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PDA has developed the GERM conference to pro-
mote good electronic records management practic-
es. The goal of the conference is to provide a forum
for information exchange based on practical experi-
ences and to build on lessons learned from real life
Part 11-compliance work.

A multi-track format is being offered to address
the following topics:
• Concepts and Practices in GERM
• Diagnosing and Assessing
• Strategies and Approaches
• Hybrid Arrangements
• Record Archival and Retention
• Project Execution
• e-Signatures and e-Records: Global Issues and Le-

gal Considerations
• Authentication
• Outsourcing

Case situations and experiences associated with
determining e-record and e-signature exposures and

PDA Good Electronic Records Management
(GERM) Conference, Courses
and Exhibition
by Leslie Zeck, PDA

sensitivities relative to existing and planned comput-
ing environments will be presented. One track will
focus on examples of strategies to evolve legacy en-
vironments with the goal of minimizing exposures
and threats to operating environments and informa-
tional assets. Another track will highlight creative so-
lutions for linking handwritten signatures on paper
to the corresponding e-records.

Conference highlights include:
• Discussion of design and implementation of e-

record retention environments using current
technologies and hybrid arrangements;

• Case studies of project management experiences,
cost estimating, prioritization techniques, and
business process change management in fulfilling
remediation plans; and

• Studies and analysis of emerging global laws and
court judgments impacting the use of e-records
and e-signature practices in FDA regulated busi-
nesses.

Registration Form

is on Page 29

The closing plenary session will feature a presentation on the status of the FDA Part
11 Guidance Document.

Jennifer Thomas, Office of Compliance and Biologics Quality, Center for Biologics Evaluation and Re-
search, Food and Drug Administration, and member of the Part 11 Task Force, will provide updated in-
formation from the FDA. Interactive exhibits and vendor demonstrations will be offered, giving
attendees the hands-on opportunity to experience the latest tools and technologies. Make your plans to
be in Tampa this April for this important technology-focused conference. Visit PDA’s Web site at
www.pda.org for additional information. ■



Contract Microbiology
Laboratory

Biotest Diagnostics Corporation has a
certified microbiology laboratory available
providing quantitative and qualitative
analysis of your environmental samples.
• Microbial identifications of bacteria,

yeast and mold to genus/species
• 10 day turnaround time
• “Perfect Score” participant in the EMPAT

Program
• Confidential reports for total plate/strip

counts and cfu/volume of air
• Consultation with expert Microbiologists

on staff
• Free shipping when using Biotest test

slides and strips

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.
• Flexible self-contained culture-medium-

coated slides ensure surface contact
• Excellent for irregular surfaces
• Provides a 25 cm2 contact surface
• Various agar media available

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 µm. Can be used to monitor controlled
environments where particulate
contamination is of concern.
• User friendly control panel
• Programmable count 

and hold times
• Meets JIS for counting

efficiency
• Two concentration 

modes–
particles/ft3 and
particles/liter

• Temperature and RH
sensors built-in

• Easy to use software
included

• Remote and facility
monitoring software 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 m3.

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. 

Monitor Air 
Quality 

Faster, 
Easier, 

Better

Monitor Air 
Quality 

Faster, 
Easier, 

Better

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
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Executive Message

PDA Europe Planning Session
by Edmund M. Fry

On January 29, PDA leaders met at GlaxoSmith-
Kline in London to continue discussions on how
PDA Europe should be structured to better serve
the 1,900-plus PDA members living and working
in Europe. The working session was chaired by

Joyce Aydlett, Aydlett & Associates, PDA Immediate
Past Chair, and was facilitated by Sarah Jones,
MRDL. Participants included representatives from
PDA’s four European Chapters (Italy Chapter, UK
& Ireland Chapter, Israel Chapter and Europe

Chapter) along with PDA staff.
These discussions will result in

a broad outline for a pan-European
PDA organization that will interact
more effectively with regulatory au-
thorities and the European indus-
try. In the interim, PDA will
continue to support existing Euro-
pean Chapters with international
educational events in Europe,
while the PDA Europe Office, head-
ed by James Lyda, will support
member initiatives in the scientific
and regulatory areas. ■

Sarah Jones, MRDL; James Lyda, PDA; Joyce Aydlett, Aydlett & Associates; Colin Booth, GlaxoSmith-
Kline; Karen Ginsbury, PCI Pharm. Consult. Israel Ltd.; Marco Budini, Eli Lilly Italia SpA; Bernard Kronen-
berg, Bakrona Basel; Edmund Fry, PDA; Georg Roessling, Schering AG

Flip Charts fill the
walls at the

GlaxoSmithKline
Conference Room



• Precision Temperature Measurement
• Wireless temperature and relative humidity measurement with the smallest, most

flexible units on the market.Temperature range –100 to 400oC
• Real time monitoring and alarming for chambers, freezers and autoclaves
• Liquid and dry calibration baths for thermocouples and wireless loggers
• Automated calibration
• Validated software, compliant with 21 CFR, Part 11

(Electronic Signature)
• Pharmaceutical Report Writer with minimum,

maximum, average at user defined intervals for 
parameters and F values

Only Ellab has the total solution for measuring 
temperature, pressure and relative humidity 
with wireless or real time dataloggers,
automated calibration and reports that meet 
your specifications.

For Information On TrackSense II,E-Val and Our New 
Automatic Calibration System,Mail or Fax This Form

Name _______________________________________________________________________________________________________

Company _____________________________________________________________________________________________________

Address _____________________________________________ City __________________________ State ________ Zip_____________

Phone ___________________________  Fax _______________________________ e-mail ____________________________________

■■■■ Please send me information     ■■■■ Please have a sales representative call me

NEW: Pharmaceutical Report Writer Tailored to Your Needs

Introducing The Newest In 
Temperature Measurement!

6355 Ward Road, Suite 308, Arvada, CO 80004 • Telephone 888-53-ELLAB (888-533-5522) 
Fax 303-975-5630 • e-mail: hh@ellab.com • www.ellab.com

ELLAB,Inc 1•888•53•ELLAB
( 3 5 5 2 2 )
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SAP Joins the
Audit Repository Center
Manufacturers in regulated industries, such as
pharmaceutical manufacturers and medical device
manufacturers, must qualify their software suppli-
ers for materials management and good manufac-
turing processes (GMP). Vendor audits that
examine the supplier’s software development life
cycle are part of this software validation plan.
These audits verify that the software vendor uses
documented quality management procedures
during software development, that it adequately
tests the software before release and that it has
sound support processes in place.

SAP has reinforced its commitment to pharma-
ceutical and medical device companies by provid-
ing additional lower cost support for the vendor

audits and qualifications. For years SAP has fully
supported vendor audits at its development head-
quarters in Walldorf, Germany. Since the first audit
by a pharmaceutical customer in 1993, SAP has
successfully been audited by more than 35 phar-
maceutical and medical device companies. SAP’s
quality management program for www.mySAP.com
development, Horizon (ISO9001 certified), pro-
vides the policies, procedures, specifications and
testing to meet these requirements.

A PDA task force in 1998–1999 developed a
process model and the Audit Repository Center
(ARC) as an economical alternative to costly on-
site audits (with the necessary expenses of travel
and cost of personnel). SAP participated in this
development along with pharmaceutical compa-
nies, other suppliers and the Food and Drug Ad-
ministration. SAP was the first ERP software

TR-32 UPDATE
by Harvey Greenawalt, Audit Repository Center

PDA Technical Report No. 32 Update
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Table 1.0 provides a summary of the audits that are currently available for distribution from
the repository.

Supplier Product

Accraply, Inc. Label Applicators, Automatic Labeling Systems, &
Custom Designed and Self Adhesive Material
Application Systems

Action Point Input Accel Document Imaging LIMS
Applied Biosystems SQL*LIMS - Laboratory Information Management

System including the QA Stability & Schedule
Modules

Decision Management International, Inc (DMI) Batch Recipe management System
etrials.com, Inc. (Pharmacentric Technologies, Inc.) Electronic Data Capture - EDC

Electronic Patient Diaries - EPD
Electronic Trail Management - ETM

Fanuc Robotics North America Robotic Controllers & Communications
First Consulting Group, Inc. Custom information based strategy software,

operations improvements, management and
integration services

Merant Inc. PVCS Dimensions & PVCS Replicator
Configuration Management Systems

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

Qumas, Ltd (Participating Supplier) Qumas-Doc: Electronic Records Document
Management Systems

supplier to participate in the field test of the PDA’s
process model before official publication of Tech-
nical Report No. 32 in October 1999. Under the
auspices of ARC, independent certified auditors
perform objective audits. The audit reports are
then stored in a central library. Pharmaceutical
and medical device manufacturers can join ARC
and acquire a copy of the audit for their validation
records at a greatly reduced overall cost.

