduct surveillance, pharmacovigilance,

inspection, enforcement (criminal), standards,

and policy.

Munro described “through life” inspections, in

which the same inspectors are involved through-

out the product life cycle, from development to

clinical studies through production and on into

generic introduction.

Some key differences between MCA and FDA

regulatory programs include MCA’s use of indus-

try-experienced inspectors, of risk-based inspec-

tions, and of the assessment of deficiencies as

“critical,” “major,” and “minor.” There are five

levels of notification letters ranging from “every-

thing’s OK” to notification of serious problems.

Deficiencies are evaluated by an “inspections ac-

tion group.”

Speaking on a personal level, Munro said that

GMPs might eventually need to be changed, but

not yet. The real problem with harmonization lies

in interpretation rather than in differences in the

regulations themselves. There are really only a

few real differences, such as the requirement in

the United Kingdom for a “qualified person.” The

focus should be on a small number of interna-

tionally harmonized guidelines such as process

capability, assessing new measuring and manu-

facturing technology, and the required principles

of a quality systems approach.

During her presentation on integrating CMC

and inspection, Christine Mundkur, Barr Labora-

tories, emphasized the need to enhance the con-

sistency and predictability of FDA’s approach

among Districts and Centers. In her view, the pur-

pose of CMC submissions is to provide informa-

tion on specifications and production processes

to enable the reviewers to evaluate those factors.

Compliance, on the other hand, uses the submit-

ted information during Pre-approval Inspections

(PAIs) to evaluate validation and other operation-

al aspects that cannot be adequately reviewed on

paper.

Mundker said that industry’s role is to ensure

good quality systems and to ensure that the de-

velopment processes are in place to produce

“well-characterized” products. Continuous im-

continues on page 20
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provement systems should also be in place to sup-

port the submission of additional data as indicat-

ed in the Common Technical Document (CTD).

She said that the reviewer’s and investigator’s

roles are blurred, in her view, and there is a need

to clarify those roles. Also, if reviewers accompa-

ny investigators on inspections under a new sys-

tem, are PAIs still relevant, and how might this

relate to inspections based on quality systems?

Gerry Migliaccio, Pfizer’s Vice President of

Quality, in discussing manufacturing science, said

that industry and FDA agree conceptually but may

differ on “mechanics.” Industry desires flexibility

and innovation. There is a need to define FDA’s re-

quired data set and to develop agreement be-

tween FDA and industry on the use of technology

to mitigate risk. Current manufacturing and con-

trol processes, while they can be optimized from

an efficiency standpoint, yield products for which

the “status quo from a patient safety perspective

is acceptable.”

Breakout sessions, which were held to discuss

the four topic areas, were summarized on the last

day of the workshop. Highlights of the summaries

follow.

Risk-based CGMPs:
Defining Risk and Quality

Consensus was not achieved on what constitutes

risk, since there are different types of risk. Defi-

nitions may need to be product-related. It was

agreed that risk changes throughout the product

life cycle. Categories or types of risk are patient

risk, business risk, and regulatory risk, among

others. Points to consider for defining risk in-

clude benefit, quality system, acceptable levels,

and exposure.

Quality can be defined in many ways: fitness

for use, effectiveness, availability, in addition to

“meets specifications.”

Benefits of risk-based quality systems include

the potential increased product availability (more

products, lower cost) and faster approval. FDA

gains more product and process knowledge,

which can lead to better resource allocation and

increased trust and understanding, while the ben-

efits accruing to industry are fewer/better inspec-

tions, faster, more consistent reviews, reduced

regulatory burden, and the ability to focus re-

sources on critical issues. Should something be

done just because it can be done? Risk-based qual-

ity systems say no.

Challenges to implementing risk-based systems

include: cultural change, trust, risk assessment

and management training, perceived risk of Devel-

opment Report review, and communication within

FDA. Existing models for risk-based systems such

as the Quality System Inspection Technique

(QSIT) and the Hazard Analysis and Critical Con-

trol Point (HACCP) can be useful.

The next steps are to evaluate systems, define

risk and quality in the context of risk-based GMP,

expand global harmonization and explore the fea-

sibility of self-regulation.

Integrating CMC Review and Inspection

Development data should include information

about critical process control parameters, and this

can lead to a reduction in regulatory burden; how-

ever, concern was expressed that detailed informa-

tion of this type in development reports could

increase the level of FDA questions resulting in ex-

tended approval times. Because of this, submis-

sion of additional development data should not be

mandatory.

PAIs should be eliminated in their current

form since they tend to be inconsistent, and in-

vestigators are sometimes not adequately

briefed or prepared.

Inspections should focus on high-risk processes

and products. GMP inspections should focus on

quality systems, and as indicated in the Manufac-

turing Science discussions, inspectors should have

industry experience. The role and need for special-

ists should be discussed at an application pre-sub-

mission meeting. If specialists are necessary during

the inspection, they could also be used to support

CMC review. It is also important to clarify and co-

ordinate the roles of inspectors and reviewers.

Suggested next steps include a workshop on

setting interim specifications, the International

Conference on Harmonization (ICH) guidance on

pharmaceutical development, a more thorough

analysis of lessons learned with the Team Bio ap-

proach, and pre-license inspections. There was

agreement that FDA should work to standardize

pre-approval and pre-license review.

Changes without Prior Approval

Risk can be considered in various contexts: cost,

market availability, and approvability. In terms of

influencing the ability to make changes without ap-

proval, risk can be defined in terms of “is the cur-

rent product different from the product used to

generate the clinical data?”

Industry concerns and suggestions included the

need for a decision tree, the economic impact of

making some changes, the need for harmonization

and the development of a system to identify low-

risk changes.

The use of Comparability Protocols (CPs) gen-

erated mixed reviews. The biotech industry has

used CPs more extensively than the pharmaceuti-

FDA/PQRI Workshop from page 19
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cal industry. CP advantages include consistent tim-

ing and early FDA input. Problems with CPs are

that the time involved is not always worth the ef-

fort; they are not useful for unplanned changes;

and the draft CP guidance has too many exclu-

sions. Suggestions included the use of one CP guid-

ance for all types of products and the use of

experiences with CPs to expand SUPACs.

With respect to development reports, the

summary indicated that they were useful as a ba-

sis to support future changes and could be used

to give FDA confidence that the product and

process are fully understood. Development re-

port disadvantages were said to be: inapplicabili-

ty to older products, additional work without

much advantage, lack of understanding about

how DRs would be used by FDA, and the poten-

tial for delaying approval.

Some innovative approaches that were dis-

cussed included a suggestion that FDA develop a

rating system for firms based on the compliance

history and robustness of a firm’s quality system.

Firms with a good record might be able to imple-

ment changes without approval. It would be help-

ful to have CP templates. FDA was urged to

consider the European system for Type I and II

variations.

Under “next steps,” more information is needed

on the content and uses of development reports,

and more guidance documents would be useful. A

workshop on risk assessment of aseptic processing

changes was suggested.

Manufacturing Science

The desired state is a culture that embraces

change. There needs to be a shift in culture from

“change is bad” to “change is good.”

Manufacturing science is more than just tech-

nology; it is knowledge, technology, quality sys-

tems and training.

Documentation is important, since it captures

data which leads to knowledge about process and

product and serves as a basis for continuous im-

provement—hence “change.”

There is general agreement between industry

and FDA on what level of quality is appropriate.

Open communication and trust is mandatory

and there needs to be a new mechanism for shar-

ing knowledge between industry and FDA.

Process analytical technologies (PAT) can be

used for the closed-loop control of manufacturing

processes.

In terms of getting from “here” to “there,” the

use of “Super Supplements” during the first year

of product production could capture multiple

process and specification changes. INDs and

INADs could also be useful instruments for shar-

ing process development knowledge.

Inspectors need more training and experi-

ence. In this regard, the European (MCA) model

of using inspectors with five years of industrial

experience might be useful. Scheduled inspec-

tions might be more efficient than ones that are

unannounced, allowing the necessary company

individuals to be present to fully explain pro-

cesses, manufacturing and control systems. In-

spectional focus should change from

documentation review to quality systems.

The use of PAT should not be mandatory. PAT

might require different specifications, since to-

day’s specifications were generally developed

with relatively small sample sizes, and therefore

may need adjustment. The use of interim specifi-

cations, developed using failure mode analysis,

would be appropriate. ■

—Russell Madsen
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Rinse Volumes for Cleaning
Validation Studies

Recent Sci-Tech Discussions

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.

Join this lively online discussion group, where more than 2,000 of your colleagues from around the globe meet and find solutions to complex is-
sues. Access is open to both PDA members and nonmembers, and discussions may be accessed via e-mail or the Web. Visit PDA’s Web site at
www.pda.org to sign up via the Web or send an e-mail to requests@www2.pharmweb.net.

This month’s posting...

Question
Can anyone send me a reference as to the “stan-

dard” rinse volumes which are used during clean-

ing validation studies?

Response 1
There are no such things as standard rinse vol-

umes. If you intend to test rinse samples because

it is not practical to swab the surfaces being

cleaned, it makes sense to use the smallest practi-

cal volume. The smaller the volume the higher the

concentration of the analyte—when the solvent

has been selected, one does not normally have to

consider solubility during cleaning validation as

residues are, or should be very low. Basically car-

ry out some development work and ascertain the

smallest volume that will adequately wet all the

surfaces to be cleaned. Vessels with a spray ball

can normally be rinsed with much lower volumes

than vessels without.

Response 2
The question is somewhat confusing. Do you

mean rinse “sample” volumes? Rinse volumes for

cleaning are established through development

and are equipment and process-dependent.

Response 3
Sorry for the confusion and yes, I do mean rinse

sample volumes. In answer to your question, I am

wondering what volume of a rinse I should use,

for instance, when “sampling” a 5 L pressure can

or a 10 cc Cozzoli needle? In my current SOP for

“Cleaning Verification for the Removal of Active

Pharmaceutical Ingredients from Manufacturing

Equipment and Surfaces,” I have arbitrarily as-

signed these values: vessel size less than 100 mL,

rinse volume is 5 mL; vessel size 100–500 mL,

rinse volume is 10 mL; vessel size 501–5000 mL,

rinse volume sample is 100 mL. My QA depart-

ment has come back to me to ask for a reference

for the assigned rinse sample volumes, and I can’t

find any references to my numbers. I know that I

need to do recovery studies even with the rinse

samples, but I would like to hear what you have to

suggest for this rinse sample volume question.

