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2001 PDA Annual Meeting, Courses and Exhibition
Compliance: Challenges and

Pragmatic Solutions
December 3-7, 2001 -

Brian R. Matthews, Ph.D., of Alcon Laboratories in
the UK will present his cutting edge white paper,
BSE/TSE Risks Associated with APIs and Starting
Materials: The Situation in Europe and the Global
Implications for Healthcare Manufacturers at the
2001 PDA Annual Meeting, Courses and Exhibition.
Dr. Matthew’s research has garnered much interest
around the world and PDA’s annual meeting will
provide an excellent forum for discussion of the is-
sues. Extend your stay in Washington, DC to attend
a one-day forum on BSE/TSE issues on December 6,
2001. Details on the forum are forthcoming.

Marriott Wardman Park, Washington, DC

Conference Highlights:

Participate in PDA’s Interest Group meetings and
presentations;

* Visit the sold out exhibit hall, offering one of the
industry’s most informative and educational dis-
plays of the latest in science in technology; and

* Choose from among a variety of training courses
offered by PDA’s Training and Research Institute
(PDA-TRI). The courses will include offerings in
Auditing, Computer Systems Validation, Change
Control and an advanced course in Regulatory
Compliance designed for new supervisors and

continues on page 23

Blend Uniformity Data Needed

The Product Quality Research Institute (PQRI) is re-
questing industry assistance in a data mining exer-
cise to support a new Blend Uniformity proposal for
powder blends, in-process dosage unit samples and
finished dosage units. In August of 1999, the FDA is-
sued the draft Guidance for Industry, ANDAs: Blend
Uniformity Analysis. Both the generic and innova-
tor companies raised a number of concerns follow-
ing the issuance of this document. It is the intent of
the PQRI Blend Uniformity Working Group (BUWG),
to determine through scientific analysis, the appro-
priate degree of testing to assure consistency of con-
tent in finished dosage units.

Companies that must prove blend uniformity and
content uniformity (to assure the FDA of the ade-
quacy of the blending process) stand to benefit from

PDA

7500 Old Georgetown Rd., Suite 620, Bethesda, MD 20814

this data mining exercise through reduced sampling
and testing. All data will be treated in the strictest
confidence,
and any
source data
will be re-
moved by
the PQRI Ex-
ecutive Sec-
retary prior
to forward-
ing the data
for analysis. Please participate in this process by vis-
iting the PQRI Web site at http:/www.pgri.org and
downloading the data template which can be found

It is The inTent of The PORI...T10
deTermine ... The AppropRIATE deGREE
of TesTING TO ASSURE CONsisTENCY of
cONTENT iN finished dosage uniTs.

continues on page 5
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Filter Validation Services

A filter validation promise to customers

all around the world:

irl'y AC

From vaccines and cell
cultures to blood products—
only Sartorius lets you

validate with CONFIDENCE®

In matters of validation, Sarforius makes
an extra effort fo ensure quality in your
process. And we do it all in 30 days or
less. If's all part of our FACTS® program of
Fully Advanced Customer Total Support.
We take the time to do it right. We fest
your filters with your product under your
process condifions. VWe run “worstcase”
bacteria challenge tests and worstcase
exiraction. Our modem analyfical
validation labs include FT-R, GC/MS,
RPHPLC, UVVIS, GPC, HPCE, SFC, NWVR
and TOC. No other filter manufacturer
performs these validation procedures with
more accuracy than Sarforius.

No Excuses.
Yes, We Canl

Focus On * Support

&

Sarorius AG, Germany: 49 551 308 O @ Sartorius S.A., France: +33 1 69 19 21 00 @ Sartorius Lid. UK: +44 1 372 737100
Sarforius S.p.A., lialy: +39 055 505671 @ Sartorius Corp., USA: +1 800 368 7178 e Sartorius KK, Japan: +81 3 3329 5533

So when it comes down fo deciding
who the most viable filtration partner is
to properly challenge rour process,

in 30 days or less, call us. Yes, we can!

sqr@)rius
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USP Updare

USP UPDATE

by Roger Dabbabh, Ph.D., USP

USP plans to publish the USP-NF annually starting
in 2002. The July—-August 2001 Pharmacopeial Fo-
rum includes the Eleventh Interim Revision An-
nouncement (IRA). Items under this IRA are
Official August 1, 2002 unless otherwise indicat-
ed. This IRA includes: Amifostine and Amifostine
for Injection; Prednisolone; and Sulfadimethoxine
and Sulfadimethoxine Sodium. Also under this
IRA are additions and or changes to <11> Refer-
ence Standards.

In the In-Process section of this PF we have a
number of revisions to a number of monographs as
well as proposals for new monographs. Among the
new monographs proposed for the first Supplement
of USP 25 are: Bupropion Hydrochloride; Choline
Chloride; Desogestrel; Iodixanol; Isoflupredone Ac-
etate and Isoflupredone Injectable Suspension; Par-
oxetine Hydrochloride; Perflutren protein-type A
Microsphere for Injection; Propofol; Sunflower Oil;
and many more. In the In-Process section of NF new
monographs slated for the first Supplement are:
USP 25 Acacia Syrup; Diluted Acetic Acid; Caraway;
Caraway Oil; Cardamon Seed; Cardamon Oil; and
many others. A new in-process proposal, also slated
for the first Supplement of USP 25, is the informa-
tion chapter <1146> Packaging Practice—Repack-
aging a single Solid Oral Drug Product into a
Unit-Dose Container.

In the Harmonization section of this PF, a
monograph on Benzyl Alcohol is proposed that
represents the Consensus stage 5B2 Draft. In the
absence of any adverse comments, an implemen-
tation date of the First Supplement of USP 25 is
proposed.

In the PF, Pharmacopeial Previews section, the
following monographs are proposed: Fexofena-
dine Hydrochloride; Insulin Lispro; and Insulin
Lispro Injection. In the NF Previews section the
following monographs are proposed: Black Ko-
hosh; Powdered Black Cohosh; Powdered Blavck
Kohosh Extract; and Black Kohosh Tablets.

A new information chapter is proposed under
Previews, <1265> Written Prescription Drug In-
formation-Guidelines. This guideline is based on
relevant research literature, on patient interviews
and laboratory cognitive research funded by USP
and the Department of Health and Human Servic-
es Action Plan for the Provision of Useful Prescrip-
tion Medicine Information.

An interesting Stimuli For the Revision Process Ar-
ticle, Toward Standardization of an In Vitro Method
of Drug Absorption, by Donna A. Volpe et al. (from
FDA-CDER) recommends a general protocol to eval-
uate in vitro drug permeability as described in a re-
cent FDA-CDER Biopharmaceuticals Classification
System Guidance for Industry. It allows for the use of
other epithelial cell lines than the one proposed by
USP (Caco-2 cells), provided that system suitability is
demonstrated through the use of internal standards
and model compounds.

USP is offering new courses on USP-NF and
Standard Development. Contact Diana Lenehan at
(301) 816-8530 or dpl@usp.org for more informa-
tion or to register. Another course, Fundamentals
of Dissolution, is also being offered.

A USP Open Conference on Excipients is
planned for December 12-14, 2001 in Fort Myers,
FL in collaboration with IPEC. For additional infor-
mation, contact Dorothy Chaconas at USP at

DMC@usp.org. B

Contact PDA or go to

www.pda.org
for additional details

on PDA events

PDA Letter

INTERNATIONAL CAlendARr

2001

SEPTEMBER
September 6-7, 2001
PDA/IABs Conference on Process Validation for Bio-
logicals and Biological Products:
A State-of-the-Art Perspective
Berlin Hilton Hotel
Berlin, Germany

September 17-18, 2001
PDA Canada Chapter/ A3P International Conference
and Exhibition
Holiday Inn Montreal Midtown
Montreal, Quebec, Canada
OCTOBER
October 24-26, 2001

A3P 14t International Congress

Espace Bellevue

Biarritz, France

INFORMATION AND REGISTRATION:
Frédéric Estassy

A3P Services — Le Gros Moulin — F-45200 Amilly — France

E-mail: info@a3pservices.com
Tel: +33 (0)2 38 071 - Fax: +33 (0)2 38 071 072

Web site: www.a3pservices.com

2002

FEBRUARY
February 11-13, 2002
Basel 2002: PDA International Congress, Courses and
Exhibition
Adding Value to the Pharmaceutical Industry—Lever-
aging the Future
Basel Convention Center
Basel, Switzerland



European

European Pharmacopoeia —

News and Updates

The European Directorate for the Quality of Medicines (EDQM), which
publishes the European Pharmacopoeia, has announced the following

events and updates.

EDQM advises of the following information avail-
able from their Web site. Publications and services
available free of charge:

* Proceedings of the international symposium on
Pestivirus contamination of bovine sera and
other bovine sera contamination (Paris, March
29-30, 2001),
www.pheur.org/Conferences
Pestivirus_Proceedings.pdf.

* Thirty-eight new or revised European Guide-
lines for the batch release of blood products
and vaccines, see News/Download headings.

* Certification of Suitability:

Updated lists of certificates of suitability grant-
ed (June 14, 2001),
www.pheur.org/download/pdf files
list_certificates_1406.pdf,
www.pheur.org/download/pdf files
list_certificates_TSE_1406.pdf.

Conference:

* The updated program of the international
conference on “New developments of the pro-
cedure of certification of suitability of the Eu-
ropean Pharmacopoeia’s Monographs”,
November 8-9, 2001, Athens/Vouliagmeni,
Greece,
www.pheur.org/conferences
programme_athens.pdf.

Other publications and services:

* Pharmeuropa 13.3 (July 2001 issue) For the
List of contents, prices and conditions for or-
dering, see Publications/Pharmeuropa head-

lines: www.pheur.org. l

—James C. Lyda

Pharmacopoeia

Blend Uniformity Data Needed continued from cover

under “Blend Uniformity Stratified Sampling.”

The Product Quality Research Institute is a
collaborative process involving the FDA’'s Center
for Drug Evaluation and Research (CDER), In-
dustry and Academia. The mission of PQRI is to
conduct research to generate scientific informa-
tion to support regulatory policy. This initiative
will help identify the types of product quality in-
formation that should be submitted in a regula-
tory filing to CDER. PQRI has been in
development since January of 1996, guided by a
Steering Committee composed of individuals
representing the sponsoring organizations listed
below.

PQRI Founding Member Organizations

AAPS ............... American Association of
Pharmaceutical Scientists

CHPA .............. Consumer Healthcare Products
Association

GPhA .............. Generic Pharmaceutical Association
(formerly GPIA, NPA and NAPM)

PhRMA ........... Pharmaceutical Research and

Manufacturers of America
FDA/CDER ....... US Food and Drug Administration

PQRI New Member Organizations

IPEC .......... International Pharmaceutical
Excipients Council

ISPE ........... International Society for
Pharmaceutical Engineering

USP............ United States Pharmacopeia

The outcomes of PQRI will be focused on
research projects whose results provide a con-
tinuing scientific basis for regulatory policy.
The research may support reduction in the reg-
ulatory burden by decreasing the amount of in-
formation needed for a submission and/or
regulatory filing. H

—William Stoedter

The mission of PQRI is To conducr
ReseARCH TO GeneraTE scienTific
iNformATION TO supporT ReGulaTORy

policy.
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PDA Technical Report No. 32 Updare

PDA Letter

PDA

AN INIERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY

N/

TR-32 UPDATE

RC

Audit Repository Center

by Harvey Greenawalt, Audit Repository Center

Since the issue of TR-32 in January of 2000, the
audits are being scheduled and implemented at
an average rate of two per month. This effort is
made possible by contributions from Pharmaceu-
tical Industry Subscribers and Participating Sup-
pliers to PDA’s licensed audit repository
administered by Audit Repository Center (ARC).

Currently, 33 audits are either in process or on
file for distribution by the repository. Since Febru-
ary of 2000, six pharmaceutical and biotechnolo-
gy companies and four suppliers have joined the
PDA Process Repository. Two pharmaceutical com-
panies and one supplier have renewed their sub-
scription for a second year.

First Year Performance

The results of the metrics from the first year of
implementation, obtained from Suppliers who
were audited using the PDA Process Model, indi-
cate the Suppliers felt that audits were performed
in an expedient, positive and professional manor
by experienced personnel. This aspect is critical
to suppliers in that it represents reduced impact
on their development efforts and ensures accu-
rate reporting of the quality of their products.

Suppliers also found the Data Collection Tool,
contained in TR-32, to be a clear and thorough
tool with which to probe the supplier’s practices
and to benchmark their practices against pharma-
ceutical industry expectations.

Results established that there is a good level of
agreement between the Auditor and Suppliers
and that the Process produces a consistent and re-
liable result no matter who uses it. Subscribers,
who have used the data obtained from the reposi-
tory, supported this.

All stakeholders indicated that the Process is a
time-efficient method to reduce cost, satisfy regu-
latory requirements and provide shareable data.
The Process promotes clarification and under-
standing of the objectives audits performed to
meet system validation requirements.

Due to reductions in the up-front cost of
procuring a particular supplier’s product, sub-
scribing pharmaceutical companies realized
cost savings when using audits that were con-
tributed by a Participating Supplier. Subscribers
indicated that this was very important to them
since it was a method of reducing the financial
burden inherent with ensuring proper regulato-
ry compliance, while maintaining the same de-

gree of integrity required by their corporate
commitments to quality and excellence.

The first year of implementation of TR-32 ap-
pears to have met industry expectations and pro-
vided a sound, reliable product which meets the
needs of suppliers to industry and Pharmaceutical
Industry Subscribers.

Auditor Training & Qualification

One hundred and eight auditors have been quali-
fied under the purview of PDA to implement the
process defined in TR-32. Representatives of phar-
maceutical companies, suppliers and third party
consultant groups have attended auditor training.
Roughly 10 percent of the auditors who have been
qualified reside in Europe. One auditor resides in
Japan. Forty-eight percent of the auditors are from
pharmaceutical industry companies with the bal-
ance coming from consultancy groups.

Suppliers seeking to place their audit informa-
tion in the repository for use by their pharmaceu-
tical clients have found the information obtained
from the auditor training to be extremely benefi-
cial in expediting the audit process and in the in-
ternal benchmarking of their quality systems.

Pharmaceutical company personnel seeking
qualification to perform audits using TR-32, as
well as management personnel responsible for the
implementation of validation, quality management
and corporate computer systems implementation
have attended the auditor training.

Pharmaceutical companies have requested sever-
al special training sessions. These sessions have been
delivered on the company’s facility by PDA-TRI.

The next auditor training course is scheduled
for October 11-12, 2001 at PDA-TRI in Baltimore,
Maryland.

Information on applications for qualification
and course registration is available on the PDA
Web site at www.pda.org.

Availability of Audits

Currently, 45 audits are either available for distri-
bution, in process or planned to be implemented
within the next six months.

For more information about the audit reposito-
ry, visit ARC’s Web site at www.auditcenter.com or
www.pda.org.

Table 1.0 provides a summary of the 13 audits
that are currently available for distribution from
the repository. H




Table 1.0 Audits Currently Available in ARC

PDA Technical Report No. 32 Updare

Supplier

Product

Accraply, Inc.

ActionPoint

Applied Biosystems

Decision Management International, Inc. (DMI)

Etrails.com, Inc.

Fanuc Robotics North America

First Consulting Group, Inc.

Infinity QS International (Lyle-Kearsley, Inc.)
Merant, Inc.

Precision Solutions

Qumas, Ltd (Participating Supplier)

SSA Global Technologies, Inc.

Supply Chain Logic, Inc.

Label Applicators, Automatic Labeling Systems,

& Custom Designed and Self Adhesive Material

Application Systems
Input Accel Document Imaging LIMS
SQL*LIMS — Laboratory Information

Management System including the QA Stability

& Schedule Modules

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

Electronic Data Capture — EDC
Electronic Patient Diaries — EPD
Electronic Trail Management — ETM

Robotic Controllers & Communications

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

Infinity QS Statistical Process Control Software

PVCS Dimensions & PVCS Replicator
Configuration Management Systems

Custom Development, SLE-Capture of check
weight data Custom Software Programming

Qumas-Doc: Electronic Records Document
Management Systems

Mid range ERP software for manufacturing,

supply chain and financial application domains

General use COTS Asset Tracking/Delivery Systems

& Membership in the

Get the solutions you’re looking for with

PDA Technical Report 32

Audit Repository Center
610.970.1083 e www.auditcenter.com

FYI FYIFYI

Computer
Products
Supplier Auditing
Process Model:
Auditor Training,
October 11-12 and
November 15-16,
2001 in Baltimore,
Maryland

$950 PDA members/
$1,100 nonmembers.
For more informa-
tion, vist our Web
site, www.pda.org.

Do your suppliers’ products meet your expectations for performance & reliability?
Are you as informed as you would like to be?
How well does your supplier respond to your service needs?

PDA

AN INTERNATIONAL ASSOCIATION FOR
PPHARMACEUTICAL SCIENCE AND TECHNOLOGY

=%

Services for the Pharmaceutical Industry

RC

Audit Repository Center
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RequlaTory News

Address for written

comment to FDA

unless otherwise

indicated:

Dockets Manage-

ment Branch

(HFA-305)

FDA

5630 Fishers Lane,
Rm. 1061

Rockville, MD
20852
PDA Letter

US Regulatory Briefs

The FDA has assumed the sole responsibility
for Drug Quality Reporting. The Drug Quality
Reporting System (DQRS), is a system of volun-
tary reporting through the MedWatch Program.
The DQRS grew out of FDA’s recognition that
pharmacists and other health care professionals
who regularly handle drugs can provide an in-
valuable service by reporting problems to the FDA
which may not have been discovered by the man-
ufacturer. Previously, Drug Quality Reports were
made to either the US Pharmacopeia or the FDA.
August, 2001 marks the first year that the FDA,
under the MedWatch program, has been the sole
conduit for drug quality problem reports.