SAP is pleased to announce that it has now be-
come a charter member of the PDA licensed ARC.
SAP, which was the first e-business solution pro-
vider to join, will be audited in the first half of
2001, and the audit report will be stored in the li-
brary. SAP is committed to helping its customers
implement and run their SAP solutions with the
lowest cost of ownership over the system’s entire

life cycle. SAP is proud to deliver on this commit-
ment by providing ARC audit reports.

For more information, contact Dr. Joseph S. Car-
darelli, SAP Pharmaceutical Industry Segment Man-
ager at (610) 661-1739 or
joseph.cardarelli@sap.com or Paul Hopkins, Glo-
bal Quality Management at +49 6227 7-60148 or
paul.hopkins@sap.com.

Availability of Audits
Currently ten audits are either available for distri-
bution with another twenty in process or
planned to be completed within the next six
months.

For more information about the audit reposi-
tory visit ARC’s website at www.auditcenter.com
or www.pda.org. ■

PDA Technical Report No. 32 Update

Upcoming ‘Computer Products Supplier Auditing Process Model: Auditor Training’ courses:

April 5–6, 2001 ............................ Tampa, Florida
May 10–11, 2001 ......................... Baltimore, Maryland
May 17–18, 2001 ......................... Stockholm, Sweden
June 6–7, 2001 ............................ East Brunswick, New Jersey
October 11–12, 2001 ................... Baltimore, Maryland
November 15–16, 2001 ............... Baltimore, Maryland

For further details, visit www.pda.org.
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USP Update

USP UPDATE
by Roger Dabbah, Ph.D.

The March–April 2001 Pharmacopeial Forum’s (PF)
In-Process section contains a list of monographs
proposing to revise the current Packaging and Stor-
age statement as follows: “Preserve in tight, light-
resistant containers AND STORE in a cool place.” A
large number of revisions of existing monographs
are also shown in this PF. It is recommended that
interested parties review these proposed changes
and submit comments since they could become of-
ficial even without significant comment.

Proposals to reintroduce monographs for Suti-
lains and Sutilains Ointment have been made.
They were previously omitted from USP 24-NF 19
because the products are still being produced and
distributed. Also under In-Process Revision are
monographs for Urofollitropin and Urofollitropin
for Injection.

New NF monographs such as Carbomer Copol-
ymer and Carbomer Interpolymer are proposed,
while Ginger Capsules, Goldenseal, Powdered
Goldenseal, Powdered Goldenseal Extract, Pow-
dered Milk Thistle Extract, Milk Thistle Capsules
and Milk Thistle Tablets have also been proposed
as In-Process.

On the basis of comments received, Chapter
<823> Radiopharmaceuticals for Positron Emission
Tomography, compounding modifications have been
made to the proposed revision. This chapter is to be
implemented via the Tenth Interim Announcement
with an official date of June 1, 2001.

A new section on Harmonization has been cre-
ated and includes the following general chapters:

• Chapter <61> Microbiological Examination of
Non-sterile Products: Microbial Enumeration
tests (Stage 4) that require only two enumera-
tion tests, Total Aerobic Microbial Count and
Total Combined Molds and Yeasts Count.

• Chapter <62> Microbiological Examination of
Non-sterile Products: Tests for Specified Micro-
organisms (Stage 4). Test procedures included
but not required for each product are Bile-Tol-
erant Gram-Negative Bacteria, Staphylococcus
aureus, Pseudomonas aeruginosa Burkholderia
cepacia, Salmonella Species, Escherichia coli,
Candida albicans and Clostridium Species.

• Also under Harmonization are Chapter <281>
Residue on Ignition (Stage 5B) and Chapter
<788> Particulate Matter in Injections (Stage 5B).

General Information chapters under Harmoni-
zation include <1047> Biotechnology Derived
Articles-Tests, where the following sections are
proposed: Peptide Mapping, Amino Acids Analy-
sis and Total Protein Assay at the inquiry Stage 4;
Capillary Electrophoresis and Isoelectric Focus
are at the Stage 3 and are appearing for the first
time in PF.

Under Pharmacopeial Previews we have a new
general Chapter <563>Biological and Chemical
Identification of Articles of Botanical Origin.

A Stimuli article by Jeanne Taborsky and
L.T.Grady on “Multiple-Unit Dietary Supplement
Containers-Water Vapor Permeation in Polyethyl-
ene Terephthalate and High Density Polyethylene
Containers for Solid Oral Dosage Form.” It also
appears that PET containers provide greater pro-
tection than polystyrene containers but less pro-
tection than HDPE containers. ■
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Regulatory News

Regulatory Briefs
by William Stoedter, PDA

Address for written
comment to FDA
unless otherwise
indicated:
Dockets Manage-
ment Branch
(HFA-305)
FDA
5630 Fishers Lane,

Rm. 1061
Rockville, MD
20852

The National Bioethics Advisory Commis-
sion has recommended that all federally
funded clinical trials performed abroad on
human subjects, must first be approved by
review boards in both the host country and
in the United States. This recommendation
would also require the FDA to reject human
data gathered in foreign countries if the proto-
col had not been approved by the ethics boards
in both countries. The Commission will also be
recommending that there be a requirement that
human subjects participating in clinical trials be
compensated. Some members of the Commis-
sion said that America’s system of Institutional
Review Boards is inadequate in ensuring the
ethical treatment of human subjects and will
have to be improved.

The Commission’s recommendations will be
compiled into a final report and issued in early
March.
CDERLEARN, is the location for the Center
for Drug Evaluation and Research’s educa-
tional seminars, which may be found at
www.fda.gov/CDERLearn. The first seminar,
“New Drug Development in the United States,”
has been developed by pharmacists in the Office
of Training and Communication, CDER. The
seminar’s objective is to familiarize health care
providers with FDA’s mission of assuring that
safe and effective drugs are available to the
American public. The seminar provides an over-
view of the FDA’s role in the new drug develop-
ment process. It discusses various aspects of the
Investigational New Drug Application (NDA) and
the NDA process and includes information on
drug testing in the laboratory and in patients,
the importance of the Prescription Drug User
Fee Act (PDUFA), the FDA Modernization Act
(FDAMA), generic drugs and post-marketing sur-
veillance. Although the seminar was developed
for healthcare providers, it offers an excellent
overview of the drug approval process. A self as-
sessment quiz is available at the conclusion of
the seminar and physicians can receive one Con-
tinuing Education Credit for a score of 80% or
above on the quiz. This seminar can be found on
the Web at www.fda.gov/cder/learn/CDERLearn/
default.htm.

In May of 2000, the Office of Generic Drugs
(OGD), stopped notifying ANDA sponsors
when the approved labeling of the Reference
Listed Drug (RLD) changed. Under the Federal
Food, Drug, and Cosmetic Act, an ANDA product
must have the same labeling information as the
RLD. The sponsor of an ANDA is responsible for

ensuring that the labeling in its application is the
same as the currently approved labeling of the
RLD. It is recommended that the sponsors of AN-
DAs monitor the OGD Labeling Review Branch
Homepage often as new RLD labeling is added
monthly. The OGD will continue to notify ANDA
applicants for any labeling revision approved for
the RLD that warrants immediate widespread pro-
fessional notification, such as changes connected
to issuing a Dear Doctor Letter or similar signifi-
cant changes. The OGD Labeling Review Branch
Homepage can be found at http://www.fda.gov/
cder/ogd/rld/labeling_review_branch.html.