Hopefully I have made sense here.

Response 4
As far as I know, there is no “standard” rinsate vol-

ume for CV trials. The volume used depends on

several factors: (1) the size and configuration of

the equipment to be rinsed (need all product con-

tact surfaces to be covered); (2) the limit of detec-

tion of the analyte of interest in the rinse solvent

(too much solvent would render the analyte level

undetectable); (3) acceptance criterion for the an-

alyte under study; and (4) whether the analyte is

stable in the rinse solvent over time.

Response 5
Unfortunately, there are no “standard” rinse vol-

umes used in cleaning validation. I will say this

though - as a rule, try to use the smallest volume

you can legitimately get away with. This will in-

crease the effective “sensitivity” of the sample.

Before you do any sampling, you need to do

some quick calculations to make sure your sample

is legitimate. For instance, let’s say the maximum al-

lowable residue on my surface is 1 microgram/cm2

and the LOQ of my analytical method is 1ppm. If I

am sampling an entire piece of equipment and its

total surface area is 100,000 cm2, then the largest

volume I can legitimately use is something less than

100L. That is, if the actual residue is 1 micrograms/

cm2, then the final concentration in my sample

would be 1ppm. (1 micrograms/cm2 X 100,000

cm2 / 100L = 1ppm). That puts a failing result just

at my limit of quantitation. Someone could argue

that this is OK, but I would probably go with no

more than 50L. If my volume was over 100L, I

could not legitimately say that I met my criteria. At

the acceptance criteria my sample would not meet

the LOQ of the method.
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Recent Sci-Tech Discussions

So, you need to adjust and set the rinse volume

ahead of time to best meet both your manufacturing

and analytical situations. That will vary based prima-

rily on your limits, the surface area sampled, and

your method of LOQ/recovery. So I think you can see

that there cannot be a “standard rinse volume.”

Response 6
For small containers or filling needles we use

swabs to obtain cleaning validation samples. The

rinse samples have not produced repeatable or ro-

bust recovery values.

Response 7
If I were writing your SOP, I would add instruc-

tions based on what I wrote earlier about pre-de-

termining the appropriate rinse volume based on:

what size the surface area was being sampled, the

acceptance criteria used, and the method of LOQ/

recovery. I would then give a couple of examples

of how to calculate the maximum volume you

could use (anything less is fine). Then you don’t

need any outside references for sample volumes.

I wrote a CV Policy some years ago which had

the calculations and examples and this kind of guid-

ance, which I subsequently broke out into an SOP.

Response 8
The sample size (rinse volume) for cleaning verifi-

cation depends on many factors, such as: the con-

figuration of the equipment, the number of tests

required to be done on the rinse solution, and the

quantity required for each test.

There is no standard volume specified nor

could there be any specified by any authority.

What all authorities believe is that the smaller the

volumes, the better the sensitivity, which greatly

depends also on the sensitivity of the method used

for detection.

Study your requirements on above line or arrive

at conclusions based on your retrospective data and

fix the volume specific to each equipment.

Response 9
I don’t believe that you can successfully assign

fixed rinsed volumes by looking exclusively at the

equipment’s volume capacity. Other factors must

be considered, such as: the total product contact

surface area of the equipment or equipment train;

the actual cleaning limit generated using either the

pharmacological approach (Fourman and Mullin)

or the Toxicological approach (Conine, Larson

and Stara); and finally the LOQ of the analytical

method which has been properly validated for its

function or use. As suggested by A. Walsh, one

must take several factors into consideration to en-

sure the rinse volume is sufficiently small that the

resulting rinsate residue concentration is at least

2–3-times greater than the method’s LOQ for the

same species. ■

—Russell Madsen

PDA

An International Association for
Pharmaceutical Science and Technology

TEL: (301) 656-5900 • FAX: (301) 986-0296

Info@pda.org • www.pda.org

YOUR SEARCH IS OVER …
CHECK OUT THE

PDA Online Job Bank at
ww.pda.org

RECRUITERS: Do you have clients looking

for employees? The PDA Online Job Bank

should be the first place you look.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○

If you are considering a move,

make the PDA Online Job Bank

your first stop.

The PDA Online Job Bank lists

job openings at some of the

top-rated pharmaceutical

companies.
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Company, Colleague &

Product Announcements

Send announcements
on personnel changes
and new products . . .

. . . to Joe Bury via e-

mail at bury@pda.org or

mail a hard copy to PDA

headquarters at 3 Be-

thesda Metro Center,

Suite 1500, Bethesda,

MD 20814.

PharmaSys Inc. has announced that Chris
Haskett has been promoted to Vice President of

Operations. In his new capacity, he will oversee all

contract validation operations for both domestic

and international markets. With PharmaSys since

2000, Haskett has experience in a wide variety of

compliance-related functions, including validation

planning, audits, cleaning validation, process vali-

dation, equipment validation, computer validation

and commissioning. He has previously held posi-

tions with Glaxo Wellcome and Mallinckrodt. For

more information about PharmaSys Inc., please

visit their Web site at www.pharma-sys.com.

BioInformatics, LLC recently named Jim Brady,
Ph.D. as the firm’s Senior Science Analyst. Brady

supports clients with his in-depth knowledge of

modern biological laboratory techniques. His ar-

eas of expertise include cellular and molecular bi-

ology, genomics, gene therapy and virology. He

has previously held research positions at the Na-

tional Institutes of Health, MetaMorphix, Inc. and

Genetic Therapy, Inc. He received his Ph.D. from

Indiana University and a B.S. in Biology from the

College of William and Mary.

The United States Pharmacopeia (USP) is

pleased to announce that the 2003 edition of the

USP Dictionary of USAN and International Drug
Names (USP Dictionary) is now available in both a

hardcover print and a new online format. For fur-

ther information, please visit www.usp.org or e-

mail your questions to custsvc@usp.org.

Malvern Instruments will be launching a major

new product range at the end of May called the

Zetasizer Nano series, which combines the best

technologies to simplify the measurement of parti-

cle size, zeta potential and molecular weight of

molecules and nano-sized particles. Fea-

tures include the ability to measure high

concentrations and particle sizes below 1

nm in diameter. It encompasses the rec-

ommendations of the ISO 13321 stan-

dard and allows users to meet FDA

requirements for 21 CFR Part 11 compli-

ance. The Zetasizer Nano series is ideal

for quality control and process optimiza-

tion and uses standard operating proce-

dures (SOP’s) to control the

measurement process, which ensures op-

timum performance and excellent repeat-

ability between operators. For more

information, visit www.malvern.co.uk.

Rockwell Automation recently announced that it

has been selected by Laboratoires ROCHE Nicho-

las S.A., Gaillard, France, to implement global man-

ufacturing solutions at the company’s planned

manufacturing locations in Turkey, Spain, and Swit-

zerland. ROCHE has decided that the upgrade will

include the Propack Data PMX™ from Rockwell Au-

tomation. Says Mr. Michel Doucet, Production

Manager at Laboratoires ROCHE Nicholas S.A.,

“The new system has improved our workflow con-

siderably. Management of user access, general

planning, and the traceability of actions have be-

come much easier. The project had to take into ac-

count the switch from our existing MES system to

PMX™.” The Propack Data PMX™ solution replaces

five individual systems, a set-up that did not always

provide optimum performance. For further infor-

mation, contact Nadine Heier at nah@propack-

data.com or visit www.propack-data.com.

Kendro has developed three new incubators: the

new REVCO®, Ultima™ II, and Elite™ water-jacket-

ed CO2 incubators incorporate sophisticated con-

trol functionality to make set-up, start-up and

operation easier. The Ultima II models are careful-

ly engineered to provide an optimal, stable grow-

ing environment for cultures. The REVCO CO2

incubators feature automated start-up. The fully-

equipped Elite II models have a welded interior

and provide repeatable and reliable performance

for routine culture work. For more information,

please visit www.kendro.com.

Stelex-TVG, a firm providing enterprise wide com-

pliance solutions to FDA-regulated industries, an-

nounced the opening of a new office in Woburn,

Massachusetts. This office will provide local sup-

port to its growing client base in the New England

region, and builds on the company’s previous ex-

pansion to Puerto Rico. Leon Heredia will be the

District Manager of the New England region. He

states “the Regional office will provide the full

spectrum of validation, technology, regulatory,

and business solutions we offer to all our clients.”

Heredia brings over 20 years of experience to Stel-

ex-TVG. He held positions of increasing responsi-

bility at major pharmaceutical, medical device and

process controls companies, in management, tech-

nology and validation. ■

—compiled by Evelyn N. Heitman

Malvern Zetasizer Nano series



Veltek Associates, Inc.
1039 West Bridge Street
Phoenixville, PA 19460-4218 USA
(610) 983-4949 • Fax (610) 983-9494

The convenient, patent pending
SimpleMIX System provides a
sealed multi-chamber container
that when activated mixes the two
solutions. The top part contains
the sterile concentrate disinfectant
or sporicide and the bottom part
contains the sterile USP WFI
Quality Water. Just pull the tab
and they instantly mix together.

I N N O V AT I V E C L E A N R O O M P R O D U C T S

All chemical agents and the WFI Quality Water 
are filtered at 0.2 microns and manufactured in 
a Class 100 filling operation.

Eliminates regulatory concerns for mixing 
and sterility of the solution.

No more concerns for mixing concentrate phenolics, 
quaternary ammoniums or peracetic acid & H2O2 with 
sterile water in aseptic manufacturing operations.

The contents of the double bag package are sterilized 
through a validated gamma radiation cycle.

Lot sterility tested per current USP compendium.

The system assures the appropriate dilution is 
made each time in a closed, sterile system.

Concentrate solutions are never handled.

Made for Veltek’s DECON-PHENEMade for Veltek’s DECON-PHENE®®, DECON-PHASE, DECON-PHASE®®, DECON-CYCLE, DECON-CYCLE®®,,
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Disinfectants & Sporicides

SIMPLE MIX®

US and Foreign Patents Pending
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Meeting News

This year’s event, Building on Our Strengths:
Quality, Science and Innovation, will chart the

progress of pharmaceutical research, technology,

manufacturing and compliance over the past de-

cade, identify emerging trends, and discuss how

to effectively and efficiently respond to the grow-

ing demand on pharmaceutical production in an

evolving regulatory environment.