Postmarketing surveillance, of which DQRS is a
part, is essential for maintaining high-quality, safe
and effective drug products in the US. In fiscal
year 2000, FDA review of more than 2000 of these
reports resulted in 11 recalls, one market with-
drawal and 24 corrective actions.

Typical observations reported in this program
include:

* Mislabeled drugs;

* Incorrect information on the labeling;
* Packaging problems;

* Bacterial contamination;

* Precipitation or particulates; and

* Odor or taste change.

MedWatch form 3500 is used for Drug Quality
Reports as well as medication errors and adverse
events. Reports can be submitted by telephone at
1 (800) 332-1088. This same number can be used
to ask questions about the program. Reports can
be sent by fax to 1 (800) 332-0178 or by mail to
MedWatch, FDA, 5600 Fishers Lane, Rockville, MD
20852-9787. Reporting can also be facilitated on-
line at www.fda.gov/medwatch. Reporters can re-
quest anonymity, although only about 20 percent
actually do.

On March 29, 2001 the FDA updated Investi-
gations Operations Manual (IOM) was posted
on the FDA Web site. The IOM is the primary
source of guidance regarding Agency policy and
procedures for field investigators and inspectors.
This extends to all individuals who perform field
investigational activities in support of the Agen-
cy’s public mission. Accordingly, it directs the
conduct of all fundamental field investigational
activities. Adherence to this manual is paramount
to assure quality, consistency and efficiency in
field operations. Although the IOM is the primary
source of policy, the specific information in this
manual is supplemented, not superseded, by oth-
er manuals and field guidance documents. Recog-
nizing that this manual may not cover all
situations or variables arising from field opera-

tions, any significant departures from IOM estab-
lished procedures must have the concurrence of
district management with appropriate documenta-
tion as needed.

There are many changes and additions to the
Year 2001 IOM. The agency has modified the im-
plementation of the medical device expansion pi-
lot to make notification of inspections outside the
medical device area optional or as directed by a
specific program. Included are new guidances on
the preparation of inspection reports. This addi-
tional information is compatible with TURBO EIR,
being piloted in multiple Districts.

Since December 1996, the IOM has been post-
ed to ORA’s Internet Home Page, www.fda.gov/
ora/inspect_ref/iom/iomtc.html. The entire IOM is
available there, with all graphics included. Future
updates to the IOM will be done periodically dur-
ing the year to this on-line version. Hard copy
publication will be done yearly. Remember, wheth-
er reviewing the “hard copy” or the “on line” ver-
sion of the IOM, the most recent version is the
document of record.

Draft Guidance for Industry - Information Pro-
gram on Clinical Trials for Serious or Life-
Threatening Diseases: Implementation Plan.
This is the second draft guidance document in-
tended to assist industry when submitting infor-
mation to the Clinical Trials Data Bank required
by Section 113 of the Food and Drug Administra-
tion Modernization Act of 1997 (Modernization
Act). The first draft guidance document was pub-
lished on March 29, 2001. It addressed statutory
requirements for submission of protocol informa-
tion. This guidance document discusses procedur-
al issues that were not included in the first
document. A final combined guidance will be is-
sued after consideration of any comments re-
ceived. Until the final guidance document is
available, sponsors submitting clinical trial infor-
mation for inclusion in the AIDS Clinical Trials In-
formation Service (ACTIS) data bank should
continue to follow procedures currently in place.

Section 113 of the Modernization Act provides
for the public availability of specified information
on studies of drugs for serious or life-threatening
diseases conducted under FDA’s IND regulations
(21 CFR part 312).

The Clinical Trials Data Bank is intended to be
a central resource, providing current information
on clinical trials to individuals with serious or life-
threatening diseases, to other members of the
public and to health care providers and research-
ers. Specifically, the Clinical Trials Data Bank will
contain:

1. Information about clinical trials, both federal-
ly and privately funded, of experimental treat-
ments (drugs, including biological products)
for patients with serious or life-threatening
diseases;



2. A description of the purpose of the experi-

mental drug;

Patient eligibility criteria;

The location of clinical trials sites; and

5. A point of contact for patients wanting to en-
roll in the trial.

LN

Section 113 of the Modernization Act specifies
that information for the Clinical Trials Data Bank
must be in a form that can be readily understood
by the public. For more information go to
www.fda.gov/cder/guidance/index.htm.

The FDA Center for Devices and Radiological
Health (CDRH) has posted a list of sterilants
on their Web page. This is a list of Sterilants and
High Level Disinfectants cleared by FDA in a
510(k) as of June 29, 2001. The list can be found
at www.fda.gov/cdrh/ode/germlab.html.

—William Stoedter

International
Regulatory Briefs

Compliance with Pharmacovigilance Regulato-
ry Obligations. In June, the EMEA released the
draft European Concept Paper on Compliance
with Pharmcovigilance Regulatory Obligations
(CPMP/PhVWP/1618/01, June 27, 2001). This draft
concept paper was prepared by the CPMP Pharma-
covigilance Working Party following consultation
with the competent authorities, the Good Clinical
Practice and Good Manufacturing Practice inspec-
torates. The paper sets out the legal basis for phar-
macovigilance obligations, how compliance
should be monitored in Europe and the types of
regulatory action that may be considered in the
event of non-compliance. Topics include system
requirements, qualified persons, change in risk/
benefit assessment, expedited ADR reporting, pe-
riodic safety updates, submission of safety varia-
tions, pharmacovigilance inspections and
regulatory actions. Deadline for comments is Sep-
tember 30, 2001.

Processing Renewals in the Centralized Proce-
dure. In May, the EMEA adopted Guideline on the
Processing of Renewals in the Centralised Proce-
dure (EMA/CPMP/2990/00 rev. 2, May 31, 2001).
This Guideline, developed following consultation
of the CPMP and the European Commission, out-
lines the issues associated with the processing of
renewals in the centralized procedure with an aim
of giving procedural guidance to marketing autho-
rization holders. The legal framework and the
principles of submission and evaluation are ad-
dressed. Annexes regarding Definitions, Renewal
Timetable and Documents Required for Submis-
sion are included. The effective date was June
2001.

RequlaTory News

Harmonization of Requirements for Influen-
za Vaccines. In May, the EMEA released Concept
Paper on the Revision of the CPMP/BWP Note for
Guidance on Harmonisation of Requirements
for Influenza Vaccines (CPMP/EWP/1045/01, May
31, 2001). This paper describes changes to the
criteria currently used for the evaluation of im-
munogenicity for influenza vaccines. Influenza
vaccines are modified yearly to take into account
the changes in the prevalent viruses using assess-
ment criteria defined by the Note for Guidance.
Due to questionable immunogenicity in the eld-
erly, it is proposed that the EWP prepares a revi-
sion of the existing Note for guidance addressing
the following issues: the relevance of the current
requirements; the potential importance of each
serological criterion as compared to the others;
the choice of one or more of the 3 predefined se-
rological criteria to assess immunogenicity and;
the need to take into account the 95% ci and
more specifically its limits when they are below
the required limits. A revised document is ex-
pected to be available for submission to the
CPMP prior to the forthcoming vaccine season.

World Class Pharmaceuticals
We are a worldwide provider of superior quality sterile-fill
injectable generic products for the critical care market. We are’
growing rapidly and have a bright future. Your expertise can help
us improve the quality of life for people worldwide.

SCIENTIST-PRODUCT DEVELOPMENT

Responsibilities include directing, planning, designing and
coordinating R&D activities along with supervising project time
lines of technical personnel. Write technical reports/protocols/
patents/proposals and scientific publications. Provide technical
expertise for new technologies/formulations and prepare,
justify and review capital expenditure requests. Provide
consulting service on specialty areas of parental dosage forms. y
Work with cGMP environment.

MS in Pharmacy or equivalent with 8+ years in academia/industry;
or Ph.D. in Pharmaceutical Science with 2+ years in academia/
industry. Experience in development of various types of parental dru
products; i.e., liquids, semi-solids, suspensions, lyophilized and
extended release products. Excellent analytical and communication
skills, both oral and written, required. Must be able to quickly adapt to
changes in project time lines and work with team environments.
Record of scientific publications necessary. Project management
experience is preferred.

We offer a competitive compensation and benefits package
including profit sharing, stock options and an opportunity to grow
with a dynamic company. Please submit your resume with
salary history to:
GensiaSicor Pharmaceuticals
19 Hughes, Irvine, CA 92618 Fax: 949-458-8945
Email:human.resources@gensiasicor.com

www.sicorinc.com EOE/M/F/V/D
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Evaluation of Anticancer Medicinal Products
in Man. In May, the EMEA issued Note for Guid-
ance on Evaluation of Anticancer Medicinal
Products in Man (CMPM/EWP/205/95 rev.1, May
31, 2001). This Note provides guidance for the
clinical investigation of anticancer agents, cyto-
toxic/cytostatic agents in particular, from Phase I
Initial Human Studies through the requirements
for authorization. Those sections dealing with re-
quirements for authorization and Phase II/III
studies may also be applicable for other classes of
anticancer agents. Clinical trial requirements for
other compounds, such as chemoprotector agents
and drug resistance modifiers used as part of che-
motherapeutic regimens, are also given in the ap-
propriate sections of this guideline. This Note will
be updated as experience with other classes of
anticancer agents becomes available at both the
scientific and regulatory levels. The effective date
is November 2001.

Assessment of Anti-HIV Medicinal Products.
The EMEA released in May, the draft Points to
Consider on the Assessment of Anti-HIV Medici-
nal Products (CPMP/602/95 rev.3, May 31, 2001).
Originally adopted in 1996 by the CPMP, the doc-
ument was revised in 1997 to include further
elaboration on the regulatory implications of
pharmacokinetics, virus resistance and data re-
quirements in patients failing therapy. The cur-
rent revision includes an Appendix III, which sets
out general principles on the clinical develop-
ment of dual protease inhibitors as the use of
dual or boosted protease inhibitors has evolved
from an investigational concept to widespread
use. Appendix III provides guidance on the re-
quirements for data on the use of dual or boosted
protease inhibitors to be included into the Sum-
mary of Product Characteristics. The deadline for
comments relating to Appendix III only is August
2001 and the effective date is September 2001.

Applications with Meta-Analyses and One Piv-
otal Study. A draft of Points to Consider on Ap-
Pplication with 1. Meta-Analyses; 2. One Pivotal
Study (CPMP/EWP/2330/99, May 31, 2001) was is-
sued in May by the EMEA. This PtC discusses the
validity and interpretation of this methodology
when meta-analytic techniques are applied to the
studies included in a drug application. Though
the guidelines (ICH E9) recognize that there are
circumstances when meta-analysis can be suffi-
cient for approval, these guidelines are not specif-
ic about the circumstances when this applies.
This document provides clarification regarding
the selection of studies, the need for pre-specifi-
cation of the meta-analysis, the outcome of indi-
vidual studies in relation to the pooled result and
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the clinical relevance and external validity of the
pooled result. Also included in this PtC is a discus-
sion on the use of only a single pivotal study in
Phase III clinical development. Though there is no
formal requirement to include two or more pivot-
al studies in the Phase III program, in most cases,
it is the most or perhaps only feasible way to pro-
vide the variety of data needed to confirm the use-
fulness of a product in the intended population.
This document presents a number of reasons why
it is usually prudent to plan for more than one
study in the phase III program.

—James C. Lyda

The International Conference on Harmoniza-
tion (ICH) has a new Web page for the ICH
Global Cooperation Group (GCG). The ICH
GCG is a subcommittee of the ICH Steering Com-
mittee. Its purpose is to make information avail-
able on ICH, ICH activities and ICH guidelines to
any country or company that requests the infor-
mation. The GCG is made up of one representa-
tive from each of the six parties on the ICH
Steering Committee plus the ICH Secretariat. Two
Observers, the World Health Organization (WHO)
and Canada are also part of the GCG. Some of the
Guiding Principles of the GCG are:

* The ICH will not seek to impose its views on
any country, region or company, but will serve
as a resource for information and data;

* ICH will provide non-ICH member countries
or companies with any document related to the
GCG initiative without charge; and

*  While some non-ICH countries are not in a po-
sition to utilize ICH guidelines at present,
these guidelines will be used as the basis of
ICH’s response whenever information is re-
quested.

More information about the ICH GCG can be
found at: www.ifpma.org/ich1l.html.

The Pharmaceutical Inspection Cooperation
Scheme (PIC/S). PIC/S is the abbreviation and
logo used to describe both the Pharmaceutical In-
spection Convention (PIC) and the Pharmaceuti-
cal Inspection Cooperation Scheme (PIC Scheme)
operating together in parallel.

The PIC Scheme commenced operating on No-
vember 2, 1995 in conjunction with PIC, which had
already been operating since 1970. The need to form
the PIC Scheme became necessary when it was real-
ized that an incompatibility between PIC and Euro-
pean law did not permit individual EU countries that
were members of PIC to sign agreements with other
countries seeking to join PIC. Only the European
Commission was permitted to sign agreements with
countries outside Europe, and the Commission itself
was not a member of PIC.

Therefore, a less formal and more flexible co-
operation scheme was developed to continue and



enhance the work of PIC. Instead of being a legal
treaty between countries (i.e. like PIC), the PIC
Scheme is a cooperative arrangement between
health authorities.

PIC and the PIC Scheme, operating together as
PIC/S, provide an active and constructive coopera-
tion in the field of GMP (Good Manufacturing
Practice). The purpose of PIC/S is to facilitate the
networking between participating authorities and
the maintenance of mutual confidence, the ex-
change of information and experience in the field
of GMP and related areas, and the mutual training
of GMP inspectors.

The main differences between the PIC Scheme
and PIC are:

PIC Scheme PIC
A Program An Agreement
An Informal A Formal Treaty

Arrangement
Has No Legal Status
Between Health

Has Legal Status
Between Countries

Authorities
Exchange Of Mutual Recognition
Information Of Inspections

The purpose of the PIC Scheme with regard to
public health is to:

* Pursue and strengthen the cooperation estab-
lished between the participating authorities in
the field of inspection and related areas with a
view to maintaining the mutual confidence and
promoting quality assurance of inspections;

* Provide the framework for all necessary ex-
change of information and experience;

* Coordinate mutual training for inspectors and
for other technical experts in related fields;

* Continue common efforts towards the im-
provement and harmonization of technical
standards and procedures regarding the in-
spection of the manufacture of medicinal prod-
ucts and the testing of medicinal products by
official control laboratories;

* Continue common efforts for the develop-
ment, harmonization and maintenance of Good
Manufacturing Practice (GMP); and

* Extend the cooperation to other competent
authorities having the national arrangements
necessary to apply equivalent standards and
procedures with a view to contributing to glo-
bal harmonization.

For more information on PIC/S and a list of
member countries visit www.picscheme.org.

In a letter dated June 19, 2001, the Canadian
Health Products and Food Branch Inspectorate
issued the draft version of the Good Manufac-
turing Practices (GMP) Guidelines, 2002 Edi-
tion. The draft GMPs are available on the

RequlaTory News

Therapeutic Products Program (now the Thera-
peutic Program Directorate) Web site at: www.hc-
sc.gc.ca/hpb-dgps/therapeut.

This version has been developed by the GMP
Committee as part of a process that includes con-
sultation with the stakeholders. Changes from
the previous edition are highlighted. The guid-
ance given in this document has been written
with a view to harmonization with GMP stan-
dards from other countries and those of the
World Health Organization (WHO) and the Inter-
national Conference on Harmonization (ICH).
The 2002 Edition also reflects Mutual Recogni-
tion Agreements and Canadian acceptance as a
member of the Pharmaceutical Inspection Coop-
eration Scheme (PIC/S).

Comments about this document can be sub-
mitted to Ms. France Dansereau, Head of the In-

spection Unit, National Coordination Center,
Health Products and Food Branch Inspectorate,
until August 31, 2001. Comments may be sent by
email to france_dansereau@hc-sc.gc.ca or by fax
to (613) 952-9805. W
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—William Stoedter

Order Now!
PDA Archive Update

The PDA Archive on CD-ROM contains more than 50

years of research papers written by highly qualified sci-

entists in the pharmaceutical industry. The archive is ful-

ly searchable by author, title, and date. The 2001 release

includes the following 2000 publications:

v’ The six issues of the PDA Journal of Pharmaceutical Science
and Technology published for 2000

v/ Technical Report 33 “Evaluation, Validation, & Implementation
of New Microbiological Testing Methods”

v Proceedings from the PDA/FDA Public Conference on Part 11
Archive (CD)

v/ Proceedings from the PDA International Congress 2000,
Basel, Switzerland

If you own the full PDA Archive set, you'll want to up-
date your collection. Disc #3 will be replaced with a new
Disk #3 and Disk #4. Best of all, the price of the new Up-
date remains unchanged from last year—just $95 for
PDA Members and $195 for nonmembers.

If you don’t currently own the complete archive, you may ob-
tain the set from PDA. The cost is $395 for PDA Members and
$495 for nonmembers.