On January 16, 2001, the FDA issued Standard
Operating Procedures and Policies (SOPP)
8413. Postmarketing Commitment Annual Re-
ports. For many years, the FDA and applicants
have agreed upon the necessity to conduct addi-
tional studies after marketing approval of some
applications to help answer unresolved questions
about the product’s safety. On December 11,
1992, FDA implemented regulations regarding
products granted accelerated approval for which
approval could be withdrawn if the applicant
failed to conduct post marketing studies. FDA had
no regulatory authority for other types of post
marketing commitment (PMC) if the applicant
failed to fulfill its commitment, nor has there been
a requirement to submit reports on the status of
PMCs.

Congress has attempted to address these is-
sues in the FDA Modernization Act (FDAMA) of
1997. Included in FDAMA was section 130 which
added section 506B to the Food, Drug and Cos-
metic Act (the Act). Section 506B, Reports of
Postmarketing Studies, requires applicants that
have agreed to conduct a post marketing study to
submit annual reports to the Agency on the sta-
tus of the study until it is completed or terminat-
ed. Further, Section 506B requires FDA to
publish annually in the Federal Register informa-
tion on the compliance of the applicants with
this reporting requirement.

In implementing Section 506B, CBER and
CDER developed the revisions to 21 CFR
314.81(b)(2)(vii) (NDA annual reporting re-
quirements) and 21 CFR 601.37 (annual reports
of post marketing pediatric studies for biolog-
ics); and a new regulation (21 CFR 601.70) for
annual progress reports of post marketing stud-
ies for biologics. The proposed rule reflecting
these changes and additions was published in
the Federal Register on December 1, 1999. The
final rule implementing Section 506B was pub-
lished in the Federal Register on October 30,
2000 (65 FR 64607) with an effective date of
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Regulatory News

February 27, 2001.
Section 506B does not apply to animal drugs or

biologics meeting the definition of a device under
the FD&C Act. Further, the requirements for re-
porting under 21 CFR 601.70 are limited to post
marketing commitments that concern a drug’s
clinical safety, clinical efficacy, clinical pharmacolo-
gy, and non-clinical pharmacology. For the com-
plete text of SOPP 8413 go to http://www.fda.gov/
cber/regsopp/8413.htm.

On January 18, 2001 in the Federal Register
(Volume 66, Number 12, pages 4688-4706) the
FDA submitted the following proposed rule in
Docket No. 00N-0989. Availability for Public
Disclosure and Submission to FDA for Public
Disclosure of Certain Data and Information re-
lated to Human Gene Therapy or Xenotrans-
plantation.

The FDA is proposing to amend the biologics
licensing regulations regarding confidentiality of
information. The amendments would add provi-
sions that would make available for public disclo-
sure, and require submission for public
disclosure of, certain data and information relat-
ed to human gene therapy or xenotransplanta-
tion. The proposed regulation would apply
specifically to the areas of human gene therapy
and xenotransplantation because these areas of
clinical research have the potential for unique
public health risks and modification of the hu-
man genome. The proposed rule would provide
for public disclosure of certain data and informa-
tion related to an investigational new drug appli-
cation (IND), to provide an opportunity for
public education on, and discussion and consid-
eration of, public health and safety issues. In ad-
dition, the proposed rule would require
sponsors of clinical trials on human gene therapy
or xenotransplantation to submit to FDA for pub-
lic disclosure certain data and information that
has been redacted to remove or obscure all infor-
mation defined as confidential, commercial or a
trade secret, or names and other personal identi-
fiers of patients and certain other third parties.
Guidance for Industry, Changes to an Ap-
proved NDA or ANDA, Questions and Answers
In January of 2001 FDA issued a new guidance
for industry in a question and answer format cov-
ering changes to approved NDAs and ANDAs.
This guidance has been prepared by the Chemis-
try, Manufacturing and Control committee
(CMCC) in the Center for Drug Evaluation and
Research (CDER) at the FDA. The questions are
those which have been posed to CDER by appli-
cants. The guidance contains 36 questions and
answers covering Reporting Categories, General
Requirements, Manufacturing Sites, the Manufac-
turing Process, Specifications, Packaging and Mis-
cellaneous Changes. The reporting categories in
the Changes to an Approved NDA or ANDA guid-
ance supersede those recommended in SUPAC

CDRH has updated its organization structure.
Their organizational chart, along with telephone
numbers, may be found at: http://www.fda.gov/
cdrh/organiz.html. The next update is scheduled
for May 2001.

In the Federal Register, February 7, 2001
(Volume 66, Number 26) the FDA announced
the availability of a Compliance Program
(CP) entitled “Inspection of Medical Device
Manufacturers.” The FDA renumbered CP
7382.830 as CP 7382.845 and revised it to re-
flect a change in guidance as to how a Quality
System, Good Manufacturing Practices (QS/
GMP) inspection of a Medical Device Manufac-
turer should be conducted. This revision also
reflects changes that determine when the FDA
may consider a firm to be out of compliance
with the medical device quality system regula-
tion (21 CFR Part 820). The CP is intended to
provide policy and regulatory guidance to FDA’s
field and headquarters staff. It also contains in-
formation that may be useful to the regulated
industry. Questions concerning regulatory ac-
tions and all comments should be directed to:
Wes W. Morgenstern, Division of Program Oper-
ations, (HFZ-305), Office of Compliance, Center
for Devices and Radiological Health, FDA, 5600
Fishers Lane, Rockville, MD 20857 (301) 594-
4699, fax (301) 594-4714. For more informa-
tion, visit the Office of Regulatory Affairs’ home
page at http://www.fda.gov/ora.
Guidance for Industry, Statistical Approaches
to Establishing Bioequivalence

This guidance provides recommendations to
sponsors and applicants who intend, either be-
fore or after approval, to use equivalence criteria
in analyzing in vivo or in vitro bioequivalence
(BE) studies for investigational new drug applica-
tions (INDs), new drug applications (NDAs), ab-
breviated new drug applications (ANDAs) and
supplements to these applications. This guidance
discusses three approaches for BE comparisons:
average, population and individual. The guid-
ance focuses on how to use each approach once
a specific approach has been chosen. This guid-
ance replaces a prior FDA guidance entitled Sta-
tistical Procedures for Bioequivalence Studies
Using a Standard Two-Treatment Crossover De-
sign, which was issued in July 1992.

guidances where there are inconsistencies.
Therefore, the recommendations in SUPAC-IR
that certain scale changes be submitted in sup-
plements are superseded. Copies of the guid-
ance are available from the Office of Training
and Communications, Division of Communica-
tions Management, Drug Information Branch,
HFD-210, 5600 Fishers Lane, Rockville, MD
20857, Telephone 301-827-4573. The guidance
can be found on the Web at http://www.fda.gov/
cder/guidance/4163fnl.htm.
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Requirements for submitting bioavailability
(BA) and BE data in NDAs, ANDAs, and supple-
ments, the definitions of BA and BE, and the
types of in vivo studies that are appropriate to
measure BA and establish BE are set forth in 21
CFR part 320. This guidance provides recommen-
dations on how to meet provisions of part 320 for
all drug products. For the complete guidance go
to: http://www.fda.gov/cder/guidance/
3616fnl.htm.

Guidance for Industry, Providing Regulatory
Submissions in Electronic Format, Prescrip-
tion Drug Advertising and Promotional Label-
ing
This is one in a series of guidance documents in-
tended to assist applicants making regulatory sub-
missions in electronic format to the Center for
Drug Evaluation and Research (CDER) and the

Regulatory News

Retention Samples
by William Stoedter, PDA

On January 12, 2001, the Office of Generic Drugs
posted the following information on the CDER
Web page.