2003 PDA Annual Meeting, Courses and Exhibition

Building on Our Strengths:
Quality, Science and Innovation

November 10–14, 2003 • Atlanta Hilton Hotel

Keynote and plenary sessions presentations will

feature:

• An update on the Food and Drug Administra-

tion (FDA) (in particular, the Center for Drug

Evaluation and Research [CDER]) initiatives

and activities;

• A dialogue on the impact of the Severe Acute Res-

piratory Syndrome (SARS) and emerging diseases

on the pharmaceutical industry as well as an ex-

ploration of industry’s response to these crises;

• A five-year forecast of the industry.

Conference:
November 10–12

Exhibits:
November 10–11

Courses:
November 13–14

2003 PDA Annual Meeting, Courses and Exhibition

Exhibitor List

AAI ............................................................ 510
Abbott Laboratories, OEM Group ......... 726
Abbott One 2 One ................................... 724
Accugenix ............................................... 422
Afton Scientific Corp. ............................. 707
Akorn, Inc. ............................................... 727
American Pharmaceutical

Partners, Inc ......................................... 629
American Plastics Technology, Inc. ...... 507
American Stelmi Corp ........................... 621
Anatel / Pacific Scientific .............. 721, 723
Arden Laboratories, Inc. ....................... 229
Associates of Cape Cod, Inc. ....... 310, 312
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Solutions, LLC ..................................... 512
BD Diagnostic Systems ................ 225, 227
Ben Venue Laboratories, Inc. ................ 624
Biolog, Inc. .............................................. 116
bioMerieux, Inc. ............................ 529, 531
BioMondex Ltd. ...................................... 405
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Biotest Diagnostics Corp. ...................... 329
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Systems ................................................ 622
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CompuVal Inc. ......................................... 114
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Covance ................................................... 205
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DuPont Qualicon ..................................... 125
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INTELITEC Corporation ................ 535, 536
ITW Texwipe ........................................... 323
Kimble Glass, Inc. ................................... 231
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Lancaster Laboratories ................. 516, 517
LearnWright, Inc. .................................... 604
Lighthouse Instruments .......................... 617
Meridian Medical Technologies .......... 316
Microcheck, Inc. ..................................... 331
Micron Training ...................................... 725
Micronova Manufacturing, Inc. ............. 407
MIDI, Inc. ................................................. 213
Millipore Corporation ................... 429, 431
Minntech Filtration Technologies

Group ................................................... 911
Nicomac, Inc. .......................................... 334

Nikka Densok USA, Inc .......................... 306
Northview Biosciences, Inc. .................. 129
Novatek International ............................. 729
Nuova Ompi S.R.L. ................................. 534
Oxoid Inc. ................................................ 631
Pall Life Sciences ................... 221, 222, 320
Pharmaceutical Technology/

Advanstar ............................................. 628
PharmaSys, Inc. ...................................... 530
Phoenix Imperative, Inc. ....................... 130
PML Microbiologicals ........................... 625
PSI ................................................... 409, 411
Raven Biological Laboratories, Inc. ...... 608
Remel, Inc. ............................................... 307
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Saint-Gobain Desjonqueres ......... 335, 336
Sartorius Corporation ................... 525, 527
Schering-Plough Corp ........................... 220
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Seidenader Equipment, Inc. ........ 428, 430
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The conference program will consist of three

distinct session tracks: Compliance Issues, Manu-

facturing, and Science and Development. Case

studies and presentations within the Compliance

track include: Part 11: the new guidance, quality

systems, and the Aseptic Processing Guidance Doc-

ument. Five sessions will discuss clinical, biotech

and disposable manufacturing, outsourcing, and

visual inspections. Presentations on environmental

monitoring, process development and cleaning val-

idation are some of the topics featured in the Sci-

ence and Development track.

Also featured are the popular PDA Interest

Group meetings, facilitating dialogue on a focused

variety of topics and issues. An interactive exhibi-

tion will provide information on new concepts,

products and services in pharmaceutical science

and technology. Social and networking events are

tentatively scheduled.

Don’t miss this unique opportunity to network

with colleagues and health authorities. Learn how

to effectively respond to changing regulatory ex-

pectations, and become better-equipped to em-

brace the future of the industry. Visit PDA’s Web

site, www.pda.org, for further information.

To reserve an exhibit booth, contact Nahid

Kiani at (301) 656-5900 ext. 128 or via e-mail at

kiani@pda.org. ■

— Leslie Zeck and Chris Goldberg

PDA-TRI Lecture Courses

at the 2003 PDA Annual Meeting:

November 13

Designing, Monitoring &

Validation of Pharmaceutical

Manufacturing Ventilation

Systems

Auditing Techniques 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

T A K E  A  C L O S E R  L O O K AT

Pharmaceutical
Microbiology

www.oxoid.com
Oxoid Ltd, Wade Road,Basingstoke, Hants, RG24 8PW, UK.

Tel: +44 (0) 1256 841144 Fax: +44 (0) 1256 329728
Email: val.kane@oxoid.com

D E D I C A T E D  T O  M I C R O B I O L O G Y

Oxoid offers an extensive range of high quality microbiology
products to the pharmaceutical industry, including:

NEW BSE AND GMO-FREE PRODUCTS
Manufactured entirely from vegetable proteins (certified as free
from GMOs), Oxoid Veggietones reduce the risk associated
with BSE and other TSEs and provide a nutritious base for the
growth of bacteria and fungi.

PREPARED MEDIA
Oxoid’s prepared media range reduces the work load within
the laboratory by providing ready-to-use, quality assured
media. A wide range of formats and USP/EP formulations are
available including:
● Triple-wrapped, irradiated plates for use in clean room

environments
● Contact plates for environmental monitoring

● Bottled media in a variety of fill volumes

● Large volume broths are also available in an innovative 
bag format for easy dispensing.

NEW CHARACTERISATION
Available from Oxoid in Europe and Australia, the Qualicon
RiboPrinter® microbial characterization and identification 
system generates genetic fingerprints of test bacteria in eight
hours offering a powerful tool in tracing and eliminating
sources of contamination.

QUALITY CONTROL
The performance of chosen methods can be tested quickly,
easily and safely using Oxoid CultiLoops® or Quanticult Plus®

– a range of dehydrated, standardised micro-organisms in
ready-to-use loops or vials.

STOP PRESS STOP PRESS STOP PRESS STOP PRESS
Visit WWW.OXOID.COM for career opportunities and details of
our products for the pharmaceutical industry, or contact:



Cleanroom Champion:
The APC Portable.
Now you can put another powerful Cleanroom
Champion to work for you: The battery-
powered, lightweight APC Portable Model
P3610. With 0.3 µm sensitivity it measures 
six particle sizes simultaneously and features 
a backlit LCD touchscreen keypad for easy 
readout and programming. 

Find more information and how to set up 
a trial evaluation at www.APCportable.com

Count on Biotest

Complete Cleanroom
Contamination Control.
Monitoring air quality is the first step 
to complete contamination control. 
Biotest designs and manufactures a 
distinctive line of environmental monitoring
products including RCS microbial air 
samplers, APC airborne particle counters, 
and contact slides for surface monitoring.

Biotest Diagnostics Corporation
66 Ford Road, Suite 220
Denville, New Jersey 07834
Tel. 800.522.0090, Fax 973.625.9454
www.BiotestUSA.com

Touchscreen keypad allows 
direct access to all settings. 

All relevant sample information 
is on screen at all times.

NEW
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With the impact of global events, senior executives

in quality assurance/control, global manufacturing,

and regulatory affairs will now have even more rea-

son to convene in Taormina to participate in an ex-

clusive conference focusing on Managing for

Quality in a Cost-Focused Environment. Key regula-

tory representatives and industry experts from

around the world will present information relevant

to effective compliance and quality management.

The design of the conference, including formal

presentations, informal discussions and social

events, is specifically developed to enhance inter-

action among attendees and speakers.

Highlights include:
• Expert executives from leading pharmaceutical

firms, presenting industry experiences, per-

spectives and solutions;

RESCHEDULED—NEW DATES

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

• Outside technical experts;

• Legal and regulatory perspectives on consent

decrees and other consequences, and how to

avoid them;

• Discussion on the development, implementa-

tion and execution of a new quality manage-

ment system;

• Identification of key elements of building an

effective quality system;

• Discussion on supply chain management and

strategic contracting.

Space at the conference is very limited. Please

review the official brochure and registration in-

formation for this conference, now available on-

line at www.pda.org. ■

—Leslie Zeck

PDA continues to bring the quality education

you’ve come to expect. Due to the economic, politi-

cal and health climate around the world, PDA is cre-

ating new methods of delivery to minimize the time

and financial impact quality education can demand.

Beginning in April 2002, PDA held six very suc-

cessful audio conferences featuring industry and

regulatory experts:

• An FDA presentation on Process Analytical

Technologies (PAT)—John Shabushnig, Ph.D.,

Pfizer, Inc. and Ajaz Hussain, Ph.D., Deputy

Director, Office of Pharmaceutical Science,

CDER, FDA;

• A summary of the PDA/USP Joint Conference on

Sterile Product Manufacturing—Michael (Mike)

Korczynski, Ph.D., founder and Senior Vice

President of MIKKOR™ Enterprises, Inc. and

David A. Porter, Ph.D., Senior Scientist at the US

Pharmacopeia;

• FDA’s Aseptic Processing Concept Paper—Carol

Lampe, Baxter Healthcare; Richard Johnson,

Abbott Laboratories; Rick Friedman, Ph.D.,

FDA; and Brenda Uratani, Ph.D., FDA;

• Emerging Rapid Microbial Methods

Technology—Bryan Riley, Ph.D., CDER, FDA;

Peter Cooney, Ph.D., FDA; Jeanne Moldenhauer,

PDA Audio Conferences:
“Meeting the Needs of Our Members”

Ph.D., Vectech; and Roger Dabbah, Ph.D., US

Pharmacopeia;

• Quality Contracts as Seen From Both Sides of

the Table—Kelly O’Hare and Allen Burgenson,

Cambrex;

• How to Build an Effective Corrective and

Preventative Actions (CAPA) Program—Paula

Wilkerson, Applied Genetic Technologies Cor-

poration and Marc Puich, Tefen.