PDA

For additional information, or to place an

order, contact PDA 7e/: (301) 986-0293
Fax: (301) 986-1093
E-mail: info@pda.org

N =%

www.pda.org
PDA - 7500 0Ild Georgetown Road, Suite 620 « Bethesda, MD 20814
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Transmissible Spongiform
Encephalopathies (TSE)
Advisory Committee Meeting

Issues in the processing of blood, plasma and gelatin

The Food and Drug Administration Transmissible
Spongiform Encephalopathies Advisory Commit-
tee (TSEAC) meeting took place on June 28-29,
2001 in Bethesda, Maryland. Three topics were
addressed:

1. The suitability of blood donors who have lived
or traveled in various countries;

2. Safety of FDA-regulated plasma derivatives pre-
pared in establishments using the same manu-
facturing equipment to process European and
US plasma; and

3. A report on the interim results of a new study
on the inactivation of the TSE agent by the
manufacturing process of gelatin.

The estimated impact of this
proposal is a 4.6 to 5.3% loss of
donors, a 72% reduction of the
current risk of infection and a
91% reduction of the total risk
of infection.

Regarding topic number one, the committee
voted 10 to seven to recommend that blood do-
nors be excluded who:

* Spent a total of three months or more in the
UK from 1980 through the end of 1996;

* Were US military personnel or dependents
who have spent six months or more on a base
in Europe from 1980 through the end of 1996
(or 1980 through 1990 if all exposure after
1990 was on a base North of the Alps);

* Spent a cumulative of five years or more living
or traveling in any European country other
than the UK from 1980 to the present; or

* Have received blood transfusions in the UK
since 1980.

While the FDA is not obliged to follow commit-
tee recommendations, most are adopted. A great
deal of testimony was heard about the need for
balance in protecting the public from potentially
infectious blood and the very real potential of a
reduction in available blood donors leading to
blood shortages in the US. The estimated impact
of this proposal is a 4.6 to 5.3% loss of donors, a
72% reduction of the current risk of infection and
a 91% reduction of the total risk of infection.
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Regarding topic number two (the safety of FDA
regulated plasma derivatives prepared in estab-
lishments using the same manufacturing equip-
ment to process European and US plasma) there
was much discussion on the lack of data by which
a risk assessment can be determined. Following
are the questions asked of the Committee and
their answers:

Q. What is the risk of variant Creutzfeldt-Jakob
disease (vCJD) from campaigned manufactur-
ing involving exposure to European plasma?

A. The risk of vCJD is unknown but probably low.

Q. Does the Committee believe that additional
steps should be taken to address the use of
common manufacturing lines for European
and US plasma?

A. The Committee feels that segregation of manu-
facturing is a complex issue and it requires fur-
ther FDA study.

Q. Should FDA consider labeling plasma to identi-
fy manufacturing operations that may involve
exposure to European plasma?

A. Additional labeling should be considered, but a
vote was not taken on this matter.

Q. Should FDA consider requiring additional de-
contamination procedures?

A. Advanced cleaning is a worthwhile endeavor
but the subject needs additional research rele-
vant to the facilities in question. Validation
methods would need to be developed.

Q. Should FDA consider requiring the use of dedi-
cated lines?

A. The opinion was that dedicated lines should
not be mandated.

While topics one and two dealt with policy, top-
ic number three (a report on the interim results of
a new study on the inactivation of the TSE agent
by the manufacturing process of gelatin) dealt
with science. Michel Schoentjes, Ph.D. Vice Presi-
dent of the Gelatin Manufacturers of Europe
(GME) presented a global overview of gelatin
manufacturing. See side story, How Gelatin Is
Made From Bone, on the facing page.

The GME association represents 11 member
companies operating 27 gelatin plants (21 plants
in Europe, three plants in the US and three plants
outside Europe and the US). GME plants produce
45% of the world’s gelatin. The US requires
10,000 metric tons of gelatin a year for the capsule
industry, yet the available gelatin production from
the US is only 5,000 metric tons. This requires the
need for an additional 5,000 metric tons which
must be imported.



In Europe, the safety of the raw materials used
for gelatin production is assured by:

* Raw materials being taken from only healthy
animals;

* Animals only being slaughtered in slaughter-
houses;

* The animals being declared as fit for human
consumption after anti and post mortem
inspection;

* The animals being certified by official veteri-
nary authorities;

* A documented traceability of the animals; and

* The slaughterhouses being audited by veterinary
authorities and by the gelatin manufacturers.

The major European regulations for preventing

TSE risk are:

* A total ban on using animal meat and bone
meal as feed material and also a selective ban
of animal fats as feed material;

* BSE testing of at-risk animals and all animals
above 30 months of age;

* Mandatory destruction of affected animals or
herds;

* Removal and destruction of specified risk
materials;

* A ban of ruminant by-products as fertilizers;

* A classification according to geographical BSE
risk status; and

* A ban of ruminant derived gelatin and by-prod-
ucts in animal feed.

Robert Rohwer, Ph.D. presented an overview
and preliminary report on the status of validating
the inactivation of the TSE agent by heat and pres-
sure. The validation study was carried out to de-
termine the safety of gelatin manufactured from
bovine bones by a novel heat and pressure pro-
cess with regard to the transmissible agent that
causes bovine spongiform encephalopathy (BSE)
in cattle. In this process the raw bone material is
autoclaved at 133°C for 20 minutes. Starting with
bone that was artificially contaminated with BSE
infected mouse brain, gelatin was manufactured in
a laboratory scale model of the process. The infec-
tive titre of the obtained gelatin was determined
by mouse bioassay. Until now, more than 400 days
past injection, none of the mice inoculated with
the extracted gelatin has shown signs of TSE. ll

—William Stoedter

RequlaTory News

How Gelatin Is Mlade From Bone

The industrial process of producing gelatin starts with bones of ani-
mals fit for human consumption being obtained from the slaughter-
house. The skull and spinal column are used in the US process but
not used in the European process. The bones are finely crushed and
stirred for 20 minutes with 90° C hot water to remove grease and
tissue. The wet crushed bone is dried in a stream of hot air such
that the bone does not exceed a temperature of 85° C. The dried
bone is then mechanically sorted to remove small pieces and the
fraction below economic usability.

The bone material is then de-mineralized by soaking in a Hydro-
chloric Acid solution (the minerals can be removed from the acid
solution and are used in the making of “bone china”). The resulting
bone or “ossein” looks like bone but is porous and elastic. The os-
sein is then soaked for 2-3 weeks in a weak alkaline solution. After
the solution is neutralized, the crude gelatin is heated to 60° C, then
70° C, then 80° C and the different grades of gelatin are extracted at
each temperature with the better grades being extracted at the
higher temperatures.

The gelatin extract is then filtered though diatomaceous earth to
remove particles and impurities. lon exchange with cation and an-
ion resins is then used to remove salts from the extract. Using Ultra
High Temperature (UHT), the extract is sterilized for at least four
seconds at 130 to 140° C. Finally the water content is evaporated to
produce solid gelatin.

Did You Get
the News?

As a new member service, monthly PDA e-Updates
will be sent to keep members apprised of activi-
ties, deadlines and other important issues. How-
ever, more than 30% of the PDA membership does
not have an e-mail address on file. Members may
add or update their e-mail addresses (as well as
other contact information) by completing the
form on page 29, or by sending this information
by e-mail to info@pda.org.

E-mail updates on time-senstive issues will be
released as needed. Be assured that we are taking
every measure to use this communication vehicle
judiciously (we won’t bury you in e-mails). And, if
you do not wish to receive the PDA e-Update, you
may exercise an “opt out” at any time (opt out
must be performed by direct link from the e-
mail). W
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European Report

EU Revises Media Fill Requirements

Annex 1 Change

In a small but notable change, the European
Commission (EC) has released a revision of para-
graph 42 of Annex 1, “Manufacture of Sterile Me-
dicinal Products”. Revised paragraph 42 falls
under the section on aseptic processing and ad-
dresses validation requirements, process simula-
tion and media fills. According to the EC Web site,
the changes were made following discussion in
the EU inspectors working group in order to take
account of current practices. Changes affect me-
dia fill acceptance criteria and the connection of
validation to production shifts. These changes
have necessitated three additional entries in the
glossary of the Annex: Action Limit, Alert Limit
and Media Fill.

It is unclear if there was any industry or public
consultation/comment before the changes were
made. It is also unclear of the impact of the chang-
es across the affected industry, and how quickly
the changes may be implemented by inspectors.

In order to aid readers in identifying the actual
changes, a ‘document compare’ version of para-
graph 42 follows. The strikeout text is deleted; the
underlined text is the new wording. For copies of
the change and the complete version of Annex 1,
visit the EC Web site, http:/pharmacos.eudra.org/
F2/pharmacos/docs.htm#news. (Note: this is the
‘News’ section of the Web site, not the GMP
section.) M

—James C. Lyda

42.

Guide to Good Pharmaceutical Manufacturing Practice

Annex 1

Paragraph 42

Strike through version showing amendments from initial version

Validation of aseptic processing should include a process simulation test
stmating-the-preeess using a nutrient medium_(medium fill). Selection of the nutrient

medium should be based on dosage form of the product and selectivity, clarity,

concentration and suitability for sterilisation of the nutrient medium. Fhe form-ofthe

nutrient-medium-should-generally-be-equivalent-to-the- dosageform-of the produet: The

process simulation test should imitates as closely as possible the routine aseptic
manufacturing process and include all the critical subsequent manufacturing steps. _It
should also take into account various interventions known to occur during normal

production as well as worst case situations. Process simulation should be performed as

initial validation with three consecutive satisfactory simulation tests per shift and

repeated at defined intervals and after any significant modification to the HVAC-system.
equipment, process and number of shifts.- equipment-and-proeess._Normally process

simulation tests should be repeated twice a year per shift and process. The number of

containers used for a-medium-fill media fills should be sufficient to enable a valid
evaluation. For small batches, the number of containers for the medium fill should at
least equal the size of the product batch. Fhe-contaminationrateshould-belessthan01%
with-95%confidencedevel. The target should be zero growth but a contamination rate of

less than 0.1% with 95% confidence limit is acceptable. The manufacturer should

establish alert and action limits. Any contamination should be investigated.

PDA Letter
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AP 14" Congress

Biarritz, France
October 24-26, 2001

The Association Pour les Produits Propres et Ster-
iles (Association for Clean and Sterile Products or
A,P), a PDA ally in Europe, is hosting their 14" In-
ternational Congress in Biarritz, France in late Oc-
tober. The three-day program begins with plenary
sessions on the first day, including a presentation
by PDA’s Russell Madsen on current validation
concepts. Day 2 features 10 workshops on various
technical topics. The final day concludes with re-
ports on the workshop outcomes and a series of
plenary presentations, with adjournment at 1:00
pm. As with past AP conferences, there will be a
gala dinner on the 2" night. The food and hospi-
tality promise a memorable experience.

The plenary portions of the program are pre-
sented in French and English. There will be simul-
taneous interpretation into French, English and
German. The workshops on day two are all in
French except Nr. 3 on validation of cleaning pro-
cesses and Nr. 8 on process isolators, both of
which will be conducted in English. For more in-
formation contact Frederic Estassy, A,P Services,
Le Gros Moulin, F-45200 Amilly, France, email
info@a3pservices.com, tel +33 (0) 238 071 071,
fax +33 (0) 238 071 072. You can also visit the A P
Web site, www.a3pservices.com. H

—James C. Lyda

Heighten your visibility—
Showcase your company
at PDA Exhibitions

Reserve your booth now while
space is still available.

Contact

Nahid Kiani, PDA
301-986-0293 ext. 128
kiani@pda.org

2001 PDA Annual Meeting Exhibition
December 3-7, 2001
Marriott Wardman Park Hotel
Washington, DC

www.pda.org

PDA « 7500 Old Georgetown Road, Suite 620
Bethesda, MD 20814 < USA
Tel: (301) 986-0293 * Fax: (301) 983-0296
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Take Your

Career

To New Heights With

PHARMACIA

At Pharmacia Corporation, a first-tier pharma organization with a
global presence, we invest $2+ billion a year in R&D with major
activities focused in the areas of arthritis/inflammation, cancer,
infectious diseases, cardiovascular and metabolic diseases,
and disorders of the central nervous system. We are seeking
experienced Quality Assurance professionals to join our team
in Skokie, lllinois.

QUALITY ASSURANCE
PROFESSIONALS

As a valued member of a professional staff engaged in integrating
documents from heritage companies, you will develop, write,
revise and train on existing corporate standards and policies, as
well as write new/enhanced corporate policies, standards, and
Pharmacia's Lexicon for Quality & Compliance. This will involve
extensive training on these documents as they relate to the
manufacturing sites, developing training modules, and training
key site personnel on an ongoing basis. To qualify, you must have
a Master's degree in a scientific discipline, experience in database
and electronic document management, and 5-10 years experience
in the pharmaceutical and/or device industry. Your background
should demonstrate a knowledge of regulations for drug products
and substances, devices and/or biologics on a global basis, strong
organizational skills with good attention to detail, and proficiency
with Microsoft Windows applications (Word, Excel and Access).
Positions will require 25% travel associated with their training
functions. Ad Code #01-3025

Reach new heights in your career with Pharmacia and
enjoy a competitive salary and benefits in a professionally
encouraging work environment. For immediate consideration,
please respond using our preferred online method at:
http://respond.webhire.com/job/id?479-r3025-J3. Or you
may fax your resume to the Pharmacia Resume Processing
Center, referencing Ad Code #01-3025/PDA Letter, at
520-287-0963. As an equal opportunity employer, Pharmacia
Corporation values a diverse combination of ideas, perspectives,
and cultures. For more information and other vacancies,
please visit our website at

www.pharmacia.com
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New Books
New Books

PDA

AN INTERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY

from PDA and Davis Horwood International Publishing, Ltd.

Electronic Records and
Electronic Signatures

by Chris Reid and

Barbara Mullendor

50 Pages | $99.00 | ltem No. 17177

Quality Control Systems for the
Microbiology Laboratory:

The Key to

Successful Inspections

by Lucia Clontz

175 Pages | $119.00 | ltem No. 17176

The Internal Quality Audit

by Monica Grimaldi and Janet Gough

100 Pages | $119.00 | ltem No. 17179
Q Change Control
by Séren Schwartze

40 Pages | $80.00 | Item No. 17189

Understanding GMP: An
Expert’'s View on Merging
Global Regulatory and
Manufacturing Perspectives
by Martyn Becker

224 Pages | $119.00 | Item No. 17174

GMP in Practice:

Regulatory Expectations

for the Pharmaceutical Industry
by James Vesper

224 Pages | $119.00 | Item No. 17191

Microbiology for
Pharmaceutical
Manufacturing

Edited by

Richard Prince

900 Pages | $279.00 | Item No. 17185

For additional information, or to place an order, please contact PDA.
Tel: (301) 986-0293 * Fax: (301) 986-1093 ¢ E-mail: info@pda.org * Web site: www.pda.org
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Science & Technology

PDA Letter

PDA Science and Technology

Activity Update

GMP Audit Repository

PDA’s Science Advisory Board (SAB) discussed ex-
panding the PDA TR 32 program to GMP auditing
of raw material and packaging component suppli-
ers and contract manufacturers. SAB believes the
concept deserves further study and will do this at
future meetings. It can be based on the process
model for computer and software suppliers (PDA
TR 32).

ISO/DIS14644-7

PDA Isolation Technology Task Force submitted
comments to the ISO/DIS14644-7 Cleanrooms
and Associated Controlled Environments — Part 7:
Separative enclosures (clean air hoods, glovebox-
es, isolators and minienvironments) Date 2001-
02-22 on June 29, 2001. The comments are
available on the PDA Web site.

PIC/S PE 004-1 (Draft 2)

PDA’s Isolation Technology Task Force is develop-
ing comments to the PIC/S PE 004-1 (Draft 3), 12
June 2001, “Recommendation on Isolators Used
for Aseptic Processing and Sterility Testing.” Com-
ments on the document, which are available on

the PIC/S Web site at http:/www.picscheme.org,
are due September 30, 2001.

Aseptic Processing Survey

This survey is intended to update the PDA survey
on aseptic processing practice. Previous PDA sur-
veys on this subject were conducted in 1992 and
1996 and published in the following years. The
survey instrument is in final stages of revision and
the survey should go out in August, once the dis-
tribution list is finalized. The results of the survey
should be available to the membership by the end
of the year.

Aseptic Processing Task Group

This task group plans to develop a PDA technical
report focusing on the key issues addressed at the
Environmental Monitoring Aseptic Processing Fo-
rum (August 21, 2000) as well as other sections of
the FDA 1987 Aseptic Processing Guideline which
may no longer be appropriate with current tech-
nology. The task group has met several times and
the draft is being finalized.

Part 11 Task Group

The primary objective of the task group is to en-
dorse, for the pharmaceutical industry, electronic
record keeping practices, including signatures,
which make sense for regulated pharmaceutical
and device manufacturers and which are compli-
ant with 21 CFR Part 11. The secondary objective
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of the task group is to propose two models for
achieving compliance with best practice and regu-
lations resulting in a win-win for all stakeholders
(one specific to existing systems and the other
model specific for new systems). A full schedule of
task group meetings has been established and the
group estimates completion of the technical re-
port by the end of 2001.

Revision of Technical Monograph
No. 13

PDA’s Environmental Monitoring Task Force has
completed work on the revision of Technical
Monograph No. 13, “Fundamentals of a Microbio-
logical Environmental Monitoring Program.” The
extensively revised report replaces the current
edition, which was originally published in 1990.
The report is scheduled for publication as a sup-
plement to the PDA Journal of Pharmaceutical
Science and Technology and will be available free
of charge to all PDA members.

Revision of Technical Report
No. 18

A PDA task group under the leadership of Ed Cros-
son and Michele Pontinen is revising PDA Techni-
cal Report No. 18, “Validation of
Computer-Related Systems,” to ensure it is consis-
tent with Part 11 and other recent technical publi-
cations. The task group plans to complete the
project by the end of 2001.