The Division of Scientific Investigations
(DSI) and FDA field investigators conduct
inspections of clinical and analytical sites
that perform bioavailability (BA) and
bioequivalence (BE) testing for drug manu-
facturers seeking approval of a drug prod-
uct. One of the most common findings from
these inspections is the absence of reten-
tion samples by the testing facility where
the study was conducted. The regulations
regarding retention samples of test articles

can be found in 21 CFR
320.38 and 320.63. The fi-
nal rule on these regula-
tions can be found in the
Federal Register Notice,
Vol. 58, No. 80, April 28,
1993.
The purpose of these regu-
lations is to make available
to the FDA reserve samples
of the tested products ad-
ministered to study sub-
jects. The Agency may then

analyze these retention samples to ensure
that the BA/BE results upon which FDA
bases approval of New Drug Applications
(NDA) and Abbreviated New Drug Applica-
tions (ANDAs) are reliable. For an ANDA, re-
serve samples of both the test article and
the reference standard should be retained
at the study site for a period of five years.
The test article means the drug product for
which the applicant is seeking approval.
The reference standard means an approved

drug product identified by the FDA as the
drug product upon which the applicant re-
lies in seeking approval of its ANDA, usually
the innovator product.
Retention samples should be kept at the
testing facility where the study was conduct-
ed. The study sponsor should provide the
testing facility with a supply of the test arti-
cle and the reference standard sufficient to
complete the study and retain the appropri-
ate number of dosage units as reserve sam-
ples. The study sponsor should not separate
out the samples to be reserved prior to
sending the batches to the testing facility.
The testing facility will randomly select the
reserve samples from the supply sent by the
sponsor. This is to ensure that reserve sam-
ples are in fact representative of the same
batches provided by the study sponsor for
the testing. The testing facility should retain
enough samples to permit FDA to perform
five times all of the release tests required in
the application.
It is important to be aware of this regulation

because the approval of your application depends
on assurance to the FDA that the study was con-
ducted with the appropriate products. The pur-
pose is to eliminate the possibility for sample
substitution by the study sponsor, or to preclude
the sponsor from altering a reserve sample after a
contract research organization completes the
study. In the event that a testing facility is unable
to retain the reserve samples, a third party should
be contracted to retain the samples. It is the re-
sponsibility of the sponsor to comply with the reg-
ulations cited above. The original text can be
found at http://www.fda.gov/cder/ogd/
retention_samples.htm. ■

The latest edition of  “News Along the Pike” can be found at:
http://www.fda.gov/cder/pike/jan2001.htm.

The purpose of these
regulations is to make
available to the FDA re-
serve samples of the test-
ed products administered
to study subjects.

continued on page 28



● 13 ● March 2001

Regulatory News

Joint PDA/FDA workshops on System Based In-
spections were held in New Brunswick, New Jer-
sey, Los Angeles, California, and San Juan, Puerto
Rico. Frederick Blumenschein, Chief, Case Man-
agement and Guidance, Office of Compliance,
CDER, FDA, presented an overview of how the
program was developed and how it is intended to
be implemented, at the New Brunswick and Los
Angeles workshops. The Drug Manufacturing In-
spections Pilot Program was designed to:

• Have a more systematic approach to drug estab-
lishment inspections;

• Increase the focus of the inspection;
• Improve the organization of FDA 483s;
• Improve the organization of the Establishment

Investigation Report (EIR);
• Improve efficiency in processing regulatory ac-

tions; and
• Assure the updating of profile classes (i.e., solid

dosage forms, parenterals etc.).

The pilot program will run from January 1,
2001 to June 30, 2001 in the following six dis-
tricts: Philadelphia, New York, Newark, Los Ange-
les, Dallas and San Juan. At this time, the FDA is
considering implementing this program for for-
eign inspection in July 2001. Any inspection of a
drug company during this period will be per-
formed using the systems approach. When the pi-
lot program is completed, the FDA will evaluate
the results to determine if the systems approach
improved the efficiency of inspections. Blumen-
schein said that there is no timetable for evaluat-
ing the program and could not say when the
evaluation would be complete.

Types of inspections:

• Full inspection option - (the Quality System
plus three other systems). This option will be
used for the initial inspection of a facility, when
a firm has a poor compliance history, when sig-
nificant changes have occurred at the firm (new
technology, equipment, facility, etc.) or as a fol-
low-up to a Warning Letter. This type of inspec-
tion can revert to the abbreviated option with
concurrence of the District.

• Abbreviated inspection option - (the Quality
System plus one other system). This option will
be used for surveillance inspections or to satis-
fy the biennial inspection requirement. The ab-
breviated inspection is expected to be adequate
for routine coverage.

• Compliance inspections - verify correction of
previous deficiencies or a “for cause” inspec-
tion.

The systems involved are:
• The Quality System;
• The Facilities and Equipment System;

PDA/FDA Workshops on System-Based
Inspections
by William Stoedter, PDA

• Materials Systems;
• Production Systems;
• Packaging and Labeling Systems; and
• Laboratory Control Systems.

How a system is covered:

• The inspector will look for written and ap-
proved procedures;

• Resulting documentation from the procedures
will be reviewed;

• Adherence to the written procedures will be
verified;

• The depth of coverage may vary depending
upon inspectional findings; and

• The inspection is not limited to finished prod-
ucts, starting and in-process materials may be
included.

When evaluating the Quality System, the in-
vestigator will determine if the QC unit has ful-
filled their regulatory responsibility such as
annual product reports and investigations. The
data reviewed in the Quality system could be
used to identify quality problems and may lead
to other major systems to be investigated.

Examples of Quality System Deficiencies
would include a pattern of failure to:
• Review and approve procedures;
• Document execution of operations;
• Conduct investigations;
• Assess other systems to assure compliance;

and
• Perform annual product reviews or other func-

tions mandated by 21 CFR.

The Facilities and Equipment System should
cover the construction and maintenance of build-
ings and equipment. Equipment qualifications,
calibrations, maintenance, cleaning, and valida-
tion of the cleaning process would be reviewed.

Examples of Facilities and Equipment Defi-
ciencies would include a pattern of failure to:
• Validate cleaning procedures;
• Document investigations of discrepancies;
• Establish and follow a control system for im-

plementing changes; and
• Qualify equipment, including computers.

In the Materials System, the measures and ac-
tivities to control finished products, compo-
nents, containers and closures would be
reviewed. This would include validation of com-
puterized inventory control processes, drug stor-
age, distribution controls and records.

When reviewing the Production System, the in-
vestigator will examine procedures used to con-
trol the manufacturing functions such as batch
compounding, dosage form production, in-pro-
cess sampling and testing and process validation.



PDA Letter ● 14 ●

Measures and activities to control the Packag-
ing and Labeling System will be reviewed. Written
procedures, label exam and usage, label storage
and issuance, packaging and labeling operations
and validation of these operations will be re-
viewed.

In the Laboratory Control System, laboratory
procedures, testing, analytical methodology de-

velopment, assay vali-
dation and the
stability program will
be examined.

Examples of labo-
ratory system defi-
ciencies would
include a pattern of
failure to:

• Establish and fol-
low a control system

for implementing changes;
• Document investigations of discrepancies;
• Follow analytical and Out Of Specification

(OOS) procedures;
• Validate analytical methods;
• Establish stability indicating methods; and
• Perform at least one Identity test on raw materials.

If any one system is out of control, the firm is
out of control. The FDA feels that operating under
a state of control produces finished drug products
for which there is an adequate level of assurance
of quality, strength, identity and purity. Attendees
said that the most striking feature of this inspec-
tion system is the fact that if any one system is out
of control (i.e., does not meet the above test) the
FDA considers that the firm is out of control. That
status could halt the approval of new products,
prevent the shipment of government orders and
cast doubt over all of the firm’s current products,
and is essentially the equivalent of an injunction.

If evidence is found supporting significant and/
or a trend of deficiencies within a covered system,
a Warning Letter may be issued. The seriousness
and/or frequency of problems will be the basis for
a decision to take regulatory action. The issuance
of a Warning Letter renders all product profiles
unacceptable.