PDA has reached more than 3,000 listeners

with these audio conferences and more individu-

als are participating with each conference.

Future audio conferences will address:

• Navigating Legal Waters

• The 10 Commandments of Writing Out of

Specification (OOS) Reports

• Part 11: The New FDA Guidance

• Combination Products: Understanding the

Unique Issues

• Internal Audits: Your Company’s Defense

(Qualifying Vendors)

Audio conferences are scheduled approxi-

mately every six weeks; check the PDA Web site

at www.pda.org for details. ■

—Lisa Wade

Meeting News
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Plans are underway for the 5th biennial PDA

Training Conference: No Trainer is an Island—

Developing and Leveraging Your Training Net-

work for Success. The conference will be held

May 16–19, 2004 at the award-winning Westin

Rio Mar Beach Resort in Puerto Rico, the Carib-

bean’s most comprehensive beachfront meeting

and incentive destination.

The conference is targeted to current Good

Manufacturing Practice (CGMP) and technical

trainers in the pharmaceutical, biotech, medical

device, and related industries. The conference

format has been expanded to three full days of ac-

tivities followed by two days of optional PDA-TRI

courses targeted to training.

The last conference in Tampa attracted over

200 trainers from around the world. Confer-

ence attendees had over 20 concurrent sessions

to choose from, which included basic presenta-

tions for new trainers, as well as an advanced

track for the more experienced. These sessions

were largely presented by peers and covered

such topics as curriculum design, classroom

techniques, developing e-learning, writing train-

ing manuals, and management training, to name

a few. The general sessions featured presenta-

tions and a panel discussion by the Food and

Drug Administration (FDA), “Testing Triage” by

Indiana State University professors and authors

Bill Cosscarelli and Sharon Schrock, as well as a

full day of “Creative Training Techniques,” pre-

sented by Dave Arch of The Bob Pike Group.

Participants were also provided many opportu-

nities for networking and time to attend the

vendor exhibits, with 20 different vendors dis-

playing training materials and services. Confer-

ence attendees also witnessed the creativity of

some of their peers and selected the winners of

the 2002 Trainer’s Choice Award.

This year’s conference promises to be another

success. The conference committee is working

hard to assemble an aggressive agenda, once

again including speakers from the FDA, the train-

ing community at large, and trainers charged

with CGMP and technical training. The “Call for

2004 PDA Training Conference and Courses

“No Trainer is an Island—
Developing and Leveraging Your
Training Network for Success”
by Bill O’Connor, Conference Chair

Meeting News

Papers” has been posted, and we’re seeking pre-

sentations on:

• Training Management • Compliance Training

Systems • Obtaining Training

• Career Development & Grant Funds

Succession Planning • Activities and

• Trainer Qualification Assessments

• Measuring Training • Train the Trainer

Effectiveness • New Training

• Training Curriculum Methods

• Competency-Based • SOP Training

Training Methods • Case Studies

• Management Training • Technical Training

• Part 11 Training

True to our conference theme, we will pro-

vide numerous opportunities to interact with

peers, as well as more vendors with training ma-

terials and services, so that participants can tru-

ly develop and leverage their training network.

We’ll also feature all of our finalists for the 2004

Trainer’s Choice Award and provide ample op-

portunity to “hobnob,” benchmark, and be in-

spired by these very creative individuals. We’re

currently seeking submissions for this award in

the following categories:

Best Multimedia (Can be: video, slide

Presentation Video show, or PowerPoint

presentation)

Best Classroom/ (Course design and

Training Manual materials from class-

room training—

participant handouts

and Trainers Guide)

Best e-Learning Program (Can be: interactive

/Web-Page design  computer-based

program, Web page, or

Web program)

Best Experiential/ (Can be: game, simula-

Interactive Training tion, exercise, magic

trick, etc.)

If you are interested in presenting at the

2004 conference or in submitting an entry for

papers, go to www.pda.org and download the

“Call for Papers.” The deadline for submission
is July 15, 2003. Information about the “2004

Trainer’s Choice Award” will be available soon at

www.pda.org: deadline for submission of
Trainer’s Choice Award entries is January 31,
2004. ■
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Meeting News

Due to travel warnings imposed by the World Health

Organization and the Centers for Disease Control,

PDA has agreed to postpone the Singapore Congress

until 2004. Please save the dates of May 17–21, 2004.

The advantage to you is that you can build this im-

portant networking and educational opportunity

into your budget early and benefit from the same

quality experience, same great location!

The Singapore Congress will feature presentations

by industry and health authority experts on critical is-

sues in pharmaceutical industry manufacturing. A va-

riety of educational courses will provide additional

opportunities for unprecedented worldwide educa-

tion, training and applied research in pharmaceutical

sciences and associated technologies. An interactive

PDA International Congress, Courses
and Tabletop Exhibits

Mark your calendar to attend this prestigious

three-day Congress in Basel, Switzerland. This

event will attract at least 500 international profes-

sionals and scientists in the parenteral, sterile

products, biotechnology and related fields for

high-level education and dialogue among industry

and regulatory experts. It is the eighth Internation-

al Congress PDA has hosted in Europe since 1992.

All individuals interested in the future of phar-

maceutical science and technology, including

those engaged in manufacturing, production,

quality assurance/quality control, engineering

and maintenance operations, facility design,

product and process development, scale-up, vali-

dation, compliance and regulatory affairs, and re-

search and development, will derive significant

value from participation.

Congress Highlights:
21st Century FDA Initiatives Improving the Con-

trol and Effectiveness of Drugs

• GMP Changes

• Regulatory Changes

• Inspections

• Clinical Trials Development

From Current to Future Manufacturing &

Technology Trends

• PAT Initiatives

• Contract Manufacturing

• Biotechnology

• Isolation Technology or What?

• Membrane Absorbing Technology

• Standardization of Nano (Virus) Filters

• New Drug Delivery Technologies—

Combination Products

• Rapid Development of Vaccines vs. Emerging

Global Diseases

Messe Basel

Convention Center

Congress and

Exhibition—
February 16–18, 2004

Courses—February 19–
20, 2004

2004 PDA International Congress, Courses and Exhibition

Product Life Cycle Management for the 21st Century

Conference and
Tabletop Exhibits:

May 17–19, 2004

Courses:
May 19–21, 2004

Future Trends of Information and Control System

Technology in the Pharmaceutical Industry

• Interpretation of Evolving Regulations

• Electronic Common Technical Documents

(ECTD)

• Electronic Process Assurance and Control

Educational Courses
The PDA Training and Research Institute (PDA-

TRI) provides unprecedented education, train-

ing, and applied research in pharmaceutical

sciences and associated technologies. Courses

providing in-depth education on technology top-

ics relating to the Congress will be held on Febru-

ary 19–20 following the Congress.

Exhibits
Anticipated attendance of 500 scientists from Eu-

rope, US, Asia and other regions make this a pre-

mier event for pharmaceutical science and

technology suppliers to meet key contacts. For

information on exhibiting and/or sponsoring this

event, contact Nahid Kiani.

About Basel
Basel, a city of nearly 200,000 people and 2,000

years of history, is located at the elbow of the

Rhine on the borders of France and Germany. It is

the center of the pharmaceutical industry and the

site of major trade fairs. Attendees of this Con-

gress will be staying at the Swissotel Basel, which

is conveniently located adjacent to the Messe

Basel Convention Center and is accessible by

tram, bus, and train. Detailed reservation informa-

tion will be furnished in future announcements.

The program for this conference is still in de-

velopment. Visit our Web site at www.pda.org for

up-to-date information. ■

—Wanda Neal

exhibition will feature the latest advances in technol-

ogy and services in the industry.

Advise your colleagues who are engaged in

manufacturing, production, quality assurance/

quality control, engineering and maintenance op-

erations, facility design, product and process de-

velopment, scale-up, validation, compliance and

regulatory affairs, and research and develop-

ment, that they will derive significant value from

participating in this unique opportunity.

Opportunities for tabletop exhibits are be-
ing offered to a limited number of companies.
Please contact Nahid Kiani at (301) 656-5900

or via E-mail at Kiani@pda.org for details.

PDA looks forward to your participation in 2004! ■

—Leslie Zeck

May 17–21, 2004

The Ritz Carlton
Millenia
Singapore
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Meeting News

New Training Session Just Added!

Get the Quality Training on this Guid-

ance Directly from the Members of

the Expert Working Group!

This exclusive training workshop has sold out

in four locations in North America and Europe.

Register today to ensure that you can benefit

from training by the members of the International

Conference on Harmonization (ICH) Expert

Working Group. After this session, the training

workshop will move to Asia.

The Food and Drug Administration (FDA), in col-

laboration with PDA, the Pharmaceutical Research

and Manufacturers of America (PhRMA) and the Ge-

neric Pharmaceutical Association (GPhA) developed

a workshop training series on the ICH Q7A Guid-

ance. The ICH Q7A document, the first Good Manu-

facturing Practice (GMP) guidance jointly developed

between regulators and industry, is intended for use

worldwide. It impacts any manufacturer who manu-

factures in, or intends to supply into the ICH regions

(US, Europe, and Japan).

This three-day workshop will provide training

of regulatory personnel alongside industry partici-

pants. The faculty is comprised of both regulators

and industry representatives who served as mem-

bers of the ICH Q7A Expert Working Group that

developed the document. Substantial time has

been allotted for question-and-answer sessions.

ICH Q7A Good Manufacturing Practice
Guidance for Active Pharmaceutical
Ingredients

August 20–22, 2003
San Francisco, CA • The Historic Fairmont Hotel

Highlights
• This is one of the only ICH Q7A trainings cur-

rently being conducted by members of the Ex-

pert Working Group that developed the

Guidance; and

• The joint industry/regulatory/faculty participa-

tion will facilitate a mutual exchange of discus-

sion issues on the ICH Q7A document.