Validation of Isolation Technology,
TR 34

PDA’s Isolation Technology Task Force represent-
ing US pharmaceutical companies and members
of the Parenteral Society, A3P, R3-Nordic and PDA’s
Japan Chapter has completed work on PDA Tech-
nical Report No. 34, “Design and Validation of Iso-
lator Systems for the Manufacturing and Testing of
Health Care Products.” TR 34 is scheduled for
publication as a supplement to the PDA Journal of
Pharmaceutical Science and Technology and will
be available free of charge to all PDA members.

Validation of Steam Sterilization
Cycles (Revision of)

The PDA Steam Sterilization Validation Task Force
is revising Technical Monograph No. 1. This revi-
sion will provide comprehensive information on
the validation of moist heat sterilization processes
and will attempt to resolve the differences in ap-
proach that have developed between Europe and
the US. Target for completion is the end of
2001. =

—Russell E. Madsen






Recent Sci-Tech Discussions

Stopper Inoculation and

Biological Indicators

The following remarks are taken from an exchange in the Pharma-
ceutical 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 and join.

“There is A
published
ArTicle iNn The
PDA Journal
That shows
That it is
dependent
upon The
STOPPER
formulaTion.
For some
STOPPERS, iT is
A significantly
MORE STRINGENT
Test.”

This month’s posting...

Dear Forum,

Recently I have been discussing the methods of
validating stoppers. One of the principle ques-
tions that is being asked is, “Do you inoculate
your stoppers or use BI’s?”

Response 1

For a previous company I worked with, we inocu-
lated the stoppers with spore
suspension aliquots and let it air dry.

Response 2

I have seen both methods used for validating the
sterilization of stoppers. When the stoppers were
placed in autoclave pouches, a BI was placed in
various pouches based upon the load configura-
tion. This was used for validating the autoclave cy-
cle. An inoculated stopper can be used, however,
it might be best to use a stopper of a different col-
or (same material) so it can easily be identified.
The inoculated stopper method was also used to
validate the large type stopper washer/siliconizer/
sterilizer units. Again, a different color stopper
used to be able easily identify the stopper in a
large load of

stoppers.

Response 3

From experience in working with many compa-
nies, direct inoculation of the stopper is common
practice. Your choice of bacterial spore to use and
validate is of major importance. A dual inocula-
tion with moist heat resistance spores and also
dry heat resistance in spore selection should be
considered. B. stearothermophilus with a lower
D,,, could be used or an alternative such as subti-

lis 5230.
Response 4

If you are talking about sterilization of stoppers,
yes, the stoppers need to be inoculated with at

least 1,000,000 cells/stopper of B. stearothermo-
phillus to challenge the sterilization process. If
you are talking about the washing process for
stoppers, we validated the stopper washing pro-
cess by spiking the stoppers with 10,000 EU of en-
dotoxin per stopper.

Response 5

The substrate material has a significant effect on
biological indicator resistance, so I would not sug-
gest using a different color stopper. We thread
fishing line or other suitable material through the
stopper to make it easy to identify and recover.
This works for stopper washers, but I can’t testify
as to how the fishing line holds up in autoclaves.
Stainless steel wire certainly serves as an alterna-
tive for autoclave cycles.

Response 6

Has anyone carried out a comparative study on di-
rect inoculation vs. spore strips? Although “many
companies” validate by directly inoculating stop-
pers with spores, has anyone who does this estab-
lished whether it is truly worst case?

Response 7

There is a published article in the PDA Journal
that shows that it is dependent upon the stopper
formulation. For some stoppers, it is a significant-
ly more stringent test.

Response 8

There is no contest; direct inoculation is signifi-
cantly more “worst case.” Validation is simple. Ver-
ify the D-value of a lot of spore strips. Inoculate
the stoppers with a known amount, then deter-
mine the D-value of the spores on the stoppers.
You will notice that the carrier makes a significant
difference and that the rubber insulates the spores
much more than paper.

Response 9

We have seen D-values jump by a factor of 2 when
spores from a batch are inoculated onto a paper
carrier (strip) and compared to the same batch in-
oculated onto stoppers. The surface of (many)
stoppers is irregular and can allow spores to be-
come insulated in a crevice. Placing a spore strip
in with your bag of stoppers simply does not give
the same information as direct inoculation of the
stoppers. W

—compiled by Russell E. Madsen

Join this lively online discussion group, where more than 2,000 of your colleagues from around the globe meet and find solutions to
complex issues. Access is open to both PDA members and nonmembers, and discussions may be accessed via e-mail or the Web.

See the PDA Web site at www.pda.org to sign up via the Web or send an e-mail to requests@www2. pharmweb.net if you don’t
have web access, with one of the following commands placed in the body of the message: “subscribe PharmTech” (to receive indi-
vidual messages daily), or “subscribe digest PharmTech” (to receive one daily digest). Replace “subscribe” with “unsubscribe” to
leave the list. For help topics, type “help PharmTech” in the body of the message and send.
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PDA Membership Application

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

information.)
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INdusTry News

Company, Colleague
Product-ANNOUNCEMENTS

Opening of Pall Laboratory in Portsmouth (L-R): Dr.

Charles Lutsch, Aventis Pasteur; Dr. James D. Watson;
Dr. David Sherwood, Lonza Biologics; Neil MacDonald,
Pall Life Sciences.

PDA Letter

James D. Watson, Ph.D., Nobel Prize winner for
discovering the structure of DNA, was the keynote
speaker at the opening of Pall Corporation’s
new Life Sciences laboratory complex located in
Portsmouth, UK. The
new suite of laborato-
ries is designed to cul-
ture and handle
genetically modified
organisms and prod-
ucts including both
mammalian and micro-
bial cell lines. Eric
Krasnoff, Pall’s Chair-
man and CEO, said,
“We are highly focused
on biotechnology, ge-
nomics and proteom-
ics. Pall has invested in
key technologies to ac-
celerate our custom-
ers’ ability to bring
new products to mar-
ket faster. The opening
of this laboratory, just
one part of our com-
mitment to provide the full spectrum of filtration,
purification and separations technologies for our
life sciences customers.” For more information,
contact Patrice Radowitz at (516) 484-3600 x6111

or pat_radowitz@pall.com.

Anders Vinther, Ph.D. (photo, top right—second
from right) member of the PDA Regulatory Affairs/
Quality Committee, committee member of vari-
ous PDA conferences/task forces and chairman of
PDA OOS and Analytical Procedures and Methods
Validation Task Force Groups—and five col-
leagues from Danish based Novo Nordisk & No-
vozymes have founded CMC Biotech A/S. The six
founders have 75+ years of combined experience
in the biotech industry in facility design and oper-
ation, microbial fermentation, recovery, purifica-
tion and QA/QC. Funded by venture investment
from BankInvest, the primary focus of CMC Bio-
tech A/S is to set up an Active Pharmaceutical In-
gredient (API) Contract Manufacturing
Organization (CMO) in the greater Copenhagen
area of the Medicon Valley region. The company
is currently designing its own facility which will
be used for process development and production
of clinical trial API material based on mammalian
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cell culture and microbial fermantation. CMC Bio-
tech A/S also offers lab-scale process development
and consulting in the areas of process develop-
ment & validation as well as GMPs for laborato-
ries, API production and production development,
and quality systems. For further information con-
tact Anders Vinther at av@cmcbiotech.com or visit
the Web site www.cmcbiotech.com.

Tefen, a consultancy specializing in Operational
Improvement within the Pharmaceutical and Bio-
technological industries, is launching a global
benchmarking survey of QC Laboratories to estab-
lish best practice levels within the industry. The
study will focus on 15 metrics including Overall
Lab Effectiveness, Analyst Utilization, Analyst Effi-
ciency, Cycle Time, On-time Delivery and Costs.
The full list of metrics can be viewed in detail at
www.tefen.com/benchmarking. So far the survey
has attracted major blue chip corporations as well
as single site contract laboratories. Tefen is invit-
ing companies of any size to take part. Further de-
tails, including an information packs, are available
by request at info@tefen.co.uk. The first set of re-
sults are to be presented to participants in the first
quarter of 2002, while sample results will be pub-
lished via PDA for non-participants to view. For
more information, contact Nick Morgan at 0208
902 9200 x106 or nickm@tefen.co.uk.

PharmaNet, Inc., (www.pharmanet-cro.com), an
international drug development company, an-
nounced the addition of Julia Lukas Gorman and
Steven Koepke, Ph.D., to the company’s Con-
sulting Group based in Washington, DC. Gorman
joins PharmaNet as an Associate Director of Con-




sulting. She previously was with the FDA for 12
years, most recently as Branch Chief, Manufactur-
ing Review Branch 1, Division of Manufacturing
and Product Quality within CBER. Koepke joins
PharmaNet as Director of Consulting after nine
years with the FDA. Most recently, Koepke was
Deputy Director, Division of New Drug Chemistry
with CBER. For more information call (609) 951-
6800 or visit www.pharmanet-cro.com. M

—Joe Bury

Send us your news . . .

... address news releases to Joe Bury via e-mail
at bury@pda.org or mail hard copy to PDA head-
quarters in Bethesda.

2001 PDA Annual Meeting continued from cover

managers. Details on these and all PDA-TRI of-
ferings can be found at www.pda.org.

Make your hotel reservations now! Discover
the perfect balance of landmark charm and mod-
ern sophistication, in a historic Washington setting
at the Marriott Wardman Park Hotel.

* Located in a prestigious Washington neighbor-
hood; just minutes from all the sites and
sounds of the nation’s capital.

* Eight miles from Reagan Washington National
Airport and just steps to on-site Metro stop.

Marriott Wardman Park Hotel
2660 Woodley Road, NW

Washington, DC 20008

(202) 328-2000 Reservations

(800) 228-9290

(202) 234-0015 (Fax)

Be sure to advise the reservationist that you are at-
tending PDA’s Annual Conference, to ensure the
discounted rate.

$185.00 Single

$205.00 Double

Each Additional Person $20
Cut off Date: November 9, 2001

Check in Time: 3:00 pm Check out 12:00 noon.
To register, or for additional information, please

visit our Web site at www.pda.org. l
—Leslie Zeck
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Feasibility Studies
Conceptual Designs
Process and Facility
Critical Utilities
Project & Construction
Administration

Validation

L Alison S Demarest, MS, MBA
Manager of

A compliance professional with sixteen L
years of experience in biotechnology,
quality assurance and validation.

Compliance
y

Agencies CBER / CDER / UK/
EU /USDA / NIH /
EPA / OSHA / CDRH

Programs Regulatory Compliance
Strategic Planning /
Audits / Product Change-Over /
Cleaning / Master Planning /
Quality Systems

CIP/SIP
PLC/DCS/BMS/MRP-1I/LIMS/SCADA
On-Site Protocol Development

®

PHOENIX

IMPERATIVE®INC

Pharmaceutical ¢ Biotechnology
Engineering / Validation / Compliance

Phoenix Imperative” Inc offers you
v Experienced and quality-focused engineers, managers and specialists

v Cost effective design from conceptual planning through to construction
documentation for facilities/utilities/processes within the cGMP envelope
v Expedient process and facility implementation to facilitate
regulatory approval and product launch

v Validation and compliance programs customized for clinical/commercial
production of therapeutics, vaccines and diagnostics

ENGINEERING / VALIDATION / COMPLIANCE
Serving Domestic and International Clients

PHOENIX IMPERATIVE®INC
Corporate Headquarters Newark DE Phone 302 366 0855
Technology Corridor Office Frederick MD Phone 301 668 0520
North Carolina Office Cary NC Phone 919 461 9841
New England Office Lawrence MA Phone 978 685 4428

E-mail: phoenix@pii-cgmp.com  http://www.phoeniximperative.com
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MeeTing News

Basel 2002: PDA International Congress, Courses and Exhibition
Adding Value to the Pharmaceutical
Industry—Leveraging the Future

Convention Center Basel, Switzerland
February 11-13, 2002 Congress and Exhibition
February 14-15, 2002 Courses

PDA is proud to once again present its prestigious
international Congress in Europe, an event that
will attract more than 500 international profession-
als and scientists in the parenteral, sterile prod-

About Basel

Basel, a city canton with nearly 200,000 people
and 2000 years of history, is located at the elbow
of the Rhine on the borders of France and Germa-
ny. It is the centre of the pharmaceutical industry
and the site of major trade fairs. The Hotel Le Pla-
za, Messeplatz 25, Postfach, CH-2041 Basel, Swit-
zerland is conveniently located to the Convention
Center Basel. Detailed reservation information
will be furnished in future announcements.

The full agenda and a list of papers to be pre-
sented for this conference are available on PDA’s
Web site at www.pda.org.

ucts,
biotechnology
and related
fields. Make
your plans now
to be in Basel,
Switzerland in
February 2002
for the confer-
ence, Adding
Value to the
Pharmaceuti-
cal Industry—
Leveraging the
Future. High-
level education
and dialogue
among industry

and regulatory experts, with an emphasis on man-
ufacturing in Europe, will be offered. The confer-
ence will be of significant value to individuals
interested in the future of pharmaceutical science
and technology, including those engaged in manu-
facturing, production, quality assurance/quality
control, engineering and maintenance operations,
facility design, product and process development,
scale up, validation, compliance and regulatory af-
fairs, and research and development. Don’t miss
this unique opportunity to hear presentations on
the latest science and technology related to:

* Regulatory Issues

Compliance - GMP for clinical supplies, new
FDA and EMEA guidance documents, electron-
ic signatures, Active Pharmaceutical Ingredi-
ents GMPs, lab topics - Investigating Out of

Specification Results;

¢ Harmonization Issues

International inspections, contract manufactur-
ing, Mutual Recognition Agreement, Interna-
tional Conference on Harmonization,
Common Technical Document, pharmacopeial

harmonization issues;
* Technological Issues

New technologies - validation and acceptance
by regulatory authorities, facility design, utili-
ties, isolators, filtration, environmental monitor-
ing, rapid microbial testing methods, new drug

delivery systems;

PDA Letter
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* Validation Issues
Validation and regulatory acceptance of new
technologies, cleaning validation, process vali-
dation, facility design, utilities, isolators, steam
sterilization, parametric release, filtration, cost
reduction; and

* Biotechnology Issues
Improved/new process technologies, validation
of virus and prion detection and removal, multi-
use facilities, process changes/comparability,
high-(bio)tech generics, second-generation mol-
ecules, cleaning validation, process validation
vs. testing, accepting new analytical technolo-
gies, biological vs. chemical purity, bioassays,
harmonization topics - ICH Q6B: Specification:
Test Procedures and Acceptance Criteria for Bio-
technological/Biological Products.

Educational Courses

The PDA Training and Research Institute (PDA-
TRI) provides unprecedented education, training
and applied research in pharmaceutical sciences
and associated technologies. PDA-TRI offers cours-
es at their US facility in Baltimore, MD and
throughout the world. The course structure is as-
sociated with core competencies that are designed
to maintain and advance knowledge within the
biopharmaceutical sciences and technology, in-
cluding analytical chemistry, biotechnology, com-
puter science, formulation pharmacy, informatics
and communication, laboratory methods and as-
says, new technologies, process engineering and
manufacturing product design and development,
regulatory affairs, sterilization technology and
training. Courses providing in-depth education on
technology topics relating to the Congress will be
held on February 14-15 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 in-
formation on exhibiting and/or sponsoring an
event, contact:

Nahid Kiani

PDA

7500 Old Georgetown Road

Bethesda, MD USA 20814

Tel: (301) 986-0293 x128

Fax: (301) 986-0296

E-mail: kiani@pda.org B

—Leslie Zeck



MeeTing News

PDA Isolation Technology Conference

October 15-17, 2001 ° Hilton East Brunswick ° East Brunswick, New Jersey

PDA will host a follow-up to the October 2000
conference on isolation technology issues held in
Irvine, California. The East Brunswick, New Jersey
conference will be of significant value to individu-
als involved in the design and construction of iso-
lators; production sterile products, clinical
supplies, active pharmaceutical ingredients, ra-
diopharmaceuticals toxic compounds; and/or
those responsible for corporate environmental
safety.

Participants will discuss the following critical
isolator issues:

* Sterility testing in isolators, including various
types of isolators, a range of test volumes, and
various types of products;

* Containment of potent compounds and the ap-
plication of isolators for the protection of
workers handling potent, and/or toxic materi-
als;

* Isolators for manufacturing/filling in biotech-
nology, clinical supply manufacture, process
development, and small-scale production;

* Isolators for high speed filling, with a focus on
the use of open isolators for the filling of glass
containers—case studies, design and operat-
ing issues will be discussed;

* Environmental monitoring, with a discussion
of viable and non-viable monitoring of isola-
tors used for aseptic operations;

* Cleaning of isolators especially those utilized
for containment applications;

* Operational issues such as leak testing, glove
integrity, safety interlocks, etc.; and

* Discussion of current regulatory issues.

Visit PDA’s Web site at www.pda.org for addi-
tional information on this important
conference. M
—Leslie Zeck

PDA/FDA Viral Clearance Forum

October 1-3, 2001 -

PDA, in collaboration with FDA, will host a Viral
Clearance Forum on October 1-3, 2001 in Bethesda,
Maryland. This three-day workshop will offer oppor-
tunities for discussion of current guidance, critical
issues and approaches to viral clearance issues for
biologics. The meeting will bring together represen-
tatives from the US FDA and international regulatory
agencies, academicians, pharmaceutical/biotechnolo-
gy manufacturers, manufacturers of enabling tech-
nologies and contract testing organizations (CTOs).