The pilot program can be found at www.fda.gov/
cder/dmpq/index.htm MACROBUTTONHtmlRe-
sAnch or www.fda.gov/cder/dmpq/index.htm. Com-
pliance Program Guidance Manual for FDA Staff,
7356-002-draft: DRUG MANUFACTURING INSPEC-
TIONS (Pilot Program) (1/9/01). ■

Attendees said that the most
striking feature of this inspection
system is the fact that if any one
system is out of control (i.e., does
not meet the above test) the FDA

Regulatory News
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PDA Membership Application

Business Environment (check one)
❏ Pharmaceutical Manufacturing
❏ Engineering and Construction
❏ Industry Supplier
❏ Consultant
❏ Government Regulatory Agency
❏ Academic
❏ Medical Device Manufacturer
❏ Pharmacy
❏ Recruiter
❏ Other

Professional Interest (check all that apply)
❏ Aerosols
❏ Analytical Chemistry
❏ Blow-Fill-Seal
❏ Biologicals
❏ Biotechnology
❏ Calibration
❏ Contract Manufacturing
❏ Computer Validation
❏ Drug/Device Delivery Systems
❏ Formulation Development
❏ Filtration

Member
Profile

❏ GMP Compliance/Inspection Trends
❏ Inspection Trends/Regulatory Affairs
❏ Isolation Technology
❏ Liquids
❏ Lyophilization
❏ Manufacturing/Production
❏ Microbiology/Environmental Monitoring
❏ Maintenance
❏ Ointments
❏ Ophthalmics
❏ Packaging Science
❏ Parenterals
❏ Production & Engineering
❏ Quality Assurance/Quality Control
❏ Research
❏ Solid Dosage Forms
❏ Stability
❏ Sterilization/Aseptic Processing
❏ Training
❏ Vaccines
❏ Validation
❏ Visual Inspection of Parenterals

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

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

Account Number________________________________ Exp. Date _______

Name __________________________________________________________

Signature_________________________________________ Date _________

Individual Membership $150. Please check the appropriate box:

(exactly as on card)

Payment
(US Dollars
Only)

LTR 03/01

Please note:
Contributions or gifts
to PDA are not tax-
deductible as chari-
table contributions.
However, they may
be deductible as
ordinary and neces-
sary business
expenses. Federal Tax I.D. #52-1906152

(must be net of all bank
charges; include member
name)  Instructions:
SunTrust Bank, ABA
#051000020, PDA
Account #209364254,
Swift#UVBIUS33

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

Last Name

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

Job Title

Company

Address

City                                                                                                   State/Province

Country                                                                               Zip+4/Postal Code

Business Phone#                                                             Fax#

E-mail

Member
Info
Please type or print
clearly
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On December 7, 2000, PDA and the FDA held a
joint conference on Team Biologics in Bethesda,
Maryland. The meeting was brought to order by
PDA President Edmund M. Fry, with opening
statements by Frank S. Kohn, Ph.D., Director of
Manufacturing at Wyeth-Lederle Vaccines and Pe-
diatrics, (Conference Co-Chair) and Kathryn
Zoon, Ph.D., Director of CBER, FDA.

Team Biologics, Past, Present
and Future
Deborah Ralston, Director, Office of Regional Op-
erations, Office of Regulatory Affairs (ORA) pre-
sented Team Biologics, Past, Present and Future.
Team Biologics started as a partnership between
CBER and ORA combining the diverse skills and
knowledge of both groups. The focus of Team Bi-
ologics is inspection and compliance. There are
two components of Team Biologics, the blood
cadre concentrating on blood and plasma facili-
ties and the core team concentrating on biophar-
maceutical manufacturers. The blood cadre has
130 ORA Investigators and 20 ORA Compliance
Officers and is responsible for approximately
2500 domestic and foreign blood banks and plas-
ma centers.

The Core Team currently has 14 investigators,
one national expert and two Compliance Officers
responsible for plasma fractionation products, li-
cenced in vitro products, allergenic and biotech
products and vaccines.

The goals of Team Biologics are:
• To assure a comprehensive regulatory posture

among all products;
• Promote uniformity between CBER and the

field on inspections and GMP interpretations;
• Develop and maintain a highly trained work-

force;
• Develop an organized approach to inspections

with clearly defined CBER and ORA roles;
• Design a process for dispute resolution be-

tween CBER and ORA;
• Provide for oversight and assurance of consis-

tent quality;
• Bring about maximum efficiency of operations;

and
• To evaluate new methods of implementing in-

spection and enforcement programs.

Team Biologics, A Three Year
Review
Steven Masiello, Director, Office of Compliance
and Biologics Quality, CBER and Co-chair of the
meeting gave a three year review of Team Biolog-

ics. The increased focus on GMPs has resulted in
longer inspections, more 483s, more post inspec-
tion meetings and more Warning Letters. Team Bi-
ologics has resulted in the enhancement of
biologics manufacturing through major changes in
management thinking, better training of employ-
ees, increased investment in facilities, an emphasis
on controlling the process and the significant im-
provement of communication between industry
and the agency.

Prior to Team Biologics, inspections of therapeu-
tic companies ranged from 4–5 days with an average
of five and a mean of five days. After Team Biologics,
the inspections ranged from one day to 27 days with
an average of 11 days and a mean of 10 days. For
vaccine companies the pre-Team Biologics inspec-
tions ranged from five to 41 days with an average of
16 days and a mean of 11 days. With Team Biologics
inspections ranged from one to 45 days with an aver-
age of 17 days and a mean of 12 days.

Addressing inspectional outcomes, Mr. Masiello
said that the industry has not yet “turned the cor-
ner” on inspections resulting in official action
from the agency. Warning Letters for non-blood es-
tablishments in fiscal years 1999 and 2000 were
constant at 12 for each year, up from six in 1998.
He also stated that the agency took action when
the firm’s failure to move toward a correction was
documented, when the firm relies on the FDA to
identify problems and where the timeline for cor-
rections is unacceptable.

Industry Experience with
Team Biologics
Kathleen Schady, Ph.D., Vice President, Quality As-
surance, Biologics & Parenterals, Pharmaceutical
Sourcing Group Americas (PSGA), presented the re-
sults of an industry survey on Team Biologics in-
spections. Sixteen (16) companies responded and
eleven (11) have had one or more Team Biologics
inspections. Two companies were monoclonal anti-
body manufacturers, two were vaccine manufactur-
ers, and nine were biotech manufacturers. The
respondents reported seven foreign inspections
and 19 domestic inspections. The areas focused on
during the inspection were (in descending order):

• Deviations and Investigations;
• Process Validation;
• Sterility Assurance, Bioburden Control, Media

Fills;
• Documentation;
• Change Control; and
• Production and Process Control.

PDA/FDA Conference on Team Biologics,
A Three Year Review
by William Stoedter, PDA

Regulatory News
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The survey indicated that the investigators had
a very high knowledge, understanding and experi-
ence in the following areas:

• GMPs;
• Facilities, Equipment and Utilities; and
• Conducting Inspections.

Respondents stated that they used a variety of
methods to prepare for an inspection and the fol-
lowing are the most common:

• Self Audits, Mock Inspections, Frequent Walk-
Throughs;

• Develop an Inspection Plan and Form an In-
spection Team;

• Review Previous 483s assuring all Issues are
Closed Out;

• Review and Evaluate Similar Firms 483s and
EIRs;

• In-Depth Reviews of Key Documents and Sys-
tems; and

• Prepare an Inspection Manual and Train All
Staff.
There were four instances where the investiga-

tors asked for information that the respondents
felt were “Out of Bounds.”
• Audit Reports;
• Financial Information;
• Information on Products Not Licensed in The

United States; and
• Personal Notebooks.

Conclusion
The following was learned from this survey:
• The Biologics Industry has a way to go to im-

prove overall GMP compliance;
• CBER has made considerable effort to inform

industry of expectations; and
• More communication would be helpful to sup-

port the improvement efforts. ■

Regulatory News

International Briefs
EMEA
The European Agency for the Evaluation of Med-
ical Products (EMEA) has a new Web site which
may be found at http://www.emea.eu.int. For a
time, the old Web site will run parallel with the
new site, however, any content posted after Jan-
uary 3rd will only be accessible on the new site.

CPMP
The Committee for Propriety Medicinal Products
(CPMP) held its 67th plenary meeting on Janu-
ary 23–25, 2001. At the meeting, Dr. Daniel
Brasseur was elected Chairman and Dr. Eric
Abadie was elected Vice-Chairman. Both will
serve three-year terms.

CPMP Working Parties and Ad-
Hoc Groups
The Committee agreed that the current Work-
ing Parties/Ad Hoc Groups Chairpersons will
remain in charge until the February 2001 ple-
nary meeting, at which time new nominations
will take place.