The ICH Q7A Guidance Document can be

found on the following Web sites:

• http://www.fda.gov/cder/guidance/index.htm

• http://www.emea.eu.int/pdfs/human/ich/

410600en.pdf

• www.ifpma.org/ich5q.html#gmp

Who Should Attend
This document covers all aspects of the manufac-

turing, controlling and regulating of Active Phar-

maceutical Ingredients (APIs). The following

professionals will benefit from this training:

• Auditors of API Manufacturing Operations;

• Agents, Brokers, Traders, Distributors,

Repackers and Relabellers of APIs;

• GMP Compliance Officials;

• Process Engineers;

• Production Engineers;

• Regulatory Investigators and Compliance

Officers;

• Reviewing Chemists;

• Quality Assurance/Quality Control and

Regulatory Affairs Professionals; and

• Consultants to the Pharmaceutical Industry.

Learning Objectives
• Understand the intent of the Expert Working

Group that developed the ICH Q7A Guidance

Document;

• Minimize variation in interpretation among

industry and regulatory bodies worldwide;

• Address how the concepts of the ICH Q7A

Guidance should be applied;

• Understand inspectional issues through side-by-

side training of industry and regulators; and

• Understand how to interpret all 19 chapters of

the ICH Q7A Guidance, including special sec-

tions on APIs manufactured by cell culture/

fermentation, and APIs for use in clinical trials.

To register, visit PDA’s Web site at

www.pda.org. ■

—Leslie Zeck

PDA/FDA from cover

Enjoy a private performance by The Capitol

Steps, a troupe of current and former Congression-

al staffers who claim to be the only group in Ameri-

ca that attempts to be “funnier than the Congress.”

The Capitol Steps monitor events and personalities

on Capitol Hill, in the Oval Office, and in other cen-

ters of power and prestige around the world and

then take a humorous look at serious issues while

providing laughs for the entire audience.

Whether new to the industry or a seasoned vet-

eran, individuals involved in pharmaceutical, biop-

harmaceutical product development, regulatory

approval, production and quality assurance, in-

cluding those associated with drug product manu-

facture, service providers, contract services and US

and international regulatory authorities will benefit

from participation in this important conference.

Please note that this conference sells out each

year. Register early on the PDA Web site at

www.pda.org to guarantee your participation in this

popular and important regulatory conference. ■

—Leslie Zeck
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This joint PDA/EMEA (European Agency for the

Evaluation of Medicinal Products) conference

will discuss current issues relating to the viral

safety of recombinant proteins, monoclonal anti-

bodies and plasma-derived medicinal products.

The conference will cover regulatory require-

ments for these products, aspects of testing

source materials for viruses, several aspects of

virus validation such as the model virus ap-

proach, as well as virus assays and their stan-

dardization. Virus inactivation/removal

technologies and special aspects of their valida-

tion will be discussed.

A separate session will focus on the virus

safety aspects of advanced technology medici-

nal products (gene therapy, cell therapy, xeno-

geneic cell therapy and products from

transgenic animals) and will summarize the cur-

rent knowledge.

The conference is intended for participants from

regulatory authorities, industry, and academia.

Watch the PDA Web site, www.pda.org, for

additional information on this important

conference. ■

PDA/EMEA
European Virus
Safety Forum
Hosted by the Central Europe Chapter of PDA

in collaboration with EMEA and the

Paul Ehrlich-Institute

Frankfurt, Germany

September 29–October 1, 2003

by Georg Roessling

Process & Facilities Engineering

Validation

Compliance

www.phoeniximperative.com

PHARMACEUTICAL /  BIOTECHNOLOGY

Serving Domestic and
International Clients

PHOENIX IMPERATIVE® INC
Offices in: 

Delaware
Maryland    

New Hampshire
North Carolina

For More Information Call 

302 366 0855
E-mail: phoenix@pii-cgmp.com
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Exhibitor News

We all know the value of face-to-face interaction

between attendees and exhibitors. The attendees

become aware of new products, evaluate vendors,

renew relationships with existing vendors and of-

ten find new vendors to meet their needs.

PDA offers high quality scientific conferences

and exhibitions that provide an opportunity to

showcase your product/services and to build cus-

tomer relationships with individuals involved in the

pharmaceutical and biopharmaceutical industries.

The 2003 PDA/FDA Joint Regulatory Confer-

ence is a must-attend event. More than 550 at-

Reserve Your Space Today!
Showcase Your New Products!

2003 PDA/FDA Joint Regulatory
Conference Exhibitors Listing

Accugenix ........................................................... 21
BD Diagnostic Systems ..................................... 31
bioMérieux, Inc. .................................................. 24
BioReliance ......................................................... 41
Bioscience International, Inc. ............................ 30
Brock Solutions .................................................. 45
Cambridge AccuSense, Inc. .............................. 40
Carlisle Life Sciences ......................................... 34
Charles River Laboratories,

 Biopharmaceutical Services ......................... 26
Charles River Laboratories,

Endotoxin Testing Services .......................... 25
CIMCON Software .............................................. 20
CimQuest Inc. ..................................................... 38
Document Control Systems .............................. 14
DVT ...................................................................... 44
Eli Lilly & Company ............................................. 19
FOSS NIRsystems.............................................. 32
Genesis Machinery Products, Inc. .................... 28
Getinge USA ........................................................ 8
Grace Engineering Validation, LLC .................... 37
INTELITEC CORPORATION .................................. 5
la Calhene, Inc. ...................................................... 7
Lansmont Corporation ....................................... 36
LearnWright, Inc. .................................................. 1
Millipore Corporation ......................................... 39
Novatek International ......................................... 58
Pall Life Sciences ................................................ 15
Phoenix Imperative, Inc. .................................... 56
PML Microbiologicals, Inc. ................................... 4
ProPack Data Corporation ................................... 33
RCM Technologies, Inc. ..................................... 27
Sparta Systems, Inc. ............................................ 3
Vectech Pharmaceutical Consultants, Inc. ........ 22
Veltek Associates, Inc. ....................................... 29
Veriteq Instruments ........................................... 35
West Pharmaceutical Services, Inc. .................... 6
Working Words, Inc. ............................................. 2

as of 5/15/03

tendees in product development, regulatory ap-

proval, production and quality assurance—includ-

ing US and international regulatory authorities are

attending. Lester Crawford, Ph. D., DVM, Deputy

Director, FDA has confirmed his appearance.

The exhibit space for this very important regu-

latory conference has been sold out for the past

three years. Due to the demand from exhibitors,

we have tripled the available tabletops and already

50% of them are sold out. The PDA/FDA Joint Reg-

ulatory Conference is the place to broaden your

visibility and distinguish yourself from the compe-

tition. Following are some of the benefits of exhib-

iting at this show:

• Your company description will appear in the

attendee portfolio and on a post-show CD

• Your company description will be posted on the

PDA Web site for 90 days with a link to your site

• Recognition in PDA Letter

• If you are advertising in the PDA Letter
pre-show and show issue (July and August)

or the PDA Journal show issue (July/August),

you will receive a tagline on your ad free.

• Exhibiting will add to your priority points

Also mark your calendar for our 2003 PDA An-

nual Meeting, Courses and Exhibition, November

10–12, 2003 in Atlanta, GA.

Please contact me at (301) 656-5900 ext. 128

or at kiani@pda.org if you have any questions or

to reserve your space. ■

—Nahid Kiani

Visit the Exhibit Hall at the

2003 PDA/FDA Conference

for FREE!

Just provide a business card and receive your
badge. You may purchase tickets to social
events.

Exhibit Hours

Monday, September 8th
10:00 am – 7:00 pm

Tuesday, September 9th
10:30 am – 4:15 pm

Hall is closed for lunch both days
from 12:30 pm – 2:00 pm



● 35 ● June 2003

PDA-TRI News

PDA members who have followed the history of

the PDA Training and Research Institute (PDA-TRI)

know that some of the equipment and supplies

used in our laboratory courses were (and still are)

donations and loans from generous industry con-

tributors. When you visit PDA-TRI, or attend class-

es here, they are readily visible. Other donations

and contributions, such as goods and services, are

less obvious—but no less important. I want to take

this moment to thank some of our recent—less ob-

vious—contributors:

• Veltek, for their continuing supplies of sanitiza-

tion solutions and for

supplies used through-

out the PDA-TRI facility;

• Millipore Corporation,

for a full maintenance

service call for the PDA-

TRI MilliQ water system;

• Remel, for numerous

Cultiloops of yeast and

mold species and specif-

ic growth media, which

are especially useful in

conducting our Mycolo-

gy Identification classes;

• Atlantic Technical Services, for their mainte-

nance service in the installation and certifica-

tion of HEPA filters in PDA-TRI’s Aseptic

Processing Laboratory;

• Lyophilization Technology, Inc., for their re-

pair and maintenance of the freeze-dryer used

in the Aseptic Processing courses;

• Cardinal Health, for their continuing donations

of sterile, disposable garments and sterile gloves

for use in the Aseptic Processing courses.

Such generosity from within our industry helps

sustain PDA-TRI, permitting us to offer the highest

quality professional training. We are truly grateful

for their support.

Turning now to new initiatives, as mentioned

in last month’s PDA Letter, PDA-TRI plans to ex-

pand course offerings in Europe. While my origi-

nal intent was to initiate this in 2004, European

support for this program has been extremely en-

couraging. With the assistance of Gautam Maitra,

PDA Director, Europe, I hope to have PDA-TRI

produce several courses in Europe later this

year. After that, I hope to produce course offer-

ings on a regular basis throughout Europe,

much as we do in the US. Plans are being formu-

Director’s Message:
Update from PDA-TRI

lated at this time, so watch for the announce-

ments on the PDA Web site, www.pda.org.

There is still time to register for the July 15–16,

2003 course on “Computer Products Supplier Au-

ditor Process Model: Auditor Training.” This com-

prehensive course will train pre-qualified

applicants in auditing suppliers of computer prod-

ucts according to the standardized model devel-

oped by PDA and published as PDA Technical

Report #32. Formal training is required to be-

come a certified auditor in the TR-32 process

model. The course brochure can be obtained at

www.pda.org/pdf/TRI-Auditor Training03-BRO.pdf.

PDA-TRI is also offering

two courses in August at

the PDA-TRI facility. A

course on “Compliance

Auditing of Cleanrooms

and Controlled Environ-

ments” will be held Au-

gust 14–15, 2003. Anne

Marie Dixon, a recognized

expert in cleanrooms and

controlled environments,

will teach this course.