One representative from the FDA and one rep-
resentative from industry will moderate each ses-
sion. Session topics include:

* Overall process Validation: Regulatory Issues;

* Virus Challenges: Preparation and Standardization;

* Virus challenges: Choices;

* Standardization of Assays: Critical Issues and
Potential Problems;

* Virus Assays: Regulatory and Technical Issues;

* Evaluation of Discrete Steps: Regulatory Issues;

* Filtration: Technology and Performance;

* Filtration: Applications and Validation;

* Generic Approaches to Virus Removal &
Inactivation; and

* Chromatography Reuse.

A regulatory overview of considerations for de-
signing and implementing programs to ensure vi-
ral safety of biologics (including biotechnology
products) will be provided. Hannelore Willkom-
men of the Paul-Ehrlich-Institut will present a Eu-
ropean perspective, including elements that are
sometimes missed in applications. Glenda Silvest-
er of the EMEA, and Dr. Takao Hayakawa, Director,

Hyatt Bethesda, Bethesda, MD

Division of Biological Chemistry and Biologicals

at the National Institute of Health Sciences, Ja-

pan, have also been invited to share global per-

spectives. Key industry researchers will discuss

the implementation of new technologies and di-

vergence in strategy between product classes.
The goals of the conference are to:

a. Discuss the current state of the art and new viral
removal technologies, including filtration, chro-
matography and inactivation technologies;

b. Discuss current issues related to the reuse of
chromatographic columns and the impact on
viral clearance requirements;

c. Discuss the need to define specifications for viral
preparations to be used as controls in spiking
and infectivity assays and to standardize or vali-
date traditional infectivity assays; and

d. Discuss the need to standardize traditional
PCR, PERT and real-time PCR-based assays as
well as microbial PCR assays and host cell
DNA assays.

Networking receptions with poster presenta-
tions will be held on Monday, October 1 and
Tuesday, October 2, 2001. H

—Leslie Zeck

Participation in this conference is limited and is
expected to SELL OUT. Ensure your ability to par-
take in the discussions with leading regulatory rep-
resentatives by registering today. For additional
information, or to register for this conference, visit
PDA’s Web site at www.pda.org.
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2001 PDA/FDA Joint Regulatory Gonference, Courses and Tabletop Exhibit
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istrant 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 non-
member 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 10, 2001 will receive a full refund less a $35 (US) processing fee. Registrants whose written requests for refunds are received after August 10 and on or
before August 24 will receive 50% of the registration fee. After that, no refunds can be made.

PDA Use: JlIbEICH

Check #:

Amount:

Account:
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REGISTRATION FORM PDA/FDA Viral Clearance Forum
October [-3,2001 4 Hyatt Regency % Bethesda, Maryland

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

QMr. QMs. AQDr. First Name Middle Initial Last Name

Job Title Membership Number (if known)

Company (indicate full company name)

Business Address

City State/Province Zip + 4/Postal Code Country

Business Phone
[0 Substituting for

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.)

2. Fees Individuals registering at the nonmember rate receive one full year of PDA membership. (If you DO NOT want to become a PDA
member, please check this box [J). Nonmembers registering for multiple events need only pay the nonmember fee once.

PDA Member Nonmember | Government/Academic
Full registration (10/1-3) O $995 O $1,145 O $275
Monday only (10/1): includes lunch and reception O $450 O  $600 o $175
Tuesday only (10/2): includes lunch and reception O $450 O  $600 O $175
Wednesday only (10/3): includes lunch O $350 O $500 O $150
TOTAL FEES $

Full Forum Registration Includes: Forum reference materials
on site, Lunch each day, Reception and Poster Session on October
| and October 2.

Government/Academic: You must be an employee of an official
government agency or accredited university to quality for this dis-
counted rate.

3. Please check the appropriate box

O Check Enclosed [ Wire Transfer Charge to: [0 MasterCard/EuroCard [ VISA O AMEX

Account Number Exp. Date
Name Exactly as on Card
Signature Date

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)

Payments must be made to PDA in US dollars by
check drawn on a US bank, by electronic money
transfer (SunTrust Bank ABA #051000020, PDA
Account #209364254, Swift #UVBIUS33), net of
all bank charges; by MasterCard, VISA or American
Express.

Federal Tax I.D. #52-1906152

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. Substitutions: If a registrant is unable to attend, substitutions are wel-
come 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 September 1,2001
will receive a full refund less a $35 (US) processing fee. Registrants whose written requests for refunds are received
after September | and on or before September 15 will receive 50% of the registration fee. After that, no refunds
can be made.

Please tell us how you learned
about this event

ooooogoag

I'm a PDA member
Advertisement
Direct Mail

Fax

Internet

Colleague

Other

Business Environment (check one)

OoooooOooooo

Academic

Consultant

Engineering and Construction
Government Regulatory Agency
Industry Supplier

Medical Device Manufacturing
Pharmaceutical Manufacturing
Pharmacy

Recruiter

Other

Professional Interest
(check all that apply)

00 O0O00O OoOoOooOooooooo oooooooao

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

LTR 08/01

Check #: Amount:

M NVEH Date:

Account:




MeeTing News

Out! Don't
Hesitate to

Hyatt Regency

Washington on
Capitol Hill

400 New Jersey
Ave., NW

Washington, DC
20001

Tel:
(202) 737-1234
(800) 233-1234
Fax:
(202) 942-1576

Rates:
$179.00 single/
double

PDA Letter

2001 PDA/FDA Joint Regulatory Conference, Courses and Tabletop Exhibit
Emerging Global Regulatory Issues

September 10-14, 2001

Hyatt Regency Washington on Capitol Hill - Washington, DC

Join PDA for this popular two-and-a-half day an-
nual conference focusing on regulatory issues
and cutting-edge topics that impact our industry.
The PDA/FDA Joint Regulatory Conference pro-
vides a unique opportunity to interact with all lev-
els of FDA staff including division directors, local
inspectors and scientists. Prepare in advance by
submitting your technical and regulatory ques-
tions for the FDA and industry panelists and your
colleagues. PDA is pleased to announce the con-
firmed participation of these FDA officials at the
conference:
David Asher, FDA, CBER
Jean Blackston Hill, Chemist, ORA
Frederick Blumenschein, Chief, Case
Management and Guidance, CDER,
Office of Compliance
Robert Coleman, Local District Inspector
Peter H. Cooney, Ph.D., Associate Director,
Microbiology, FDA, CDER
Marie T. Falcone, Small Business Representative,
Central Region, Office of Regulatory Affairs
Joseph C. Famulare, Director, Division of
Manufacturing and Product Quality,
Office of Compliance, CDER
David Hussong, FDA, CDER
Brenda Kiliany, Consumer Safety Officer, CDER
Randy Levin, FDA, CDER
Murray Lumpkin , FDA; CDER
Steven A. Masiello, Director, Office of
Compliance and Biologics Quality
Lorrie Harrison McNeill, Public Affairs
Specialist, CBER
Sharon O’Callaghan, CBER, Office of
Compliance and Biologics Quality
Michael Ortwerth, FDA, CDER
Paul Stinavage, FDA, CDER
Helen N. Winkle, Acting Director, Office of
Pharmaceutical Sciences, CDER
Robert A. Yetter, FDA, CBER
Conference highlights include interactive fo-
rums focusing on issues related to:

* Analytical Lab Inspections;

* BSE/TSE;

* Computer Systems Validation;

* GMPs in Development;

* Hot Topics in Aseptic Processing;
e Part 11;

* Preparing for Inspections;
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* Process Validation for Biologics/Drugs;

* Revalidation of Existing Facilities and Processes;
* Risk Management; and

* Systems-Based Inspections.

Plenary sessions will address:

* Emerging Global Regulatory Issues: An FDA Per-
spective;

* EU Regulatory Issues Update;

* Progress on the MRA; and

* Impact of EU Regulations on US Firms.

Optional networking breakfasts and luncheons
will focus on:

* FDA 101: An Introduction to Working with the
Agency;

e Introduction to Global Health Authorities;

e Introduction to ARC;

* How to Communicate Effectively with the FDA;

* Isolator User Issues; and

* Writing Quality Agreements.

Tabletop exhibits will feature the latest technol-
ogies, products and services. Participate in PDA’s
networking “Dine-Around” dinners at some of
Washington’s most exclusive restaurants.

Training courses will again be offered this year.
Six separate offerings will be presented. In keep-
ing with the thrust of the conference, the courses
all deal with compliance issues in some way:

* New Drug Submissions;

* Assay Validation;

* Part 11 Compliance;

* CGMP Training Programs; and
* Cleanroom Management.

The courses are targeted for all levels of per-
sonnel in the organization. As is the case with all
PDA-TRI training courses, participants will leave
these sessions with concrete goals designed to im-
prove the compliance posture of their organiza-
tions. More details on these and all PDA-TRI
course offerings can be found on PDA’s Web site at
www.pda.org.

This highly interactive conference will be of
professional value to all individuals involved in
pharmaceutical, biopharmaceutical product devel-
opment, regulatory approval, production and
quality assurance including those associated with
drug product manufacture, service providers, con-
tract services and US and international regulatory
authorities.

To register, visit PDA’'s Web site at

www.pda.org. l
—Leslie Zeck



PDA InformATION ReQuEesT

PDA

AN INTERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY

We Don'T WanT 10 Lose Touch with You!

Keep your PDA communications coming and ensure that your
friends and colleagues in PDA know how to reach you. Send us
your updated address, phone, fax and e-mail address today!
Remember, PDA's Online Directory is updated weekly—you’ll want
your most current information available.

Simply fill out the form below and fax it to PDA at (301) 986-0296. If
you would prefer, e-mail your updated information to info@pda.org.

M EMI)ER Last Name
Info First Name Middle Initial

Please type or print

Member Number (if known)
clearly

Degree/Credential

Job Title

Company

Address

City State/Province Zip+4/Postal Code

Do we HAVE Country
YOUR

CURRENT

E-mail? 2 E-mail

Business Phone# Fax#

Fax completed form to PDA at (301) 986-0296 or e-mail to info@pda.org
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MeeTing News

Process Validation for Manufacturing of
Biologics and Biotechnology Products:
A State-of-the-Art Perspective

PDA anticipates more than 300 participants at its
international conference on process validation
for biologics, September 6-7, 2001 in Berlin,
Germany. This conference, presented in collabo-
ration with the International Association for Bio-
logics (IABs), will provide a European platform
for dialogue between European and US regulato-
ry authorities, and the affected industry repre-
sentatives, on the comparative technical and
regulatory perspectives on process validation for
biologics and biotechnology pharmaceutical
products.

Regulatory officials from around the globe
will participate in discussions on a range of top-
ics covering validation throughout the product

life cycle, as well as appropriate practices and re-
quirements that will serve as a sound basis on
which to connect comparability determination
and process validation.

It’s not too late to make your plans to partici-
pate! This conference will be of significant value
to process scientists, manufacturing and quality
professionals, regulatory affairs professionals, ana-
lytical chemists, process engineers, virologists and
others. For the full registration brochure and ho-
tel and registration information, please visit our
Web site at www.pda.org.

If you are unable to participate, IABs will be pub-
lishing the conference proceedings which will be
made available for ordering on PDA's Web site. M

—Leslie Zeck

L —J7,)] FOOD AND DRUG
C fefll ADMINISTRATION
Q) O 21 CFR PART 210—

Al CURRENT GOOD
CTURING
gogE=g
O (ol ManUEACTURING,
Lo ]l PROCESSING, PACKING,
&) : OR HOLDING OF DRUGS;
E GENERAL
) 21 CFR PART 211—
CURRENT GOOD
(BFRN 1\ ANUFACTURING
PRACTICE FOR
Al FINISHED
(o fll PHARMACEUTICALS
S
April 1, 2001
%
S

Includes Common
Acronyms and

Abbreviations

To Order, use The form
ON pAaGe 44 or
Contact PDA—
www.pda.oRrgG

(301) 986-0297%

PDA Letter

2001 CGMP Pocket Guide
Now Available

The popular “CGMP Pocket Guide” that is produced annually by PDA is NOW AVAILABLE.
This new update contains 21 CFR Part 210—Current Good Manufacturing Practice in Manu-
facturing, Processing, Packing, or Holding of Drugs; General and 21 CFR Part 211—Current
Good Manufacturing Practice for Finished Pharmaceuticals (updated April 1, 2001). For your
reference, a listing of common acronyms and abbreviations is included.

These handy Pocket Guides are a convenient way to keep 21 CFR Parts 210, 211 at your
fingertips. Order now for yourself, your staff and your clients. Quantity discounts are avail-
able, plus you may order the Pocket Guides with your logo printed on the covers.
Quantity Discounts

Discounts are available for bulk quantities* (member prices; shipping and handling additional):

1-100 COPIES .evvvveeerurerannee $4 each
101-1,000 ..ooveevereeeeeeennee $3 each
1,001+ o $2 each

* For an additional charge your booklets can be personalized to include your company logo
on the cover. Minimum quantities do apply, contact PDA for details.

Item No. 13004
CGMP Pocket Guide to 21 CFR Parts 210, 211 (April 2001)
Single copy price is $4 member/$7 nonmember

To Order your copies use the form on page 44. Contact Janny Chua PDA at (301) 986-0293
ext. 127, chua@pda.org if you have questions.

For Personalized Orders Only, Contact Janet Raysick at PDA, (301-986-0293 ext. 120,
raysick@pda.org).
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MeeTing News

2001 PDA Annual Meeting Exhibitors

AAI International

AAC Consulting

Abbott One 2 One

ABC Laboratories
Acculab/Accugenix

Advanced Particle Systems

Akron, Inc./Taylor Pharmaceuticals
American Pharmaceutical Partners, Inc.
American Stelmi

Amersham Pharmacia Biotech Inc.
Anatel Corporation

Aqua-Chem Inc.

ART Instruments, Inc.

Associates of Cape Cod, Inc.
Automatic Liquid Packaging, Inc.
Baxter Healthcare Corporation
BD Diagnostic Systems

BD Pharma

Ben Venue Laboratories
bioMerieux, Inc.

Biolog, Inc.

Bioscience International, Inc.
Biotest Diagnostics

BioReliance

BioWhittaker

BOC Edwards Pharmaceutical Systems
Bosch Packaging Technology
Capmatic, LTD.

Carlisle Barrier Systems

Carltex, Inc.

Catalytica Pharmaceuticals, Inc.
Celsis Laboratory Group

Charles River Laboratories
Chase-Logeman Corporation
Chemunex, Inc

Chesapeake Biological Labs, Inc.
CimQuest, Inc.

Compliance Software Solutions Corp.
CompuPharma

Contract Pharma

Cook Pharmaceutical Solutions
Covance

CRB Consulting Engineers, Inc.
Cyrovac

Dabrico Inc.

Decon Labs, Inc.

Dickson

Electro -Steam Generator Corp.
Ellab Inc.

EM Science

Environmental Tectonics Corp.
Evans Vaccines Limited
Evercan -Wilco

FDC Packaging

Froma Vitrum Inc.

Formatech, Inc.

Foss Nirsystems, Inc.

Gavin Pharmaceutical Services
General Econopak, Inc.
Genesis Machinery Products, Inc.
George Uhe Company
Getinge/Castle, Inc.

Groninger USA

Hollister-Steir Labs, LLC

Hull Company

HyClone Laboratories
Interpharm Press

Irvine Analytical Laboratories, Inc.

Kaye Instruments

KMI

La Calhene

Lancaster Laboratories
Learnwright, LLC
Lighthouse Instruments, LLC

Lives International

Magellan Laboratories Incorporated

Matrix Contract Services
MECO

Meissner Filtration Products, Inc.
Meridian Medical Technologies
Microcheck

Micron Training

MIDI Inc.

MIDI Labs

Minntech Corporation
Nicomac Inc.

Nikka Densok USA, Inc
Northview Biosciences
Novaseptic America

Novatek International Inc.
Orbisphere

Osmonics

Pacific Scientific Instruments

Disetronic Medical Systems
Duoject Medical Systems, Inc.
Dupont Qualicon

Ecolab, Inc.

Eisai USA, Inc.

at kiani@pda.org or (301)986-0293 ext. 128

For Exhibiting Opportunities for this and
other PDA Events, contact

Nahid Kiani
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Pall Biopharmaceuticals

Patheon Inc.

Performance Analytical Services

PDA

Pharma - Technik Smeja
Pharmaceutical Development Center
Pharmaceutical Processing
Pharmaceutical Systems, Inc.
Pharmaceutical Technology

Phoenix Imperative Inc.

PML Microbiologicals

PowderJect Pharmaceuticals PLC

PTI - Packaging, Technologies, & Inspection
Q-One Biotech

Quintiles Consulting

Raven Biological Laboratories

RCM Solutions

Remel, Inc.

RommelLag

Russell Publishing LLC

Safety Syringes Inc.

Saint-Gobin Desjonqueres

Sartorius Corporation
Schering-Plough, Third-Party Business
Schott Pharmaceutical Packaging, Inc.
Schott Scientific Glass, Inc.

Scientific Software

Seidenader Equipment Inc.
Sensitech Inc.

Sera Care Life Sciences

Serail Div. of S.G.D. North America, Inc.
SGM Biotech, Inc.

SL Pharma Labs, Inc.

Sparta Systems, Inc.

Spectral Data Services, Inc.

Stedim

Stelex, Inc.

STERIS Corporation

STS duo TEK

The Baker Company, Inc.

The Texwipe Company LLC

The Validation Group, Inc.