A partial list of documents prepared by the
CPMP Working Parties and Ad-Hoc Groups adopt-
ed during the January 2001 CPMP meeting in-
clude:

Biotechnology Working Party
CPMP/BWP/4310/00, concept paper on the de-
velopment of a CPMP Points To Consider on
stability and traceability requirements for vac-
cine intermediates. Status: Adopted in January
2001.
CPMP/BWP/269/95 rev. 3, Note for guidance
on plasma-derived medicinal products. Sta-
tus: Adopted in January 2001.
Efficacy Working Party
CPMP/EWP/1776/99 draft, Points to consider
on missing data. Status: Released for three
months consultation in January 2001.

The committee adopted a joint CPMP/CVMP
Note for Guidance on Minimizing the risk of
transmitting animal spongiform encephalopa-
thy agents via human and veterinary products.
Following adoption by the CVMP (Committee
for Veterinary Medicinal Products) in February
2001, this Note for Guidance will be pub-
lished on the EMEA Web site.

SIAMED 2000
Speeding up drug regulation in Europe

SIAMED is a Spanish acronym which stands
for Sistema de Informacion Automatizda sobre
Medicamentos or automated information sys-
tems about medicines.

The EMEA and the World Health Organiza-
tion (WHO) are close to completing their mod-
el system for computer-assisted drug
registration (SIAMED 2000). Development of
this system is proceeding rapidly and a fully
operational version will be available by June
2001.

The aim of the joint project is to develop an
upgraded system that enables the EMEA to
track its core processes and retrieve key regis-
tration data, which can be modified for use by
National Regulatory Authorities. Both organiza-
tions are dedicated to making SIAMED 2000
freely available to such authorities worldwide.
The EMEA plans to make the upgraded product
available to its partners within the European
Economic Area (EEA), Central and Eastern Eu-
ropean countries (CEEC) and other European
countries. This will facilitate harmonization of

continued on page 28
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Science and Technology

Various PDA Interest Groups (IGs) met at the An-
nual Meeting in Philadelphia last December and
summaries of many of these meetings were pub-
lished in last month’s edition of the PDA Letter.
Visit www.pda.org for more information. Follow-
ing are highlights from the Stability IG meeting.

Stability Interest Group

by Rafik H. Bishara, Ph.D.
Eli Lilly & Co.

Fifty participants attended the third Stability IG
meeting. The group identified 14 technical issues
for future discussion and possible training of the
pharmaceutical industry and the FDA:

1. Matrixing design (Contact Agency for clear
feedback. Document agreement and share
minutes with FDA.);

2. Bracketing (Include extremes. Differentiate
between scientific and business decisions.);

3. Unified storage statement;
4. Stability of biologics and biopharmaceuticals;

5. Establishment of dating and dating extensions;
6. Compatibility (extractable: one time testing,

identification test);
7. Stability of needless presentations (sterility

issues);
8. Industry/FDA training (frequency, location, de-

sign of curriculum, answer to industry ques-
tions, include real life situations, criteria for
bracketing and matrixing implementation,
studies for post approval changes, breakup
sessions for biologics, biopharmaceuticals, ge-
nerics, others);

9. Joint FDA Guidance/ICH Q1A training;
10. WHO conditions (long term studies at 30° C

/ 60% RH vs. 30° C / 60 % RH);
11. Global shipping stability studies (Hot to hot,

hot to cold, cold to cold , cold to hot);
12. What does it mean when MKT goes above

25° C for a week?;
13. Include FDA field inspectors in training; and
14. Include some Compliance and GMPs in

training. ■

Interest Groups Update
by Russell E. Madsen, PDA

Monday, March 12
4:15 p.m.–5:30 p.m.

Contract Manufacturing
Leader: Michael R. Porter,

Eli Lilly & Company

Ophthalmics
Leader: Richard M. Johnson,

Alcon Laboratories, Inc.

Stability
Leader: Rafik H. Bishara, Ph.D.,

Eli Lilly & Company

Vaccines
Leader: Frank S. Kohn, Ph.D.,

Wyeth-Lederle Vaccines & Pediatrics
Tuesday, March 13
4:15 p.m.–5:30 p.m.

Computer Systems
Leader: Michael L. Wyrick,

KMI/Parexel

2001 Spring Interest Group Meetings
The following Interest Groups met at the PDA 2001 Spring Conference in Las Vegas, March 11–14,
2001, and will be reported in future editions of the PDA Letter:

Inspection Trends/Regulatory Affairs
Leader: Robert L. Dana,

Bristol-Myers Squibb Co.

Lyophilization
Leader: Edward H. Trappler,

Lyophilization Technology

Quality Assurance/Quality Control
Leader: Don E. Elinski,

Geneva Pharmaceuticals, Inc.
Wednesday, March 14
10:30 a.m.–12:00 p.m.

Biotechnology
Leader: Frank Matarrese,

Chiron Corporation

Filtration
Leader: James D. Wilson

Microbiology/Environmental Monitoring
Leader: Jeanne E. Moldenhauer, Ph.D.,

Vectech Pharmaceutical Consulting, Inc.
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PDA Responds to FDA’s Comments
on TR 28
by Russell E. Madsen, PDA

PDA Technical Report No. 28 was published in October
1998 as a supplement to the PDA Journal of Pharma-
ceutical Science and Technology. It was written by the
Joint PDA/PhRMA Task Force on Sterile Bulk Pharma-
ceutical Chemicals. FDA commented on PDA TR 28 in
February of 1999. Since then the Task Force has been
reviewing the Agency’s comments. Based on recent in-
dustry experience with sterile API contamination
events and contributing factors, the Task Force re-
sponded to FDA’s Comments in a letter dated February
12, 2001 to Joseph C. Famulare, Director, Division of
Manufacturing and Product Quality at FDA. The Task
Force believes that FDA may not have completely con-
sidered the effects that this technology will have in the
industry as a whole.

In their letter to FDA, the Task Force targeted issues
which impact the use of process simulation testing for
sterile bulk pharmaceutical chemical manufacture.

As a general rule, closed systems, which have been
demonstrated by scientifically sound testing protocols
to maintain sterility integrity during the period routine-
ly required for manufacture of a production campaign,
need not be further subjected to simulation testing as
long as previously identified process and monitoring
systems and product sterility history remain in control
and within all validation parameters. Further simula-
tion testing, if necessary, is not considered an appropri-
ate activity unless it closely duplicates the actual
manufacturing process (i.e., dissolution, filtration, crys-

tallization, drying, etc.). When simulation testing is
deemed necessary and determined to be feasible, the
following rules should apply:

• Process simulation testing must not increase the
potential for microbial, particulate or other con-
tamination of the process system or the product.
Nutrient growth media should never be used in
bulk systems because of the potential for contami-
nation.

• Process simulations shall be performed only imme-
diately after sterilization and should be followed
by a thorough cleaning of the system.

• Process simulation testing for closed systems
should be replaced by parametric monitoring
once the parameters have been correlated to sys-
tem integrity established during process simula-
tion testing.

• Campaign length and system integrity for closed
systems can be established by conducting process
simulation testing for the full length of the cam-
paign. Once established, system integrity over the
campaign length can be verified by parametric
monitoring once the parameters have been corre-
lated to system integrity established during the
process simulation test.
The letter also listed several items which should be

resolved before the Task Force considers revisions to
TR 28. The full text of that letter is available on the
PDA Web site at www.pda.org. ■

Where will you be on April 5–6, 2001?
If you and your company are facing international supplier, manufacturing, and quality decisions, join PDA for
this special international conference.

Global Pharmaceutical Manufacturing and Quality Strategies

Grand Hotel Timeo
Taormina, Italy
April 5–6, 2001

Sponsored by PDA and the PDA Italy Chapter

Program Co-chairs
Robert B. Myers, Schering-Plough & Antonino Giannetto, SIFI

FOR MORE INFORMATION:
PDA, 7500 Old Georgetown Road, Suite 620, Bethesda, MD 20814, USA

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

A very timely meeting…

A very special venue…

An unusual opportunity…

See page 43  for a Registration Form

Language:

English Only

Science and Technology
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Recent Sci-Tech Discussions

Use of Microsoft Access in
FDA-regulated Databases (Part 2 of 2)
compiled by Russell E. Madsen, PDA

The following remarks are taken from an exchange in the Pharmaceu-
tical 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 chal-
lenging 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.