Don’t miss this opportuni-

ty to learn and interact closely with one of the

preeminent leaders in this field. On August 11–

15, 2003, we will be offering the “Current

Good Manufacturing Practice (CGMP) Trainer’s

Qualification Program.” PDA-TRI faculty mem-

ber (and former PDA-TRI Director) Rick Rogers

will conduct this highly interactive five-day pro-

gram for industry trainers. Learn what moti-

vates students, how to “reach” them, and

participate in actual “trainer” demonstrations.

Register early for an exceptional training

course designed for the trainer!

Also in August (8/19–21/2003), the San Fran-

cisco Lecture Course Series will take place. A to-

tal of nine courses will be offered, covering basic

CGMP fundamentals and compliance, sterile dos-

age form basics, competency-based training is-

sues, documentation practices, risk analysis,

Corrective and Preventative Action (CAPA) sys-

tems, and annual product reviews. Visit the PDA

Web site for the brochure and for more details

on these and other courses offered through the

PDA Training and Research Institute. ■

—Robert Mello, Ph.D.

Such generosity from within

our industry helps sustain

PDA-TRI, permitting us to

offer the highest quality

professional training. We

are truly grateful for their

support.
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PDA-TRI News

PDA, in conjunction with the Blow/Fill/Seal Inter-

national Operators Association (BFS-IOA), is

pleased to announce that a hands-on training

workshop on BFS processing will be offered Sep-

tember 18–19, 2003. Through both lecture and

hands-on participation, attendees will learn the

basics of blow/fill/seal processing in an actual pro-

duction facility setting. Because of the need for

specialized equipment, this combination lecture/

PDA-BFS Joint Workshop on
Blow/Fill/Seal Processing

San Francisco Courses from cover

lab course will be held at the blow/fill/seal facili-

ties of Cardinal Health, located in Woodstock, IL

in metropolitan Chicago. Due to the hands-on na-

ture of the Day-2 session, class size must be re-

stricted to 15 attendees. Members of PDA and

BFS-IOA will receive a discounted registration fee.

Details of the course content as well as registra-

tion forms will be available on the PDA Web site,

www.pda.org. Register early—remember, class

size is limited. ■

—Robert Mello, Ph.D.

your validation efficiency. Mike Akers and John

Ludwig team up to bring you “Sterile Pharmaceu-

tical Dosage Forms: Basic Principals” where an

overview of sterile manufacturing, formulation

development, microbiology and compliance

training topics will be addressed. There will be

specific time devoted in this course to participa-

tory problem-solving exercises.

Corporate trainers developing internal training

programs for multi-disciplined personnel will bene-

fit greatly from “Introduction to Competency-

Based Training” taught by David Gallup and

Richard Sands. The importance of the role training

plays in meeting regulatory requirements is but a

part of this offering. “Managing in a GMP Environ-

ment” with Jim Vesper will present a workshop-

style course for pharmaceutical industry managers

who are responsible for GMP implementation in

their organization.

Ken Peterson will be teaching the course on

“Analytical Problem-Solving for Corrective and Pre-

ventative Action (CAPA) Systems.” Designed for in-

dividuals who must quickly resolve problems, this

course provides you with advanced skills in root

cause analysis and problem prevention.

Dr. Alan Smith combines lecture, workshop and

question/answer sessions during his course on “An-

nual Product Review (APRs): How to Comply with

Food and Drug Administration (FDA) and Interna-

tional Conference on Harmonization (ICH) Re-

quirements.” Learn how to comply with regulatory

requirements for APRs for drug products and ac-

tive pharmaceutical ingredients (APIs).

How many times have you heard “If it’s not

documented, then you didn’t do it!” Attend Jeff

Masten’s course on “Good Documentation Practic-

es in the Pharmaceutical Industry” and be intro-

duced to the fundamental documentation

principles and industry standards that are re-

quired to produce high-quality records to support

the manufacture and testing of pharmaceutical

products.

As you can see, the lineup is packed with con-

tent to assist all areas of pharmaceutical profes-

sional development. AND, it’s being held in a great

venue. More details and registration information

can be found on the PDA Web site, www.pda.org.

Come for the training and save time to explore an

outstanding city.

See you there! ■

—Bob Mello

PDA-TRI San Francisco Course Series

The Fairmont Hotel, San Francisco, CA
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 FDA

& ICH Requirements
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Upcoming PDA-TRI Education Courses
Aseptic Processing 2003 Training
Program—Lab Option 3: August 25–

29, 2003 and September 22–26, 2003;

Option 4: October 27–31, 2003 and

November 17–21, 2003; $7,500 mem-

bers/$7,695 nonmembers; Faculty:
John Lindsay and David Matsuhiro

CGMP Trainer’s Qualification
Program—Lecture August 11–15,

2003; October 20–24, 2003; $3,450

members/$3,645 nonmembers;

Faculty: Rick Rogers

Compliance Auditing of Cleanrooms
and Controlled Environments—
Lecture August 14–15, 2003; $1,350

members/$1,545 nonmembers;

Faculty: Anne Marie Dixon

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

Courses listed in
alphabetical order

PDA-TRI News

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○

SOLD OUT

SOLD OUT

Ensuring Measurement Integrity in
the Validation of Thermal Process-
es—Lab November 6–7, 2003;

$2,000 members/$2,195 nonmembers;

Faculty: Göran Bringert

Environmental Mycology Identification
Workshop—Lab October 2–3, 2003;

December 4–5, 2003; $2,000 mem-

bers/$2,195 nonmembers; 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

Rapid Microbiological
Methods December 8–12, 2003;

$4,500 members/$4,695 nonmembers;

Faculty: Jeanne Moldenhauer ■

2004 Aseptic Processing Course
Dates Announced

The 2004 dates for the PDA Training and Research Institute (PDA-TRI) laboratory course on Aseptic

Processing have been established. This extremely popular 2-week course sells out rapidly, so we urge

you to register early. Due to the intensive hands-on nature of this course, class registration must be lim-

ited to 20 students per offering (or Option, as it is called). In response to the overwhelming registration

requests for the four Option dates in 2003, PDA-TRI has added a fifth Option date to this series in 2004

in order to accommodate our members’ requests. The 2004 dates are as follows:

Option I
Week 1 January 26–30, 2004

Week 2 February 23–27, 2004

Option II
Week 1 March 22–26, 2004

Week 2 April 26–30, 2004

Option III
Week 1 May 24–28, 2004

Week 2 June 14–18, 2004

Option IV
Week 1 August 16–20, 2004

Week 2 September 13–17, 2004

Option V
Week 1 October 4–8, 2004

Week 2 November 1–5, 2004

2004 Aseptic Processing Course
Dates Announced

■

—Robert Mello, Ph.D.

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.
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PDA-TRI News

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-TRI Location/Lodging Information

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

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 the Holiday Inn
Inner Harbor of $99. To receive this rate call the
number 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.

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.

Sponsors

Abbott Laboratories
Alma, Inc.
Becton Dickinson

Microbiology Systems
Berkshire Corporation
bioMerieux Vitek, Inc.
Biotest Diagnostics

Corporation
Bonfiglioli Pharma

Machinery
Bristol-Myers Squibb

Company
Charles River Endosafe
Chemunex, Inc.
Comar, Inc.
DuPont Pharmaceutical Co.
Dycem Ltd.
Eagle Picher
Eisai U.S.A., Inc.
Electrol Specialties

Company
Environmental Monitoring

Technologies

PDA-TRI Thanks the Following...

General Econopak, Inc.
Genesis Machinery

Products, Inc.
GlaxoSmithKline
Helvoet Pharma
IDEXX Laboratories, Inc.
Interpharm
Kimberly Clark, Corp.
KMI, a division of

PAREXEL International,
LLC

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, Inc.
STERIS Corporation
Veltek Associates, Inc.
VWR Scientific

Products
West Pharmaceutical

Services
Wilco AG
Wyeth-Ayerst Laboratories

Contributors

Amgen, Inc.
Atlantic Technical Systems
Automated Liquid

Packaging, Inc.
Berkshire Corporation
Bioscience International
Cardinal Health
Charter Medical, Inc.
Cole-Parmer
Contec, Inc.
Corning, Inc.
Cotter Corp.
DuPont Tyvek
Eli Lilly and Co.
Fedegari
Kaye Instruments, Inc.
Kimberly Clark, Corp.
National Instrument Co., Inc.
Neslo, Inc.
Perfex Corporation
Pfizer, Inc.
Sievers Instruments, Inc.
Technovation
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PDA-TRI Education Courses Registration Form

❏ Mr. ❏ Ms. ❏ Dr. First Name Middle Initial Last Name

Membership Number

Job Title Company

Business Address

City State/Province ZIP+4/Postal Code

Telephone Fax E-mail

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 ❏).

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

COURSE  TITLE DATE LOCATIONCOURSE # PRICE (govt. member
or govt. nonmember)

TOTAL : $

❏ Check enclosed Charge: ❏ MC/EuroCard ❏ VISA ❏ AMEX

Account Number________________________________ Exp. Date _______

Name __________________________________________________________

Signature_________________________________________ Date _________

3. Please check the appropriate box:

Payment must be included to
be considered registered.

Federal Tax I.D. #52-1906152
4. Return completed form with payment made to:

PDA
P.O. 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 an 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:______________________

Payments must be made to PDA in
US dollars by a check drawn on a
US bank, or by American Express,
MasterCard, EuroCard, or VISA.

❏ Substituting for  (Check only if you are substituting for a previously enrolled colleague; nonmember substituting for
member must pay the additional fee.)

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

LTR 06/03

PRICE (member
or nonmember)
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With over 2,500 on their mailing list and four “spe-

cial interest groups” that meet every one to two

months, the Delaware Valley Chapter of PDA is a

success story. Chapter President Art Vellutato, Jr.,

said he continues to watch the Chapter expand.

“We went from having 60 to 80 people per

meeting to having 170

to 200 people per meet-

ing,” Vellutato said.

“This Chapter just keeps

on growing.”