TMI — ORION.O2E

Total Systems Design

VelQuest Corporation

Veltek Associates, Inc.

Victor International

Virtis Company

West Pharmaceutical Services
Wheaton Pharmatech

Wimmer Systems, LLC

Westinghouse Safety Management Solutions
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MeeTing News

Please consider
participating in this
important and timely
conference!

Registration
information will be
mailed and posted
to PDA's Web site at

www.pda.org in
July.

PDA Letter

The Extractables Puzzie:
Putting the Pieces Together

Resolving Analytical, Material, Regulatory and Toxicology

Issues to Find Solutions

November 12-13, 2001 ° Doubletree Hotel * Rockville, MD

The purpose of this Conference is to develop an-
swers to the questions “What regulations apply to
the assessment of extractables?” and “How can I
implement a program to assess extractables based
on sound scientific principles in accordance with
current regulations?” The Conference will also de-
termine the state-of-the-art in extractables science
and explore analytical, material, regulatory and
toxicology issues.

In September 1996, PDA hosted a scientific fo-
rum on Container/Closure Extractables. This No-
vember, the Conference will build on those
discussions and provide a forum for continued
discussion of the chemical and biological charac-
terization of extractables from packaging and pro-
cessing materials.

Discussions will focus on:

* Materials, regulatory, analytical and toxicology
issues;

* Interpretation and implementation of new reg-
ulations;

* Comparison of regulations that apply to drugs,
devices and biologics;

* National and international differences in com-
pendial standards — FDA, ICH, European docu-
ments;

* Biological qualification of extractables; and

* Solutions of problems using case studies as ex-
amples.

This Conference will cover the four disciplines
that are necessary for the assessment of extract-
ables: analytical chemistry, material science, toxi-
cology and regulatory affairs. Speakers
representing both US and European industrial
and regulatory segments will present. A survey of
current practices will be conducted from among
Forum registrants and other PDA members, with a
presentation of survey results at the Forum. Each
registrant will receive a “regulatory sourcebook”
which includes a comprehensive reference list of
key documents and a compendium of definitions
of important terms.

This Conference will be of significant value to
the following pharmaceutical and biotechnology
industry professionals:

Analytical Chemists;

Formulators;

Material Scientists;

Material and Component Suppliers;

Packaging Scientists;

Regulatory Affairs Professionals;

Toxicologists; and

CMC and DMF Wrriters.

To register for the conference, visit PDA’'s Web

site at www.pda.org. l
—Leslie Zeck

Poster abstracts are being sought for
presentation during the Monday, November 12
reception.

Guidelines for submission of poster abstracts:

1. Abstract is limited to approximately 100
words in length, using a 1 to 1.5-inch mar-
gin.

2. Include the following information on the
abstract:

PDA 2001 Extractables Conference
November 12-13, 2001
Rockville, Maryland

3. Include a concise title that engages and
stimulates interest.

4. Include primary contact name, address,
telephone and e-mail information. Also
include names and credentials of all abstract
authors.

5. Submit electronically with file saved in
Microsoft Word or Rich Text format by

October 12, 2001 to: royal@pda.org.

The Survey

ond day of the Conference.

Conference participants and visitors to the PDA Web site
(www.pda.org) are invited to complete an anonymous survey of their
current practices regarding extractables. Questions cover the four di-
mensions of this Conference: regulatory, toxicology, materials and
analysis. Results will be tabulated and presented at lunch on the sec-
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Training Workshop

MeeTing News

ICH Q7A Good Manufacturing Practice Guidance
for Active Pharmaceutical Ingredients (APls)

Three days. Four different options.

Chicago, IL: October 22-24, 2001
Princeton, NJ: November 7-9, 2001
California: February 25-27, 2002

San Juan, Puerto Rico: April 8-10, 2002

FDA, in collaboration with PDA, Pharmaceutical
Research and Manufacturers of America (PhRMA)
and the Generic Pharmaceutical Association
(GPhA) announce a workshop training series on
the Q7A Guidance. The ICH Q7A document, the
first GMP guidance jointly developed between reg-
ulators and industry, is intended for use world-
wide. It impacts any manufacturer who
manufactures in, or intends to supply into, the
ICH regions (USA, Europe, Japan).

This three-day workshop, the only training to
be officially co-sponsored by the US Food and
Drug Administration (FDA) will provide training of
FDA personnel alongside industry participants.
The faculty is comprised of both regulators and in-
dustry representatives who served as members of
the ICH Expert Working Group that developed the
document. Substantial time has been allotted for
question and answer sessions.

Highlights:

* This is the only joint Q7A Training being spon-
sored by the FDA,;

* This is the only Q7A Training currently being
conducted by members of the Expert Working
Group that developed the guidance; and

* The joint industry/regulatory/faculty participa-
tion will facilitate a mutual exchange of discus-
sion on issues related to the Q7A document.
Training will be presented by the following

members of the International Conference on Har-

monization (ICH) Q7A Expert Working Group:

John DeFoe, Pfizer Inc.
John A. Eltermann, Jr., FDA, CBER (invited)
Steven Fairchild, Quantic (former EMEA)
Betsy P. Fritschel, Johnson & Jobnson
Stephanie Gray, GlaxoSmithKline (former FDA)
Lothar Hartmann, F Hoffmann-LaRoche Ltd.
Max Lazar, Hoffmann-La Roche Inc. (retired)
Edwin Rivera Martinez, FDA, CDER
Joseph Phillips, Quintiles (former FDA)
Paolo Romagnoli,

European Generic Medicines Association

This document covers all aspects of the manu-
facturing, controlling and regulating of APIs. The
following professionals will benefit from this
training;:

* Auditors of API Manufacturing Operations;

* Agents, Brokers, Traders, Distributors, Repack-
ers and Relabellers of APIs;

* GMP Compliance Officials;

¢ Process Engineers;

* Production Engineers;

* Regulatory Investigators and Compliance
Officers;

* Reviewing Chemists;

* Quality Assurance/Quality Control and Regula-
tory Affairs Professionals; and

* Consultants to the Pharmaceutical Industry.

Participants in the training will gain an under-
standing of the intent of the Expert Working
Group that developed the Q7A guidance docu-
ment and will learn to:

* Minimize variation in interpretation among in-
dustry and regulatory bodies worldwide;

* Address how the concepts of the Q7A guid-
ance should be applied;

* Understand inspectional issues through side-
by-side training of industry and regulators;
and

* Understand how to interpret all 19 chapters of
Q7A guidance, including special sections on
APIs manufactured by cell culture/fermenta-
tion and APIs for use in clinical trials.

The Q7A Guidance Document can be found
on the following Web site: www.ifpma.org/

ich5g.html#gmp. B
—Leslie Zeck

Plan now to attend this important three-day train-
ing workshop. The exact same content will be of-
fered at each location. Select the dates and
destination most convenient to you. To register,
visit PDA's Web site at www.pda.org for a copy of

the brochure.
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Chapter News

PDA Letter

PDA Italy Chapter

A Brief Report on Our History

and Our Future

by Vincenzo Baselli, Chapter President

The PDA Italy Chapter was founded in October
2000 and now has about 200 members. When
we organised the June '99 conference in Pisa
entitled, Validation and Risk Analysis in the
Manufacture of Sterile Pharmaceuticals, Bulk
Drugs and Related Healthcare Products, our
numbers were about 60, so our growth looks
very promising.

The group of people involved in this “adven-
ture” has now also grown, others having been at-
tracted by the three further events organised by
the initiators:

* A Day with FDA, a workshop held in Glaxo, Ve-
rona in May 2000;

* The Future of Validation-Evolving Require-
ments for Pharmaceutical Development and
Manufacturing, a conference we organised in
Milan in October 2000; and

* Global Pharmaceutical Manufacturing And
Quality Strategies, an important conference
held in Taormina in April 2001.

The PDA Iraly Chapter was found-
ed iNn October 2000 and Now has
Aboutr 200 members.

The chapter has an executive committee con-
sisting of four members and a steering commit-
tee of nine members. The executive committee
is responsible for the Chapter policy while the
steering committee provides the necessary sup-
port and organisation in the different branches
of activity.

The Executive Committee

Vincenzo Baselli (Pall), President
Antonino Giannetto (SIFI), Vice-President
Stefano Maccio (CTP), Treasurer
Gabriele Gori (B&L), Secretary

The Steering Committee

Gilberto DalMaso (GSK), Quality Area—
Pharmaceutical

Stefano Salmieri (Farmabios), Quality Area—APIs

Rodolfo Franceschini (Kedrion),
Manufacturing

Paolo Curto (DOC), Engineering

Giuseppe Gazzara (Fresenius), Education &
Training

Claudia Nardini (Bayer B.), R&D Area
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Volker Eck (Pharmacia), Communication &
Internet

Paolo Sanesi (Pegaso), Vendor

Antonio Imperatore (Ascotec), Chapter
promotion & Membership

The branches of activity are:

* Event organisation;

* Technical groups;

* Regulatory and Associations working contacts;
and

* Communication and promotion of the Association.

Event organisation

For the near future three events have been

scheduled:

1. Two half-day meetings to present the “hot” top-
ics discussed at the PDA/FDA Joint Regulatory
Conference, Courses and Tabletop Exhibit are
being organised in the second half of October
in Milan and Rome.

2. A two-day Conference on “Technology Trans-
fer” in early 2002 in Milan.

3. Tentative program on APIs and ICH Q7A later
in 2002.

Technical groups

Technical groups have been set up based on the
important issues in the pharmaceutical field at this
time. Our aim is to work on these subjects in con-
nection with PDA task forces, interest groups or
committees, where they exist, to exchange knowl-
edge and experiences.

Co-
Subject ordinator PDATF PDAIG
Technology transfer ~ CN NO NO
(including process validation/Scale up)
Aseptic Processing RF YES YES

(including Media Fill, Environmental Monitoring)

API CGMP Q7a SS YES NO

Water / Clean PC YES NO
steam/ Gas

Education/Training G.Gaz. YES YES

Sterility Test/New GD YES NO
Microbiological Test / PDA TR 33

Biological Process CN + RF YES YES

Validation

Regulatory and Associations
working contacts

We have a strong interest in starting up regular
contacts and a working co-operation with the Italy



Ministry of Health. A positive first meeting took
place in early May and another meeting will be or-
ganised after they receive information on the
range of PDA activities. In addition we are working
to establish a relationship with the other major as-
sociations operating in the Pharmaceutical field in
Italy such as AFI, ISPE and ASSCA.

Communication and promotion
of the Association

To promote the growth of the Association we are
working to accomplish the following:
* A quarterly electronic newsletter that will be

Chapter News

sent to all the PDA members, the Associations,
people we know have shown interest in PDA
and “opinion leaders”;

* Information on new technical documents such
as Technical Reports will be spread in the mar-
ket electronically; and

* A Web site (www.pda-it.org) has already been
registered with the support of Pharmacia.

The start-up is set in summer 2001.

We are off to a promising start thanks to the
support and participation of our members in
Italy. H

Korea and Taiwan Chapter Activities

Byong Ho Youn, Ph.D., HanDok Pharmaceuticals Co., Ltd.;
Edmund Fry, PDA President; Woo-Hyun Paik, Chair, PDA
Korea Chapter; and June Yeon Park, Pall Korea (PDA Korea
Chapter Secretary) tour the HanDok Aventis plant in
Chungbuk Province, Korea, June 2001.

Woo-Hyun Paik, Ph.D., Chair, PDA Korea Chapter; Edmund M. Fry, PDA
President and She-Shong Tsai, President, PDA Taiwan Chapter at the
PDA Booth, Taiwan Chapter Annual Meeting, Taipei, June 7, 2001.
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PDA-TRI News

Upcoming PDA-TRI Education Courses

These courses will be

held at PDA-TRI in Contamination Control Basics (PDA #213), Validating a Steam Sterilizer (PDA #322), one
Baltimore, Maryland Two dates remaining: September 7, 2001; No- date remaining: October 25-26, 2001—taught by
unless otherwise noted.  vember 30, 2001—taught by Sandra A. Lowery, Ronald Kraus, Associate Director of KMI Systems
President of Quality Systems Consulting; $750 and Christophber Mansur, Sr. Computer Validation
For course content . . . . .
information. call PDA- PDA members/$900 nonmembers. Compliance Specialist, Genetics Institute; $1,500
TRI directly at (410) Fundamentals of D, F & z Value Analysis (PDA members/$1,650 nonmembers.
455-5800. #301), September 17-18, 2001; taught by Jobn Computer Products Supplier Auditing Process
To register, call PDA Shirtz, Manager QA Microbiology, Catalytica Model: Auditor Training (PDA #474), October
headquarters in Pharmaceuticals, Inc.; $1,500 PDA members/ 11-12 and November 15-16, 2001 in Baltimore,
Bethesda, Maryland at ~ $1,650 nonmembers. Maryland; $950 PDA members/$1,100 nonmem-
(301) 986-0293. PDA- bers. For more information, vist our Web site,

TRI Location/Hotel

www.pda.org. l
Information follows.

roraddonathorel |- P)ATRI Location/Lodging Information

information, please
visit
www.baltconvstr.com,
the Baltimore

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

Convention and 5802. PDA has not secured any specific room blocks for participants attending courses at the Train-
Visitors Bureau’s Web ing and Research Institute. There are several hotels in the Inner Harbor (downtown Baltimore) and
site. BWI airport areas. These include, but are not limited to:

LSRRI (D * Baltimore Hilton & Towers Inner Harbor—Tel: (410) 539-8400; Fax: (410) 625-1060
PDA-TRI: All listed

hotels are no more ° Baltimore Marriott Inner Harbor—Tel: (410) 962-0202; Fax: (410) 625-7892

than a 15-20 minute ° Embassy Suites-BWI—Tel: (410) 850-0747; Fax: (410) 859-0816
taxi ride to the 1 1 (4 4 4 684-6
Training and Research Holiday Inn-BWI—Tel: (410) 859-8400; Fax: (410) 684-6778
Institute. All hotels ° Holiday Inn Inner Harbor —Tel: (410) 685-3500; Fax: (410) 727-6169
G EXRIR ot il * Homewood Suites BWI**—Tel: (410) 684-6100; Fax: (410) 684-6810
taxi arrangements.
Registrants may prefer | ~ Hyatt Regency Baltimore Inner Harbor—Tel: (410) 528-1234; Fax: (410) 685-3362
to rent a car for easier | Sheraton Inner Harbor Hotel—Tel: (410) 962-8300; Fax: (410) 962-8211.
access to and from the N A

Marriott Residence Inn-BWI*#—Tel: (410) 691-0255; Fax: (410) 691-0254. W

Institute.
**no on-site restaurant

Last Call—Aseptic Processing 2001

October 1-5 & November 5-9

A Comprehensive Baltimore, Maryland

ProGram n Very few slots remain in this
ManufacTuring For Cour§e Content Information, contact popular lab course—
Sterile Producrs | Oo-1HI directly at

(410) 455-5800. Call now to register.

For Registration Information, contact PDA
at (301) 986-0293

or visit www.pda.org.
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Palm Springs Courses

October 16-18, 2001

Miramonte Resort, Indian Wells, CA

Training for Performance (PDA #409) —

October 16, 2001

Drug Labeling Regulation (PDA #464) —

October 16, 2001

Introduction to Validation (PDA #397) —
October 16-17, 2001

Auditing Foreign Active Pharmaceutical In-
gredient (APl) Manufacturers

(PDA #473) —

October 16-17, 2001
Knowledge & Skills of the Successful QA/

GMP Fundamentals (PDA #493) —
October 17, 2001

Computer-Related Systems Validation
(PDA #651) — October 17-18, 2001

Root Cause Analysis (PDA #754) —
October 18, 2001

Introduction to Writing and Auditing
CGMP Documentation (PDA #755) —
October 18, 2001

Designing Regulatory Training That
Works (PDA #407) — October 18, 2001

QC Manager in the Pharmaceutical

Industry (PDA #410) —
October 16-17, 2001

A block of rooms has been reserved at this hotel. Participants must contact the hotel directly,
mention PDA and reserve a room no later than September 16 when making reservations in order
to obtain the group rate of $159.00. [ |

Visit www.pda.org for updates!

PDA-TRI News

This event is being

held at:

Miramonte Resort

45-000 Indian
Wells Lane

Indian Wells, CA
92210

Toll Free:

1 (800) 237-2926

Tel:

(760) 341-2200

Fax:
(760) 568-0541

PDA-TRI Thanks the Following...

Sponsors Electrol Specialties Nalge Co. Wilco AG

Abbott Laboratories Company Pacific Scientific Wyeth-Ayerst Laboratories
- Endosafe Instruments .

Agi?;)ac?r(:icl;lr? athoare Environmental Monitoring  Pall Corporation Contributors

Alma, Inc. Technologies Particle Measuring Amgen, Inc.

Becton Dickinson General Econopak, Inc. Systems, Inc. Automated Liquid

Microbiology Systems Genesis Machinery PML Microbiologicals Packaging, Inc.
Berkshire Corporation Products, Inc. Raven Biologicals, Inc.  Berkshire Corporation
Biolog, Inc. GlaxoSmithKline Research Equipment Chesapeake Biological

bioMerieux Vitek, Inc.

Biotest Diagnostics
Corporation

Chemunex, Inc.

Cole-Parmer

Comar, Inc.

Contec, Inc.

Corning, Inc.

Dow Corning, Inc.

DuPont Pharmaceutical Co.

Dycem Ltd.

Eagle Picher

Eisai U.S.A., Inc.

Helvoet Pharma

IDEXX Laboratories, Inc.

Interpharm

Kimberly Clark, Corp.