This month’s posting is a continuation of a two-part series that began
last month in the PDA Letter. The discussion explores the viability of us-
ing Microsoft Access in FDA-regulated databases in the pharmaceutical in-
dustry. As always, the opinions expressed are those of the writers.

Question
We heard from two different consultants that the
FDA is not approving computerized systems based
on Microsoft Access. The main two reasons were:

1. Lack of security means
2. No audit trail.

Now for the questions:
1. Is this true? If yes where was it published?
2. If a system is based on Access but pro-

grammed in a way that solves the security and au-
dit trail problems, is this enough?

Response 17
“Why then does he state that ‘…an Access propo-
nent will be immediately crossed off my bid list.’?”

Answer—Because Jet is not an appropriate so-
lution and MSDE is usually not a good solution ei-
ther. And since those are the only two engines that
ship with Access 2000, and just Jet for Access 97
and earlier—poof—no Access.

The commentator also wrote “for many depart-
ment level systems, Jet will suffice.” I’ll point to
the same white paper he did: “Enterprise applica-
tions require scalability, security and robustness,
which can be implemented with MSDE or SQL
Server but not with Jet.” Part 11 compliant systems
require security and robustness, so it sounds to
me like MS is saying that Jet is not suitable for Part
11 systems. Since MSDE only became an option
with Access 2000 (and not the default option at
that), then we can extend that Microsoft also
means that Access 97 and earlier are not appropri-
ate because they utilize Jet.

MSDE is an option, although with some limita-
tions. While based on the SQL engine, it has many
of the administrative tools stripped from it. While
it is a nice tool to allow you to develop a SQLish
database on a workstation (as opposed to a server
environment) that can be easily migrated to SQL
Server, why not just go all the way, right from the

beginning. This is taken
right from Microsoft’s
own KB Web site “For
desktop or shared data-
base solutions that have
growth potential, using
MSDE as the data en-
gine technology pro-
vides a low-cost
solution for the near
term” The words “near
term” makes it pretty
clear to me that MSDE
is best suited as a stop

gap measure on your way to another platform or
just as a development tool. When investing the
time, effort, and man hours to develop, validate,
and populate a database, why do it twice? Go
straight for the end result—SQL.

Other MSDE and Jet limitations garnered from
various Microsoft white papers:

“Five concurrent users or less is recommend-
ed with MSDE” — That’s a pretty small user
group, definitely only appropriate for small ap-
plications, as is confirmed by MS in the follow-
ing:

“Jet and MSDE are optimized for individual or
small workgroup solutions.”

—Note that is not the “thousands of users”
that the commentator stated in an earlier post.
Furthermore, in the same white paper, MS says
this about Jet:

“Recommended for up to about 20 total us-
ers”

—Note that is total, not concurrent users.
“Jet can handle up to 2 GB of data per MDB

file. MSDE also supports 2 GB of data per data-
base.”

—Again, another limitation that means MSDE
is best suited for small applications and small
groups. Once proper audit trails and logs are im-
plemented, coupled the fact that you can’t “de-
lete” any data, 2 GB isn’t very much room. On
the other hand, SQL, Oracle, and DB2 all sup-
port data sets in the Terabyte range.

—Finally, MS reiterates their target audience
for Access 2000 (including Jet and MSDE en-
gines):

“Access targets the desktop category and
works best for individuals and workgroups man-
aging megabytes of data.”

—Even though it can handle 2 GB of data, the
fact that it was designed to manage Megabytes of
data means you will take performance and us-
ability hits long before you hit that 2 GB limit.
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As the commentator is likely to point out, if
you have clearly defined requirements and devel-
opment methodology for your database, AND you
can live within these limitations, then Access 2000
and MSDE could work for you. Personally, I don’t
think most Part 11 compliant systems can live
within most of those limitations—Access (with ei-
ther Jet or MSDE) is geared for small scale, desk-
top, and development work, and is very likely to
be quickly outgrown.

Here is some good news for Access users con-
cerned about Part 11. Microsoft does provide a
tool to port Jet databases to SQL. It is my under-
standing (not having used it) that you must first
migrate to Access 97 or 2000, then migrate from
that to SQL 7. Your data tables and simple queries
will migrate; however, complex queries, reports,
relationships, etc. WON’T migrate. It is a round
about way to get there, but at least you have a mi-
gration path for the data.

Response 18
Thanks for taking the time to put together a good
discussion of the issues raised in this thread. Let
me first reiterate my main point—it is inappropri-
ate to dismiss Access with respect to 21 CFR Part
11 compliance. The real discussion should focus
primarily on needs analysis and the choice of da-
tabase engine that fit the requirements. I see you
attempt to do this in your most recent post where
you discuss the pluses and minuses of Jet, MSDE
and SQL Server.

Can we agree that MS Access is a viable front
end for any of these engines? Let me say that yes,
we can use Visual Basic as a front end, but the ad-
vantage of using the Access reporting engine far
outweighs any performance disadvantage we may
incur. And yes, inexperienced folks may think Ac-
cess out of the box is 21 CFR Part 11 compliant
but that is a training, education issue, not a tech-
nical issue. So again, do you see any problem
with using Access as a front-end to the appropri-
ate engine? I don’t and that is why I think it is in-
appropriate to state “…an Access proponent
would be crossed off my bid list.” I’d love a direct
response to this simple question—and for the
sake of argument let’s assume we are talking
about Access as a front-end to SQL Server.

Now, with respect to choice of database en-
gines. Let’s look at a typical scenario. Let’s as-
sume BioCo is a biotech start-up with 100
employees. They have a QA group of 6 people.
They have an IT staff of 2 - they do not have a da-
tabase administrator or any experience with client
server systems. They want to implement a train-
ing database that cross references effective docu-
ments with job titles. When a document is made
effective they want to capture what type of train-
ing is required and to generate a report indicating
which individuals are in need of training. Once
training is provided they want to update training

records. They want a department level database
that is 21 CFR Part 11 compliant.

In this case I maintain Jet is the appropriate
back-end. You will not generate terabytes of data,
and you will not incur the enterprise level de-
mands (2,500 concurrent users performing multi-
table transactions). It would be ridiculous to
implement SQL server for this type system—analo-
gous to using a chartered plane to get across
town. Let me ask you another specific question
grounded in a real-world situation. I’m sure you
are acquainted with Blue Mountain Software’s Cal-
ibration Manager application. It is my understand-
ing that it is used in many companies that have
been inspected by the FDA. It uses the Jet data-
base engine—do you think they should be using
SQL server and would you tell the FDA they are
wrong in accepting the use of Jet?

So three simple questions:
1) Can we agree that Access or Visual Basic are

acceptable front-ends to a 21 CFR Part 11 compli-
ant system?

2) Can we agree that a simple department level
database—carefully designed and implemented
can best use Jet and not require a client-server sys-
tem?

3) Do you think the FDA is wrong in accepting
the use of Calibration Manager—a Jet based appli-
cation?

Response 19
This is a great discussion…but FDA does not en-
dorse or reject specific software products. FDA
“endorses” or “rejects” the implementation envi-
ronment of software products based on the regu-
lations. The implementation must be in
accordance with the regulations. This is the rea-
son why the FDA may reject the implementation
of “Calibration Manager” in one facility and ac-
cepts the implementation of the same product in
another facility.

Then, instead of referencing “Access” or “Cali-
bration Manager,” it may be better to the people
who want to learn the implementation of the reg-
ulations to software, to talk about specific issues
and configurations related to the implementation.

Response 20
The commentator writes “…instead of referencing
“Access” or “Calibration Manager,” it may be better
to the people who want to learn the implementa-
tion of the regulations to software, to talk about
specific issues and configurations related to the
implementa t ion . ”

I couldn’t agree more! It is incorrect to make
the broad claim that a given product can or can-
not be validated to 21 CFR Part 11 requirements.
It’s whether it is (or can be) documented that a
product meets the requirements for a given imple-
mentation. And yes, a well designed product can
be poorly implemented such that FDA will reject
its use in that implementation. My main argument
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in this thread is that while some software may be
inappropriate for use in a regulated environment,
it is absurd to include the Access front-end and
the Jet database engine among them. It is hard
enough to develop therapeutic products in our
regulated industry—we shouldn’t apriori throw
out some very powerful tools at our disposal
which can be used in a very effective manner to fa-
cilitate this our work. Instead we should educate
ourselves as to how and when we use those tech-
nologies and not cross them off our list.