On April 16, 2003,

171 people attended a

meeting of the Dela-

ware Valley Chap-

ter at the

Desmond Hotel and Convention Center in

Malvern, PA. The meeting included exhibits,

a reception and dinner, followed by a pre-

sentation on “Sterile Manufacturing Com-

pliance Issues” by Debbie Pagano, IHL

Consulting.

Pagano, a former FDA Investigator from

the Philadelphia District Office, kept the au-

dience riveted and helped achieve yet an-

other successful meeting for the Chapter.

The Delaware Valley Chapter of PDA fo-

cuses its efforts on providing local events

targeted at scientists involved in the devel-

opment, manufacture, quality control, and

regulation of pharmaceuticals, biopharma-

ceuticals and related products.

“I think the most important thing I’ve learned in

being a leader of the Chapter is that the relation-

ship between the local drug companies is critical

to success,” Vellutato said.

The Chapter organizes four dinner meetings an-

nually. The focus of the

meetings is to provide in-

dustry professionals the

ability to converse in an

educational environment

while enjoying presenta-

tions from top industry

professionals.

The dinner meetings

are always held at the

Desmond Hotel in Malv-

ern, PA and include a cocktail hour, dinner and a

featured presentation from 5:00 pm until 9:30

pm. The Delaware Valley Chapter aspires to be an

integral link in education and is always looking for

new volunteers who may assist in their efforts.

“People like PDA because they are protected

from commercialism and they get great technical

presentations,” Vellutato said.

PDA Chapters exist to provide a local forum for

PDA members to share information on scientific

and technical topics related to the pharmaceutical

industry. The Delaware Valley Chapter officers are:

Art Vellutato, Jr., President; Marlene Raschiatore,

Vice President; Jim Hallman, Treasurer; and

Stephen Trombetta, Secretary.

If you would like more information about the

Delaware Valley Chapter of PDA and its upcoming

Chapter meetings, please contact Art Vellutato, Jr.

at (610) 983-4949, E-mail: Artjr@sterile.com; or

Kiki Coffman, Chapter Coordinator, at (301) 656-

5900, ext. 149, E-mail: Coffman@pda.org. ■

—KiKi L. Coffman

Chapter News

The PDA Delaware Valley Chapter:
Meeting Members’ Needs

“People like PDA because

they are protected from

commercialism and they get

great technical presentations.”

—Art Vellutato, Jr.

For PDA Chapter Contacts, turn to page 47.

Debra Pagano, IHL Consulting,
speaks to a full house at the
April Delaware Valley Chapter
meeting.

Chapter members mingle outside meeting
hall.

Attendees visit exhibits.
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4. Return completed form with payment (payment must be included to be considered registered) made to:

PDA, P.O. Box 79465, Baltimore, MD 21279-0465 USA
Fax: (301) 986-1093 (Credit Cards Only)

Confirmation: Written confirmation will be sent to you once payment is received. You must have written confirmation to be considered enrolled in a PDA event. Please allow one
week for receipt of the confirmation letter. Substitutions: If a registrant is unable to attend, substitutions are welcome and can be made at any time. If you are pre-registering as 
a substitute attendee, indicate this on the registration form. A nonmember substituting for a member must pay the additional fee. Refunds: Refund requests must be made in
writing. Registrants whose written requests for refunds are received at PDA on or before August 1, 2003 will receive a full refund less a $55 (US) processing fee. Registrants
whose written requests for refunds are received after August 1, 2003 and on or before August 15, 2003 will receive 50% of the registration fee. After that, no refunds can be made. 
Please see General Information for additional details on Event Cancellation.

PDA Use: Date:____________________  Check #:____________________    Amount:____________________   Account:_____________________  

Federal Tax I.D. #52-1906152

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

❑ Mr.   ❑ Ms.  ❑ Dr.     First Name Last Name 

Job Title Membership Number 

Company (indicate full company name)

Business Address

City State/Province Country

Business Phone Fax E-mail

(Check here only if you are substituting for a previously enrolled colleague. If you are a nonmember substituting for a member, the additional nonmember fee must be paid.)    

Substituting for 

2.

PDA member, please check this box 

PDA Nonmember Nonmember Government Government
Member Before 7/31 After 7/31 Member* Nonmember*

Full conference (9/8-9/10) $ 1,200 $ 1,850 $ 2,400 $ 300 $ 380

Monday only (9/8) $ 450 $ 950 $ 1,300 $ 200 $ 280
(does not include optional breakfast or lunch)

Tuesday only (9/9) $ 550 $ 950 $ 1,200 $ 200 $ 280
(Includes Capitol Steps Ticket; Does not include optional breakfast or lunch)

Wednesday only (9/10) $ 350 $ 450 $ 500 $ 150 $ 230
(does not include optional breakfast)

Course Registration PDA Nonmember Government Government
Member Member* Nonmember*

Biopharmaceutical QA/QC 
PDA #135 • 9/11 $ 900 $ 1,095 $ 675 $ 755
Cleanroom Management 
PDA #361 • 9/11-12 $ 1,350 $ 1,545 $ 1,000 $ 1,080
CGMP & Compliance 
PDA #462 • 9/11-12 $ 1,350 $ 1,545 $ 1,000 $ 1,080
Preparing for an FDA Inspection
PDA #455 • 9/11-12 $ 1,350 $ 1,545 $ 1,000 $ 1,080
Validation/Sterilization 
PDA #128 • 9/11-12 $ 1,350 $ 1,545 $ 1,000 $ 1,080
Application of CIP 
PDA #358 • 9/12 $ 900 $ 1,095 $ 675 $ 755

TOTAL CONFERENCE 
AND COURSE FEES $ _______ $ _______ $ _______ $ _______ $ _______

Orientation to FDA $35

Monday Breakfast B2: $35

Monday Reception $65

Capitol Steps Ticket $45

Tuesday Breakfast B3: $35

Tuesday Breakfast B4: $35

Wednesday Breakfast B5: $35

Wednesday Breakfast B6: $35

TOTAL OPTIONAL 
EVENT FEES $

TOTAL FEES $

government agency to qualify for this
discounted rate. Government employees
registering at the Government nonmember
rate will receive one full year of PDA
membership.

3. Please check the appropriate box. 

MasterCard/EuroCard  VISA  AMEX 

Account Number Exp. Date

Name Exactly as on Card

Signature Date

Payments must be made to PDA in US dollars by check drawn on a US bank or by MasterCard, VISA or American Express. 

REGISTRATION 
FORM September 8-12 • Omni Shoreham Hotel • Washington, D.C.

Please tell us how you 

learned about this event

I’m a PDA member

Advertisement

Direct Mail

Fax

Internet

Colleague

Other____________________

Business Environment

(check one)

Academic

Consultant

Engineering and Construction

Government Regulatory Agency

Industry Supplier

Medical Device Manufacturing

Pharmaceutical Manufacturing

Pharmacy

Recruiter

Other____________________

Professional Interest 

(check all that apply)

Aerosols

Analytical Chemistry

Biologicals

Biotechnology

Computers

Engineering

Formulation Development

GMP Compliance/
Inspection Trends

Liquids

Maintenance

Manufacturing/Production

Microbiology

Ointments

Ophthalmics

Packaging

Parenterals

Quality Assurance/
Quality Control

Regulatory Affairs

Research

Solid Dosage Forms

Sterilization/
Aseptic Processing

Training

Validation

Monday Breakfast B1: 

(Includes Monday Reception and 1 Capitol Steps Ticket; Does not include optional breakfast or lunch)

Middle Initial

Zip + 4/Postal Code

Optional Event Registration

PDA/FDA Joint Regulatory Conference, Courses and Tabletop Exhibits

). Nonmembers registering for multiple events need only pay the nonmember fee once.
Fees Individuals registering at the nonmember rate receive one full year of PDA membership.  (If you DO NOT want to become a 

*You must be an employee of an official

Check Enclosed  Charge to: 
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Technical & Regulatory Resources Available

Good Practice and Compliance for Electronic Records
published jointly with ISPE

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)—The 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 11 4931 4861

Cleaning & Cleaning Validation: A
Biotechnology Perspective Authors: Roger
Brunkow, David DeLucia, George Green, Shane Haft,
John Hyde, John Lindsay, Jill Myers, Robert Murphy,
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
text is equally applicable to non-biopharmaceutical
processes, the emphasis has been focused directly
upon biopharmaceutical manufacturing. Section I 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

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-
sitioning regulated establishments for achieving
electronic information assurance—the concepts
and principles that need to be considered when
building, maintaining, managing and transitioning
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-
ic Records Management (GERM) is a must for your
bookshelf. Key elements of the document include:
prerequisites; electronic records; organizational
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

mechanisms associated with the removal of common
biotechnology soils. Section II 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 II will be
useful to anyone responsible for the development of a
cleaning validation program. Section III 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

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

PDA Books
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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-
cation and training of personnel; Scope of valida-
tion; Overall requirements; Release requirements;
Documentation; and Authorization. The guide also
includes an excellent Manufacturing and Testing
Master Batch Record, and 25 extremely valuable
charts, graphs, and figures. 108 pp; $90 members/
$109 nonmembers Item # 17181

Microbiological Monitoring of Pharmaceutical
Process Water Michael Jahnke; This quick
guide discusses effective microbiological moni-
toring strategies for testing the quality of process
water used in the pharmaceutical industry. 70 pp;
$90 members/$109 nonmembers Item # 17193

Microbiological Risk Assessment in
Pharmaceutical Clean Rooms Bengt
Ljungqvist and Berit Reinmuller; This monograph
clearly explains the Limitation of Risk Method (LR-
Method). 17 pp; $75 members/$90
nonmembers Item # 17175

Microbiology in Pharmaceutical Manufacturing
Richard Prince, Editor; Providing valuable knowl-
edge for the novice and the expert alike, many of
the world’s greatest pharmaceutical microbiolo-
gists and engineers, as well as other prestigious
thought leaders, have invested their considerable
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-
ous scientific, technical, and functional perspec-
tives. 900 pp; $240 members/$299
nonmembers Item # 17185

Technical & Regulatory Resources Available

Books from PDA-DHI Press

For complete
descriptions,

visit our Web site,
www.pda.org.