KMI/Systems

La Calhene, Inc.

Larson Mardon Wheaton

Micro Diagnostics

Micronova
Manufacturing, Inc.

MIDI Laboratories, Inc.

Millipore Corporation

37

Services
Rhone-Poulenc Rorer
Sartorius AG
Siemens Building

Technologies, Inc.
SGM Biotech, Inc.
STERIS Corporation

Veltek Associates, Inc.

VWR Scientific
Products

West Pharmaceutical
Services

Laboratories, Inc.
Cotter Corp.
Eli Lilly and Co.
Fedegari
Kaye Instruments, Inc.
Kimberly Clark, Corp.
National Instrument Co., Inc.
Neslo, Inc.
Perfex Corporation
Pharmacia
Sievers Instruments, Inc.
Technovation
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PDA-TRI Education Courses RegisTraTioN FORM

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

a Mr. @ Ms. aDr. First Name Middle Initial Last Name
Membership Number
Job Title Company

Business Address

City State/Province ZIP/Postal Code

Tel Fax E-mail

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

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

COURSE TITLE COURSE # DATE LOCATION |PRICE (member
or nonmember)
TOTAL: |$
3. Please check the appropriate box:

a Check enclosed a Wire Transfer Charge: 1 MC/EuroCard 1O VISA 0 AMEX

Payments must be made to PDA in

Account Number Exp. Date US dollars by check drawn on a US
bank, by electronic money transfer
Name (SunTrust Bank ABA #051000020,
(exactly as on card) PDA Account #209364254,
Signature Date Swift#UVBIUS33), net of all bank

charges; by American Express,

4. Return completed form with payment made to: WREETCEIRe, OF VISA:

PDA

PO. Box 79465

Baltimore, MD 21279-0465 USA

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

Deadline: Enrollment is limited for the benefit of all attendees; this necessitates early registration. Paid registrations must be received one week prior to the event.
Confirmation: Written confirmation will be sent to you once payment is received. You must have this written confirmation to be considered enrolled in a PDA event.
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 $35.00 handling
fee, will be made. If received two weeks prior to the event, one-half of the registration fee will be refunded. After that time, no refunds will be made.

Event Cancellation: PDA reserves the right to modify the material or instructors without notice or to cancel an event. If the event must be canceled, registrants will
be notified as soon as possible and will receive a full refund of fees paid. PDA will not be responsible for discount airfare penalties or other costs

incurred due to a cancellation.
PDA USE:

Date:

Payment must be included to be
considered registered.

Federal Tax |.D. #52-1906152

LTR 08/01

Check: Amount: Account:
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REGISTRATION FORM- PDA/IABS INTERNATIONAL CONFERENCE

Process Validation for Manufacturing of Biologics and Biotechnology Products: A State-of-the-Art Perspective
6-7 September 2001 ¢ Hilton Hotel ¢ Berlin, Germany
201

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

QMr. QMs. AQDr. First Name Middle Initial Last Name

PDA or IABs Membership Number (if known)

Company (indicate full company name)

Business Address

City State/Province Zip + 4/Postal Code Country

Business Phone Fax E-mail

[0 Substituting for
(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.)

2. Fees: Individuals registering at the nonmember rate receive one full year of PDA membership. (If you DO NOT want to become a PDA member,
please check this box [J).

D PDA or IABs Member: [20] EUR 1895 Hotel Deposit: D Hilton: EURO 220 D 4 & 3 Star Hotels: EURO 200
D In order to guarantee your reservation, a deposit should be paid along with your hotel reser-
PDA or IABs Nonmember: [21] EUR 2095 vation. The deposit includes a single administration fee of EURO 13 per room. You do not
have to pay a deposit if you guarantee your hotel reservation with a credit card but the
D Government Rate: . [22]  EUR 500 administﬁr,agon feg will bg chagrged in an))// case.
(vou must be an employee of an official government agency
to qualify for this discounted rate.) TOTAL EUR

3. Hotel Reservations. Please make the following reservations:

Arrival Departure No. of nights Late arrival after 18 h [] yes [ no
Hotel Category Single Room Double Room Junior suite The prices shown are per room for one night
5-star Hilton Berlin L] EUR 224.97 L] EUR 245.42 and include service charge and VAT. Breakfast
] n H is included in the price of the 3-star hotels.
4-star hotels EUR 170-175 EUR 190-200 EUR 260 There is an additional charge for breakfast at
3-star hotels [l EUR 105 [ ] EUR 130 the Hilton Hotel and the 4-star hotels.
4. Payment

(] | USE THE FOLLOWING CREDIT CARD O VISA [0 American Express [0 MasterCard/EuroCard

Name as indicated on the card:

Card holder’s signature: Date:

Card holder’s street address:

Postal code, city: Country:

T T T T T T T T T T T T
L 1 L 1 L 1 L

Card number: Expiration Date:

[J WIRE TRANSFER. | have transferred the amount to your bank CPO HANSER SERVICE w/PDA, Deutsche Bank 24 (bank code 100 700 24)
account no. 58922 1110. | have instructed my bank that | also have to pay for the fees of the German bank.

[J | ENCLOSE A BANK CHEQUE FOR DM/EUR . If you use a cheque of a non-German bank, please add EUR 15 to the total amount
in order to cover German bank charges. Personal cheques cannot be accepted. Do not forget to indicate participant’s name on your payment.

[J | GUARANTEE MY HOTEL RESERVATION with my credit card mentioned above and | authorize the hotel and/or CPO HANSER SERVICE, in case
of non-utilization of the reserved room to collect possible costs and the administration fee of DM 25/EUR 12,78 from the credit card institute.

5. Return completed form with payment to: CPO HANSER SERVICE GmbH
Schaumburgallee 12
D-14052 Berlin, GERMANY
Telephone: +49-30-300669-0 < FAX: +49-30-3057391

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.
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 writ-
ten requests for refunds are received at CPO HANSER SERVICE on or before 20 August 2001 will receive a full refund less a $35 (US) processing fee. Registrants whose
written requests for refunds are received after 20 August and on or before 27 August will receive 50% of the registration fee. After 27 August, no refunds can be made.

Signature Date LTR 08/01




PDA InTerest Groups & Contact InformaTion

Biotechnology

Frank Matarrese

Chiron Corporation

4560 Horton Street

Emeryville, CA 94608

Tel: (510) 923-3128

Fax: (510) 923-3375

E-mail—
frank_matarrese@cc.chiron.com

Computer Systems
Michael L. Wyrick
KMI/Parexel

2080 St. Andrew's Court
Franklin, IN 46131

Tel: (317) 736-0853

Fax: (317) 736-9249
E-mail—
mwyrick@belmont.kminc.com

Contract Manufacturing
Michael R. Porter

Eli Lilly & Company

DC 3814

Eli Lilly Corporate Center
Indianapolis, IN 46285

Tel: (317) 277-2595

Fax: (317) 277-9693

E-mail—
porter_michael_r@lilly.com

Drug/Device Delivery
Systems

Michael A. Gross, Ph.D.
Aventis Behring

1020 First Avenue

P.0. Box 61501

King of Prussia, PA 19406-0901
Tel: (610) 878-4490

Fax: (610) 878-4461
E-mail—
michael.gross@aventis.com

Filtration

James D. Wilson

115 Newell Village Circle
Seymour, TN 37865

Tel: (865) 609-1694
Fax: (865) 609-1690
E-mail—
wilsojdel@chartertn.net

PDA Letter

GMP Purchasing

Nancy M. Kochevar

Amgen, Inc.

MS 9-1-E

One Amgen Center

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

Fax: (805) 447-1904

E-mail—

nancyk@amgen.com

Inspection Trends/
Regulatory Affairs
Robert L. Dana

Elkhorn Associates Inc.
4828 Patrick Place
Liverpool, NY 13088

Tel: (315) 457-3242
Fax: (315) 451-7363
E-mail—
rld1242@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—
etrappler@Iyo-t.com

Microbiology/Environ-
mental Monitoring
Jeanne E. Moldenhauer, Ph.D.
16100 W. Port Clinton Rd.
Lincolnshire, IL 60069

Tel: (847) 478-1745

E-mail—
Jjeannemoldenhauer@yahoo.com

Ophthalmics

Richard M. Johnson

Abbott Laboratories Inc.

Dept. 03-QA Bldg. AP6C

100 Abbott Park Road

Abbott Park, IL 60064-6091

Tel: (847) 938-1750

Fax: (847) 938-3016

E-mail—
richard.m.johnson@abbott.com

Packaging Science
Edward J. Smith, Ph.D.
Packaging Science Resources
237 Chapel Lane

King of Prussia, PA 19406

Tel: (610) 265-9029

Fax: (610) 265-2307
E-mail—
esmithpkg@aol.com

Production and
Engineering

David W. Maynard
Maynard & Associates, LLC
2162 US Highway 206
Belle Mead, NJ 08502

Tel: (908) 431-1919

Fax: (908) 874-8161
E-mail—
davmaynard@aol.com

Quality Assurance/
Quality Control

Don E. Elinski

Lachman Consulting Services
120 Peregrine Circle
Broomfield, CO 80020

Tel: (516) 222-6222

Fax: (516) 683-1887
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) 276-4669
E-mail—
Jjimenez_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—
Jjagalloco@aol.com

40

Training

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

Building K-1-2 F41

2000 Galloping Hill Road
Kenilworth, NJ 07033

Tel: (908) 298-5213

Fax: (908) 298-2720
E-mail—
thomas.wilkin@spcorp.com

Vaccines

Frank S. Kohn, Ph.D.
Wyeth-Lederle Vaccines &
Pediatrics

4300 Oak Park

Sanford, NC 27330

Tel: (919) 775-7100 ext. 4304
Fax: (919) 774-1142

E-mail—
kohnf@labs.wyeth.com

Validation

Bohdan M. Ferenc

1 Brandywine Ct.
Succasunna, NJ 07876
Tel: (973) 927-9152
E-mail—
biferenc@aol.com

Visual Inspection of
Parenterals

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

M/S 2130-41-108
Kalamazoo, MI 49001-0199
Tel: (616) 833-8906

Fax: (616) 833-5195
E-mail—
Jjohn.g.shabushnig@pharmacia.com



Calendar from back cover

November 15-16, 2001
PDA-TRI Laboratory Course: An Introduction to Devel-
oping Effective Audit Strategies for CGMP Cleanrooms
PDA-TRI Baltimore, MD

November 28-29, 2001

PDA-TRI Laboratory Course: Identification of Micro-
organisms Using Comparative DNA Sequencing
PDA-TRI Baltimore, MD

November 30, 2001

PDA-TRI Laboratory Course:
Contamination Control Basics
PDA-TRI Baltimore, MD

DECEMBER

December 3-7, 2001
2001 PDA Annual Meeting, Courses and Exhibition
Compliance: Challenges and Pragmatic Solutions
Marriott Wardman Park, Washington, DC
PDA-TRI Courses:
December 6
Auditing Techniques for CGMP Compliance
December 6-7
Advanced Regulatory Compliance Training for the
Supervisor/Manager
Computer-Related Systems Validation
December 7
Change Control and Documentation

December 10-11, 2001

PDA-TRI Laboratory Course:

Environmental Mycology—Identification Workshop
PDA-TRI Baltimore, MD

2002
JANUARY

January 14-18, 2002

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 1)
PDA-TRI Baltimore, MD

FEBRUARY

February 11-15, 2002

Basel 2002: PDA International Congress, Courses and
Exhibition: Adding Value to the Pharmaceutical In-
dustry—Leveraging the Future

Basel Convention Center, Basel, Switzerland

February 11-15, 2002

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 2)
PDA-TRI Baltimore, MD

February 25-27, 2002

Training Workshop

ICH Q7A Good Manufacturing Practice Guidance for
Active Pharmaceutical Ingredients (APIs)

Hotel TBA, California, US City TBA

MARCH

March 11-15, 2002

2002 PDA Spring Conference, Courses and Tabletop Ex-
hibition: Environmental Monitoring and Aseptic Pro-
cessing: Reaching a Common Understanding of the
Regulatory and Technical Requirements

Rosen Hotels and Resorts, Orlando, FL

APRIL

April 8-10, 2002

Training Workshop

ICH Q7A Good Manufacturing Practice Guidance for
Active Pharmaceutical Ingredients (APIs)

Caribe Hilton, San Juan, Puerto Rico

April 8-12, 2002

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 1)
PDA-TRI Baltimore, MD

MAY

May 6-10, 2002

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 2)
PDA-TRI Baltimore, MD

SEPTEMBER

September 9-13, 2002

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 1)
PDA-TRI Baltimore, MD

September 23-26, 2002

2002 PDA/FDA Joint Regulatory Conference, Cours-
es and Tabletop Exhibition

Hyatt Regency on Capitol Hill, Washington, DC

OCTOBER

October 7-11, 2002

PDA 2002 Biennial Training Conference
Charting a Course for Success

Hyatt Regency Tampa, Tampa, FL

October 7-11, 2002

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 2)
PDA-TRI Baltimore, MD

October 28-November 1, 2002

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 1)
PDA-TRI Baltimore, MD

NOVEMBER
November 18-22, 2002
PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 2)
PDA-TRI Baltimore, MD

DECEMBER

December 10-13, 2002
2002 PDA Annual Meeting, Courses and Exhibition
New Orleans Marriott, New Orleans, LA

AN INTERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY
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Technical & Regulatory Resources Available

PDA Books Available

Change Control; S. Schwartze; 2001; 40 pp;

statistical process control; Use of disinfectants

For a full
listing of
documents
available,
please contact
PDA or visit
our Web site,

www.pda.ord.

PDA Letter

$80.00. This book provides a complete exam-
ple change control process, details about
planned and unplanned changes, sample re-
port forms for errors/changes, change re-
quests, log of change-related actions, log of
maintenance actions, recommended actions in
case of changes to the hardware, software, us-
ers and much more. A very valuable reference.
Item No. 17189

Cleaning & Cleaning Validation: A Biotechnolo-

gy Perspective; R. Brunkow et al.; 1995; 190
pp; $125 members/$145 nonmembers.
Item No. 13002

Electronic Records and Electronic Signatures;
C. Reid and B. Mullendor; 2001; 50 pp;
$99.00. Electronic Records and Electronic Sig-
natures (ERES) provides practical guidance on
the interpretation of 21CFR Part 11 and the
steps you need to take to address current and
future compliance issues. This quick guide is
designed to help you identify ERES business
benefits, establish policies, procedures and
processes that ensure compliance and define
and evaluate system requirements.

Item No. 17177

GMP in Practice: Regulatory Expectations for
the Pharmaceutical Industry; J Vesper; 2001;
224 pp; $119.00. This is a comprehensive,
easy-to-use reference, designed to simplify
and enhance understanding of most of the
current GMP expectations and how they apply
to ongoing manufacturing tasks.

Item No. 17191

Microbiology for Pharmaceutical Manufactur-
ing; R. Prince, ed.; 2001; 900 pp; $279.00.
This book systematizes and updates the tech-
nical discipline of pharmaceutical microbiolo-
gy. Providing valuable knowledge for the
novice and expert alike, it contains the wis-
dom and guidance of 40 leading pharmaceuti
cal microbiologists, engineers, and other
thought leaders.

Item No. 17185
— Available mid July 2001

Quality Control Systems for the Microbiology
Laboratory: The Key to Successful Inspec-
tions; L. Cloniz; 2001; 175 pp; $119.00. Writ-
ten by an experienced microbiologist, this
manual contains chapters covering: Current
inspection trends; Chemical and biological ref-
erence standards; Laboratory equipment and
facilities; Preparation of media, buffers and re-
agents; Environmental monitoring; Water sys-
tems for laboratory use; Data trending and

42

and sanitizers; Training of laboratory person-
nel; and The quality assurance program for the
laboratory.

Item No. 17176

The Internal Quality Audit; M. Grimaldi
and J. Gough; 2001; 100 pp; $119.00. Here is
the common-sense guidance you need to per-
form an effective, systematic internal quality
audit. As a quality professional, you are well
aware of the repercussions caused by a non-
conforming product entering the marketplace;
customers may experience adverse effects or
worse, and your company will certainly lose
credibility and profit. This book helps you iden-
tify and prevent systemic weaknesses by pro-
viding the evaluation tools you need to prevent
such occurrences.
Item No. 17179

Pocket Code of Federal Regulations GMP Guide
- 2001 Edition; 21 CFR Part 210-CGMP in
Manufacturing, Processing, Packing, or holding
of drugs; general. 21 CFR Part 211; 56 pp;
$4 member/$7 nonmember. CGMP for Finished
Pharmaceuticals. Reproduced in pocket size by
PDA. April 1, 2001,

Item No: 13004

Understanding GMP: An Expert’s View on
Merging Global Regulatory and Manufactur-
ing Perspectives; M. Becker; 2001; 224 pp;
$119.00. Now at Merck, Sharp, and Dohme
Ltd., Martyn Becker is an ex-UK MCA Manager
and Senior Medicines Inspector. In this book,
he shares his expertise and perspectives on
GMP regulations, legislation, applications and
practical challenges and solutions to applying
GMP to the manufacturing environment. Any-
one concerned with quality and GMP should
have this book on a shelf nearby.

Item No. 17174

To Order, Use
Form onN
Page 44



Technical & Requlatory Resources Available

Select PDA

Technical Reports Available

TR 33 Evaluation, Validation and Implemen-
tation of New Microbiological Testing Meth-
ods; This report is intended to provide a
general approach to the introduction of new
microbiology methods in a government-reg-
ulated environment. It is also intended to
provide guidance for the successful evalua-
tion, validation and implementation of new
microbiological methods needed by the
pharmaceutical, biotechnology and medical
device industries to assure product quality.
These new methodologies offer significant
improvements in terms of the speed, accura-
cy, precision and specificity with which test-
ing can be performed. 2000; 37 pp; $75
members/$125 nonmembers.