To Order,

Use Form on

Page 46

Best Seller
Best Seller

Best SellerBest Seller

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

Electronic Records and Electronic Signatures
Compliance Assessment Chris Reid and Barbara
Mullendore; ERES provides practical guidance on
the interpretation of 21 CFR Part 11 and the steps
you need to take to address current and future com-
pliance issues. 58 pp; $90 members/$109 nonmem-
bers Item # 17177

External Quality Audit, The Janet Gough and
Monica Grimaldi; This book will help you to effec-
tively evaluate suppliers to determine reliability,
quality and value. 100 pp; $120 members/$149
nonmembers Item # 17180

Filtration Handbook—Integrity Testing Maik W.
Jornitz and Theodore H. Meltzer; This complete
guide explains the proper performance of filter in-
tegrity testing by clarifying its relationship to
bioburden concerns and assessing its role in filter
validation. It offers practical approaches to the ap-
propriate use of integrity testing, wetting and tem-
perature requirements, the Bubble Point test,
diffusive airflow testing and much more. Numerous
regulatory citations and references complete this
invaluable book. 150 pp; $185 members/$229 non-
members Item # 17197

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

Hosting a Compliance Inspection Janet Gough;
This is the guidance you need to host a compliance
inspection. 106 pp; $120 members/$149 nonmem-
bers Item # 17192
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Technical & Regulatory Resources Available

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

Rapid Analytical Microbiology: The
Chemistry and Physics of Microbial
Indentification Wayne Olson; The old dendritic
methods of identifying microbes can be found in
the most recent edition of Bergey’s Manual (Holt
1993). The issues with this approach to microbial
identification (ID) include the time required to
make a critical ID and the accuracy and reliability
of IDs. Hence, the introduction and success of au-
tomated rapid methods. This book focuses on the
numerous new, efficient, and effective methods
currently avaliable and serves as both guide and
reference to readers interested in improving per-
formance and accuracy in a timely manner. 354
pp; $195 members/$239 nonmembers Item #
17184

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

Books from PDA-DHI Press (continued)

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-

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-

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
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 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

Best Seller

New Book!
New Book!
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For a full listing of
documents available, please contact

PDA at (301) 656-5900 or visit our Web
site, www.pda.org.

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

Selected PDA

Technical Reports (continued)

Technical & Regulatory Resources Available

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 (SA&Q) Task Group, 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 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

PDA Technical Archive

on CD-ROM
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Technical & Regulatory Resources Order Form

PDA Document Order Form

Name Member No.

Company

Address

City               State Country                    Zip+4/Postal Code

Tel:                                                        Fax:                                                       E-mail:

Payment type: ❏ Check drawn on a US bank ❏ MasterCard ❏ VISA ❏ AMEX ❏ EUROCARD

Mail to: PDA
P.O. Box 79465
Baltimore, MD 21279-0465 USA

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

Questions? (301) 656-5900 x133 or
info@pda.org

PDA USE:
Date: Check: Amount: Acct:

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.

 Document No. Title Qty. Price Total

Subtotal

Shipping & Handling

5% Tax
(MD Residents Only)

TOTAL

Shipping
Domestic US orders are shipped via UPS Ground. Second-day and Next-day Air service is
available. Call or e-mail for prices.

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. Items are
sent priority air, delivery in 6–8 weeks, but express service is available for some countries;
please call for details.

Credit Card #                                                       Exp.

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

Signature

Payment
Payments must be made in US dollars, by a check drawn on a US bank, or by credit card.

Federal Tax I.D. #52-1906152

Please allow 4–6 weeks for delivery on some items.

LTR 06/03
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PDA Chapter 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
Novartis Pharma AG
Tel: +41-61-324-5572
Fax: +41-61-324-2089
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 Italia
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: rjmello1@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, P.D.
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
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Business Environment (check only one)
❏ Academic

❏ Consultant

❏ Engineering and Construction

❏ Government Regulatory Agency

❏ Industry Supplier

❏ Medical Device Manufacturing

❏ Pharmaceutical Manufacturing

❏ Pharmacy

❏ Recruiter

❏ Other

Professional Interest (check all that apply)
❏ Aerosols

❏ Analytical Chemistry

❏ Biologicals

❏ Biotechnology

❏ Computers

❏ Engineering

Member

Profile

❏ Formulation Development

❏ GMP Compliance/Inspection Trends

❏ Liquids

❏ Maintenance

❏ Manufacturing/Production

❏ Microbiology

❏ Ointments

❏ Ophthalmics

❏ Packaging

❏ Parenterals

❏ Quality Assurance/Quality Control

❏ Regulatory Affairs

❏ Research

❏ Solid Dosage Forms

❏ Sterilization/Aseptic Processing

❏ Training

❏ Validation

PDA USE:
Date:______________________ Check:__________________________  Amount:____________________  Account:____________________________

❏ Check enclosed Charge: ❏ MC/EuroCard ❏ VISA ❏ AMEX

Account Number Exp. Date

Name

Signature Date

❏ Individual Membership … $195

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

Please check the appropriate box:

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

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. Federal Tax I.D. #52-1906152

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

Last Name

Mr. ❍ Ms. ❍ Dr.❍  First Name                                                                                               MI

Job Title

Company

Address

City                                                                                                   State/Province

Country                                                                               Zip+4/Postal Code

Business Phone:                                                             Fax:

E-mail:

Member

Info

Please type or print

clearly

PDA Membership Application

Membership dues are non-refundable and non-transferable.

LTR 06/03
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PDA Interest Group Contact Information

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@lyo-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

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—
theodoremeltzer@hotmail.com

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.
Pfizer, Inc.
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

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
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2003 Calendar from back cover

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

For a complete
PDA Calendar
please visit
www.pda.org.

PDA-TRI Lecture Courses:

September 11
Biopharmaceutical QA/QC for Senior Management

September 11–12
Cleanroom Management

CGMP & Compliance

Preparing for an FDA Pre-Approval Inspection

Validation of Sterilization Processes

September 12
Application of CIP to the Pharmaceutical Process

September 18–19, 2003
PDA-TRI Laboratory Course:

PDA-BFS Joint Workshop on Blow-Fill-Seal Processing

Cardinal Health Facility
Woodstock, IL –Metro Chicago

September 22–26, 2003 —SOLD OUT!

PDA-TRI Laboratory Course:

Aseptic Processing Training Program—Week 2

PDA-TRI Baltimore, MD

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 29–October 1, 2003
PDA/EMEA European Virus Safety Forum

Hosted by the PDA Central Europe Chapter in
collaboration with EMEA and the Paul Ehrlich-Institute
Frankfurt, GERMANY

September 30–October 1, 2003
PDA-TRI Lecture Course:

PDA Computer Products Supplier 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 8–10, 2003
PDA-TRI Laboratory Course:

Designing, Operating and Controlling High Purity Water

Systems for Regulatory Compliance

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 Basics–Practical Strategies for Everyday

Compliance

Bioassay Development & Validation

October 20–21
Parenteral Packaging: Rubber, Glass, Plastic and Metal Seals

Everything you Wanted to Know about Environmental

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

Z1.4 Attribute Inspection Sampling in a CGMP Environment

Analytical Problem Solving for CAPA Systems

Annual Product Reviews: How to Comply with FDA & ICH

Requirements

October 20–24, 2003
PDA-TRI Lecture Course:

CGMP Trainer’s Qualification Program

PDA-TRI Baltimore, MD

October 27–31, 2003 —SOLD OUT!

PDA-TRI Laboratory Course:

Aseptic Processing Training Program—Week 1

PDA-TRI Baltimore, MD

NOVEMBER

November 6–7, 2003
PDA-TRI Laboratory 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
Atlanta Hilton Hotel, Atlanta, GA
PDA-TRI Lecture Courses:

November 13
Designing, Monitoring & Validation of Pharmaceutical

Manufacturing Ventilation Systems

Auditing Techniques 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

November 17–21, 2003 —SOLD OUT!

PDA-TRI Laboratory Course:

Aseptic Processing Training Program—Week 2

PDA-TRI Baltimore, MD



To our engineers,
accuracy is a wayof life.
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 precision, reliability and convenience.

• Measurement accuracy to ± 0.1 C

• Powerful, yet intuitive reporting with statistical and lethality calculations

• System security features satisfy FDA 21 CFR Part 11

• Unmatched reliability

Of course, GE Kaye systems are backed by local 
service and support around the world. Find out 
what our customers have known for over 40 years: 
at GE Kaye accuracy is a way of life.

To learn more, visit us at gekaye.com.

GE Kaye

“Same as always, Joe.
23.5 millimeters off the top.”

81388 PDA_Kaye.qxd  5/30/03  9:51 AM  Page 1



PDA Letter ● 52 ●

Calendar of EventsCalendar of EventsCalendar of EventsCalendar of EventsCalendar of Events

Be sure to watch
www.pda.org

for conference
and course
updates! continues on page 50

2003

JUNE

June 22–25, 2003 — RESCHEDULED FROM MAY 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 11?

Digital Preservation; Examination of Migration and Emulation

Options

June 23–25, 2003
PDA-TRI Charleston Course Series — MOVED FROM TORONTO

Charleston Place Hotel — SAME COURSE CONTENT

Charleston, SC
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
Z1.4 Attribute Inspection Sampling in a CGMP Environment

June 24–25
Knowledge & Skills of the Successful QA/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 Ausbildungs-und Konferenzzentrum
Basel, SWITZERLAND

JULY

July 15–16, 2003
PDA-TRI Lecture Course:

PDA Computer Products 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

Environments

PDA-TRI Baltimore, MD

August 19–21, 2003
PDA-TRI San Francisco Course Series

The Fairmont Hotel, 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 FDA & ICH

Requirements

August 20–22, 2003
ICH Q7A Workshop

Good Manufacturing Practice Guidance for Active

Pharmaceutical Ingredients

The Fairmont Hotel, San Francisco, CA

August 21–22, 2003
PDA-TRI Laboratory Course:

Fundamentals of D, F, and Z Value Analysis

PDA-TRI Baltimore, MD

August 25–29, 2003 — SOLD OUT!

PDA-TRI Laboratory Course:

Aseptic Processing Training Program—Week 1

PDA-TRI Baltimore, MD

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

Tabletop Exhibits

Navigating Current GMPs: Catch the Compliance Wave

Conference: September 8–10
Courses: September 11–12
Tabletop Exhibits: September 8–9
Omni Shoreham Hotel, Washington, DC