TR 32 Auditing of Suppliers Providing Com-
puter Products and Services for Regulated
Pharmaceutical Operations; Developed in
response to an FDA challenge to develop a
standard way to assess the structural integ-
rity of acquired software, TR 32 was written
by the PDA Supplier Auditing and Qualifica-
tion Task Group (SA&Q), which included
pharmaceutical companies, suppliers, audi-
tors and FDA members who used their ex-
periences with supplier audits and
performed research to draft a common prac-
tice to satisfy industry needs. The scope of
the project included audits of computer
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 Process Model and Data Collec-
tion Tool. Use of these tools will provide
consistent audit information that can be
shared within the industry. December 1999;
$90 members/$140 nonmembers (paper
copy); TR 32. $50 members/$75 nonmem-
bers (CD-ROM format) TR32 CD.

Select PDA

Proceedings Available

2001 PDA Good Electronic Records Manage-
ment (GERM) Conference Proceeding, April 2—
6, 2001, Tampa, Florida; 2001, 492 pages.
Price: $150.00 members, $175.00 nonmembers
Item No. 04029

2001 PDA Spring Conference Proceeding Mod-
ern Pharmaceutical Microbiology-Advancing
the Science, March 11-16, 2001 Las Vegas,
Nevada; 2001, 368 pages.

Price: $150.00 member, $175.00 nonmember
Item No. 04030

TR 31 Validation and Qualification of
Computerized Laboratory Data Acquisi-
tion Systems; Prepared by the PhRMA
CSVWG and the PDA Computer Related
Systems-Laboratory Systems Task Group,
TR 31 provides guidance to lab scientists,
technicians and managers responsible for
the implementation, testing, control and
usage of Laboratory Data Acquisition Sys-
tems (LDAS) used within a GMP-, GLP- or
GCP-regulated environment. Addresses
computerized LDAS within a regulated en-
vironment; also applicable to systems crit-
ical to the operation of a company,
department or function, regardless of the
system’s regulatory impact. 1999; 12 pp;
$50 members/$75 nonmembers.

TR 29 Points to Consider for Cleaning
Validation; This document provides guid-
ance relative to the validation of cleaning
for a broad range of processing systems
and product types within the pharmaceuti-
cal industry. The report includes perspec-
tives on the application of cleaning
validation guidance in the areas of fin-
ished pharmaceuticals, bulk pharmaceuti-
cal chemicals, biopharmaceuticals and
clinical products. It is the pharmaceutical
companion to “Cleaning and Cleaning Vali-
dation: A Biotechnology Perspective” pub-
lished by PDA in 1996. 1998; 23 pp; $75
members/$125 nonmembers.

PDA Archive

on CD-ROM

PDA Archive on CD-Rom - PDA Archive Re-
trieval Index; The PDA Archive will give you
easy access to more than 50 years of re-
search papers written by highly qualified re-
search scientists in the pharmaceutical
industry. All PDA Journal articles, Technical
Reports and Monographs, and selected
Meeting Proceedings are available on this
fully searchable CD-ROM. The archive is up-
dated each year adding six issues of the
PDA Journal, all PDA Technical Reports and
Monographs, and selected PDA Meeting
Proceedings. The archive is a 4-CD set.
Archive; Price: $395 members/$495 non-
members;

Item No: 01101

2000 Update
Price: $95 members/$195 nonmembers;
Item No: 01002
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Technical & Regulatory Resources Available

Ordering Documents and Publications from PDA

Use this form to order any of the documents mentioned in the PDA Letter. 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.

Name Member No.
Company.

Address

City State _ Country Zip/Postal Code
Tel: Fax: E-mail:

Payment type:[] Check drawn on a US bank

[0 Mc [J VISA [0 AMEX

O Wire Transfer Credit Card # Exp.
Mail to: PDA, P.O. Box 79465 N i
Baltimore, MD 21279-0465 USA a an:airzsc;a credit card (please print clearly)
Fax: (301) 986-1093 PP please p Y
Questions? (301) 986-0293 x133 or info@pda.org Signature
Document No. Title Qty. Price Total
Shipping Payment Subtotal

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

Domestic US Shipping & Handling Rates

Payments must be made in US dollars
by check drawn on a US bank, by
electronic money transfer (SunTrust
Bank ABA #051000020, PDA Account
#209364254, Swift #UVBIUS33), net

Shipping & Handling

5% Tax

If your order totals:  Add: g (MD Residents Only)
$ 15.00 and under $ 5.95 of all bank charges; or credit card.
$ 15.01-$ 75.00 $ 7.95 Federal Tax I.D. #52-1906152
TOTAL
$ 75.01-$150.00 $ 9.95 Please allow 4-6 weeks for delivery on
$150.01-$250.00 $11.95 some items.
$250.01 or more $13.95
International orders (including Puerto Rico
& Canada): Please add 20%, minimum
$18.00, maximum $150.00. ltems are sent
priority air, but 2-day service is available for LTR 08/01
some countries; please call for details.
PDA USE:
Date: Check: Amount: Acct:
PDA Letter 44



Biotest

Contract Microbiology
Laboratory e*
: e

Biotest Diagnostics Corporation has a

certified microbiology laboratory available

providing quantitative and qualitative

analysis of your environmental samples.

e Microbial identifications of bacteria,
yeast and mold to genus/species

10 day turnaround time

e “Perfect Score” participant in the EMPAT
Program

e Confidential reports for total plate/strip
counts and cfu/volume of air

e Consultation with expert Microbiologists
on staff

e Free shipping when using Biotest test
slides and strips

APC Plus

Airborne Particle Counter

Convenient, economical and entirely

portable particle counter detects the

presence of airborne contaminants.

Accurately and simultaneously measures

four particle size ranges: 0.3, 0.5, 1.0 and

5.0 um. Can be used to monitor controlled

environments where particulate

contamination is of concern.

e User frigndly control panel

e Programmable count
and hold times

o Meets JIS for counting
efficiency

 Two concentration
modes—

particles/ft3and
particles/liter

e Temperature and RH
Sensors built-in [#

e Easy to use software
included

e Remote and facility
monitoring software available

Laboratory Services

Particle Counting AN Samplmg Rapid Hygiene

HYCON® Contact Slides

Monitoring liquids and ambient air is not
sufficient for most products and processes.
Surface monitoring is a must and is
recommended in HACCP, ISO and USP
guidelines. HYCON® Contact Slides detect
surface viable contamination that may
adversely affect your product or process.

e Flexible self-contained culture-medium-
coated slides ensure surface contact

e Excellent for irregular surfaces

e Provides a 25 cm2 contact surface

e Various agar media available

Biotest HYCON® RCS High Flow Microbial Air Sampler

The RCS High Flow Microbial Air Sampler allows you to monitor contaminants in any
area where reproducible results are necessary. The RCS High Flow monitors air quality—
Faster—the RCS High Flow has an air flow rate of 100 liters per minute, reducing
sampling time to 10 minutes for 1 m®.
Easier—the upgraded infrared remote control with a newly designed keyboard panel and
integrated display transmits and receives data from the instrument up to a distance of 10 m.
Better—the rotor, protection cap, and air direction ring are all detachable, easy to clean
and autoclavable, allowing less margin for contamination when sampling in any environment.
The instrument is portable and precise and with the use of Biotest HYCON® agar media
strips, results are always reproducible. Whether you are monitoring the microbiological
quality of ambient air, testing your air handling equipment, or verifying the results
of decontamination efforts, you'll find the RCS High Flow to be an effective, reliable

sampling device. !

Call us at 800.522.0090 for more information.
Biotest

C€ 9001
\HYCON / BIOTEST DIAGNOSTICS CORPORATION
66 Ford Road, Suite 131, Denville, New Jersey 07834

Phone: 973.625.1300 + 800.522.0090 « Fax: 973.625.9454
www.BiotestUSA.com




PDA Chapter Contacrs

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

Australia Chapter
Contact: Mary Sontrop

ZLB Bioplasma AG

Tel: +41-31-344-4305

Fax: +41-31-344-5555
E-mail: mary.sontrop@zib.com

Canadian Chapter
Contact: Grace Chin

Pellemon, Inc.

Tel: (416) 422-4056 x230

Fax: (416) 422-4638

E-mail: ching2@snc-lavalincom
Web site: www.pdacanada.org

Capital Area Chapter

Areas Served: Maryland, District of Columbia,
Virginia, West Virginia

Contact: Allen Burgenson

DynPort Vaccine Company, LLC

Tel: (301) 607-5046

Fax: (301) 607-5099

E-mail: BurgensA@dynport.com

Web site: www.pdacapitalchapter.org

Delaware Valley Chapter
Areas Served: Delaware, New Jersey,

Pennsylvania

Contact: Mark Kaiser

Lancaster Laboratories

Tel: (717) 656-2300 x1263

Fax: (717) 656-2681

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

Central Europe Chapter
Contact: James Lyda

PDA Europe Office

Switzerland

Tel: +41-61-703-1688

Fax: +41-61-703-1689

E-mail: lyda@pda.org

Israel Chapter

Contact: Karen S. Ginsbhury
PCl-Pharmaceutical Consulting Israel Ltd.
Tel: +972-3-9214261

Fax: +972-3-9215127

E-mail: kstaylor@netvision.net.il

Italy Chapter

Contact: Vincenzo Baselli

Pall ltalia

Tel: +39-02-477-961

Fax: +39-02-4122-985

E-mail: vincenzo_baselli@pall.com

Japan Chapter
Contact: Hiroshi Harada
Tel: +81-3-3815-1681
Fax: +81-3-3815-1691
E-mail: van@bcasj.or.jp

Korea Chapter

Contact: Jong Hwa A. Park

Tel: +82-2-538-9712

Fax: +82-2-569-9092

E-mail: Jong_Hwa_Park@pall.com

Metro Chapter

Areas Served: New Jersey, New York
Contact: Felicia Manganiello

Tel: (732) 521-8274

Fax: (732) 521-5933

E-mail: fmanganiello@aol.com

Midwest Chapter

Areas Served: lllinois, Indiana, Ohio,
Wisconsin, lowa, Minnesota

Contact: Robert S. Murphy

Searle

Tel: (847) 581-6118

Fax: (847) 581-6553

E-mail: robert.s.murphy@monsanto.com

Mountain States Chapter
Areas Served: Colorado, Wyoming, Utah,
Idaho, Nebraska, Kansas, Oklahoma, Montana
Contact: John M. Elvig

Colorado Quality Assoc., Inc.

Tel: (303) 666-0319

Fax: (303) 926-9006

E-mail: carl10@prodigy.net

New England Chapter

Areas Served: Massachusetts, Connecticut,
Rhode Island, New Hampshire, Vermont, Maine
Contact: Robert A. Pazzano, P.D.

Validation and Training Services

Tel: (508) 870-0007 x140

Fax: (508) 870-0224

E-mail: robert_pazzano@vtsinc.net

Southeast Chapter

Areas Served: North Carolina, South Carolina,
Tennessee, Virginia, Florida, Georgia

Contact: Mary Carver

Eisai, Inc.

Tel: (919) 474-2149

Fax: (919) 941-6934

E-mail: carver@eisai.com

Web site: www.pdase.org

Southern California Chapter
Areas Served: Southern California

Contact: Maria Wagner

International Medication Systems Limited
Tel: (626) 459-5279

Fax: (626) 459-5592

E-mail: mariaw@ims-limited.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: Colin Booth

GlaxoSmithKline

Tel: +44-1-920-883-637

Fax: +44-1-920-882-295

E-mail: cb3883@glaxowellcome.co.uk

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

Filtrex, Inc.

Tel: (510) 783-3700

Fax: (510) 783-8715

E-mail: randallt@filtrex.com

PDA

AN INTERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY

N/
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WHEN THERE’S NO ROOM FOR ERROR...TRUST KAYE.

Process monitoring has never
been easier.

Wireless design. Advanced data processing.
Wide operational ranges. FDA compliant.
Customized reporting. It all adds up to a
revolutionary wireless process monitoring
and validation system with unprecedented
ease-of-use benefits.

Introducing

ValProbg

T i e T T
'R T -

B T T e

ETERTIIRITTN E

Anotner Innovaton oiie. fmir= i1l

leader i processVallaano/ e IE 2 T
Advanced data pro- e e e =
cessing and reporting Frog o =
provide access to :
your data...now.

Accuracy and flexibility you can
count on...because it’s from Kaye.
The ValProbe system employs a wireless probe
design which eliminates the need for hard-wired
sensors, simplifying access to hostile, remote,
and hard-to-reach environments. Operating from
—60° C to 360° C and 0—75 psi, it's suitable
for a wide range of applications including steam
and EtO sterilization, tunnels, ovens, incubators,
rotating machinery, and conveyors.

Innovation from the leader.

ValProbe’s ability to rapidly process data from
up to 50 sensors saves time and provides quick
access to critical temperature, humidity, and
pressure data. Of course, the ValProbe system
complies with FDA Regulation 21 CFR Part 11,
ensuring that the most stringent requirements
for electronic signatures and records are met.

To request more information

or a demonstration of this
breakthrough process validation
system, call us at

1-800-964-5293

or visit us at www.kayeinstruments.com

* ACCURACY
e COMPLIANCE
e EASE OF USE
e SERVICE

KAYES

ValProbe is a trademark and the Kaye logo is a registered trademark of
Kaye Instruments, Inc. Copyright 2001 Kaye Instruments, Inc.
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AN INTERNATIONAL ASSOCIATION FOR
PHARMACEUTICAL SCIENCE AND TECHNOLOGY
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Be sure to watch

www.pda.org

for conference
and course
updates!

Calendar of Events

2001
AUGUST

August 20-24, 2001

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 2)
PDA-TRI Baltimore, MD

August 27-29, 2001

PDA-TRI Laboratory Course:

Basic Microbiology—Theory & Practice
PDA-TRI Baltimore, MD

SEPTEMBER

September 6-7, 2001

PDA/IABs Conference on Process Validation of
Biologics and Biotechnology Products: A State-of-
the-Art Perspective

Berlin Hilton Hotel, Berlin, Germany

September 7, 2001

PDA-TRI Laboratory Course:
Contamination Control Basics
PDA-TRI Baltimore, MD

September 10-14, 2001
2001 PDA/FDA Joint Regulatory Conference, Cours-
es and Tabletop Exhibit
Emerging Global Regulatory Issues
Hyatt Regency Washington, DC on Capitol Hill
Washington, DC
PDA-TRI Courses:
September 13
How to Design an Effective Regulatory Training
Program
Improving Sterile Drug Submissions to the FDA
PDA Audit Process Model Management Overview
Training
September 13-14
Cleanroom Management
September 14
Assay Validation
Strategic and Practical Approaches to Part 11
Compliance

September 17-18, 2001

PDA-TRI Laboratory Course:
Fundamentals of D, F & z Value Analysis
PDA-TRI Baltimore, MD

September 17-18, 2001

PDA Canada Chapter/A3P International Conference
and Exhibition

Holiday Inn Montreal Midtown

Montreal, Quebec, Canada

OCTOBER

October 1-3, 2001
PDA/FDA Viral Clearance Forum
Hyatt Bethesda, Bethesda, Maryland

October 1-5, 2001

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 1)
PDA-TRI Baltimore, MD

October 11-12, 2001

PDA-TRI Course: Computer Products Supplier Audit-
ing Process Model—Auditor Training

PDA-TRI Baltimore, MD

October 15-17, 2001
PDA Isolation Technology Conference
Hilton East Brunswick, East Brunswick, NJ

October 16-18, 2001
PDA-TRI Palm Springs Course Series
Miramonte Resort, Indian Wells, CA
October 16
Drug Labeling Regulation
Training for Performance
October 16-17
Auditing Foreign Active Pharmaceutical
Ingredient (API) Manufacturers

Introduction to Validation

Knowledge & Skills of the Successful QA/QC Man-
ager in the Pharmaceutical Industry

October 17

GMP Fundamentals

October 17-18

Computer-Related Systems Validation

October 18

Designing Regulatory Training That Works

Root Cause Analysis
Writing and Auditing CGMP Documentation

October 22-24, 2001

Training Workshop

ICH Q7A Good Manufacturing Practice Guidance for
Active Pharmaceutical Ingredients (APIs)

The Allerton Crowne Plaza, Chicago, IL

October 22-24, 2001
PDA-TRI Laboratory Course:
Cleaning Validation
PDA-TRI Baltimore, MD

October 25-26, 2001

PDA-TRI Laboratory Course:
Validating a Steam Sterilizer
PDA-TRI Baltimore, MD

NOVEMBER

November 5-9, 2001

PDA-TRI Laboratory Course:

Aseptic Processing Training Program (week 2)
PDA-TRI Baltimore, MD

November 7-9, 2001

Training Workshop

ICH Q7A Good Manufacturing Practice Guidance for
Active Pharmaceutical Ingredients (APIs)

Hyatt Regency Princeton, Princeton, NJ

November 12-13, 2001

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

Doubletree Hotel, Rockville, MD

November 12-14, 2001

PDA-TRI Laboratory Course:

Basic Microbiology—Theory & Practice
PDA-TRI Baltimore, MD

November 15-16, 2001

PDA-TRI Course: Computer Products Supplier Audit-
ing Process Model—Auditor Training

PDA-TRI Baltimore, MD

continues on page 41