Response 21
While you accurately quote from “Microsoft Access
2000: Choosing between MSDE and Jet White Pa-
per” that Jet is “Recommended for up to about 20
total users” this has not at all been my experience.
Many experts in the field also disagree.

Prince & Murach write in Client/Server Pro-
gramming with Access on page 26:

“When you use the Jet engine with a Jet data-
base as shown by the first example in figure 1–12,
the front-end software sends queries to the Jet en-
gine, which opens the database file on the server.
True client/server or not, though, a system like
this can perform very well with as many as 100 cli-
ents using the application at the same time. That’s
why you may as well think of this as one of the de-
velopment options for a client/server system.”

Stan Lesynski writes in Access 97 Expert Solu-
tions on page 28:

“Although a powerful product, there are places
in a corporate environment where Jet, the data
back-end of Access, hits the wall, runs out of per-
formance horsepower, and must yield to more se-
rious data management products. A common rule
of thumb is that Access as a frontend, with Jet as a
backend, is limited to around 50 simultaneous us-
ers on one database. The key word here is simul-
taneous; Access can support many more casual
users.”

From the Microsoft Office 2000/Visual Basic
Programmer’s Guide—File-Server vs. Client/Serv-
er:

The performance and simplicity of a file-server
architecture make it ideal for small- to moderate-
sized solutions. The primary deciding factor when
choosing whether to use a file-server or client/
server architecture is the number of users who
will be working with your solution. As an absolute
limit, an Access database can handle up to 255 si-
multaneous users, but if users of your solution
will be frequently adding and updating data, an

Access file-server is generally best for a maximum
of about 25 to 50 users.

Roger Jennings, Contributing Editor of Fawc-
ett Technical Publications, Inc.’s Visual Basic Pro-
grammer’s Journal and author of more than 20
Access, Visual Basic, and Windows 9x and NT
books, perhaps says it best when he writes in Us-
ing Access 2000:

Controversy over the future of conventional
shared-file multiuser Jet applications borders on
rampant among Access developers and Microsoft
marketers. The shared-file, “Jet is alive and well”
axis insists that Jet is a viable back-end for work-
group-size online-transaction processing (OLTP)
applications. The “Jet is dead” cabal, whose
membership is dominated by SQL Server market-
ing honchos, consider the Microsoft Data Engine
(MSDE) to be Microsoft’s “strategic database” for
Office applications and SQL Server 7.0 to be the
natural back-end choice for everyone else. Hook-
ing prospective purchasers of SQL Server 7.0 li-
censes by offering free samples of MSDE has a
counterpart in other, less politically correct mar-
keting campaigns.

The reality is that multiuser Jet does run out
of steam in heavy-duty OLTP applications having
many simultaneous users. The point at which
concurrency and file corruption problems begin
to appear in Jet back-end databases depends on
a variety of factors. Each upgrade to Jet has im-
proved multiuser reliability, but many developers
still consider 20 to 50 simultaneous updating us-
ers to be the practical limit for Jet 4.0. The abso-
lute maximum number of concurrent
connections to any Jet database is 255. Thus Jet
isn’t a serious contender for an e-commerce or-
ders database on a highly-trafficked Web site. The
1 GB maximum table size and 32-index limit
makes Jet impractical for use in data marts and
warehouses of medium or larger scope.

And later…Jet plays a major role in more than
25 Microsoft products, and variants of the Jet da-
tabase engine serve as the message store for Mi-
crosoft Exchange and the in-memory database of
SQL Server 7.0.

Access…fulfills all the requirements of a pro-
fessional relational database management sys-
tem, as well as a front-end development tool for
use with client/server databases

In summary:
Jet is a well regarded database engine and can

be used with an upper limit of 20–50 concurrent
users. The upper limit is a function of the imple-
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mentation (Network OS, Server RAM, client con-
figuration, etc). It is impossible to make a gener-
alization on this limit as the limit needs to be
determined via testing for a specific configura-
tion—but it is obvious Jet is an option for a de-
partment level system. It is a mistake to invoke
SQL Server as the only viable database engine
without considering the alternatives. I do agree
with the commentator that Jet has some real limi-
tations and that there are instances where SQL
Server may be the best choice—but I disagree that
the only choice a small QA department has in
modernizing its record keeping is to go with SQL
Server or to abandon the effort. A well-designed
and tested system incorporating Jet is a very at-
tractive option.

As an aside, I don’t think I said that Jet could
be used by thousands of users as you imply in a
previous post. Instead I quoted the fact that an
Access front-end coupled with a SQL Server back-
end could handle thousands of users—not Access
with Jet, not Access with MSDE, but Access with
SQL Server.

Response 22
Thanks for chiming in. You reiterated what was
probably my fist post on this thread: The FDA
doesn’t categorically rule out any brand of soft-
ware.

We the users hold the purse strings, and it is
up to us to hold software vendors accountable,
not the FDA.

In your example of BioCo you fell for a very
common trap. The FDA will not accept lack of re-
sources as an excuse for not being compliant. If
BioCo wants to compete in an FDA regulated in-
dustry, they need to staff accordingly and utilize
compliant computer systems (i.e., not Jet), other-
wise, they should use paper, pens, and file cabi-
nets. Part 11 compliance is not optional.

As for your questions:
Q1) Can we agree that Access or Visual Basic

are acceptable front-ends to a 21 CFR Part 11
compliant system?

A1) Sometimes. Generally the reason develop-
ers use VB and VBA is because they don’t fully un-
derstand or lack experience using more advanced
and robust tools like SQL Server, C++, or better
yet, Oracle. For our industry, lack of experience
and training are unacceptable excuses for not us-
ing robust tools for a given project. A design
methodology that is critically reviewed by knowl-
edgeable people will filter out these projects early
on. I’d just assume not even waste that much
time and take them right off the bid list. Let me
ask you this, what tool set does Microsoft use for
designing the core of Microsoft Office Applica-
tions? It isn’t VB or VBA. They know that as easy
as VB/VBA can be, they are not the most appropri-
ate or robust tools available. In my opinion, a Part
11 compliant database is more critical that MS

PowerPoint. What some software vendors are hav-
ing difficulty grasping is that for our industry, Part
11 is Mission Critical. Not utilizing Mission Critical
tools should no longer be acceptable.

Q2) Can we agree that a simple department
level database—carefully designed and imple-
mented can best use Jet and not require a client-
server system?

A2) For a Part 11 compliant system, NO, ABSO-
LUTELY NOT! When we use “Commercial Off-The-
Shelf” software, we don’t have access to the
source code or low level testing. Therefore, we
have to heavily rely on the original software manu-
facturer to develop and test the limitations of the
CORE tools/software. Any further development we
do utilizing their tools MUST remain within the
constraints the original vendor supplies. Microsoft
says in clear English “…scalability, security and ro-
bustness, which can be implemented with MSDE
or SQL Server but not with Jet.” Unless you have
special access to MS’s source code and develop-
ment testing that gives you some sort of insight
that their QA and Engineering department doesn’t
have, you have to play by their rules! When MS
says over and over, that Jet is neither robust nor
secure, ignoring those warnings is irresponsible.

Q3) Do you think the FDA is wrong in accept-
ing the use of Calibration Manager—A Jet based
application?

A3) Like I said in my fist post, FDA doesn’t cate-
gorically approve or disapprove of software prod-
ucts. I on the other hand as an end user can by
using my wallet. I have not used or seen Cal Man-
ager in over 5 years, so I don’t know much about
their current product or its limitations. Like I stat-
ed in one of my earlier posts, the FDA has used
Part 11 to raise the bar on the industry. What was
acceptable 4 years ago, probably isn’t any longer.
It is now our turn as industry to raise the bar on
software vendors, integrators, and developers. We
can no longer accept inadequate security or ro-
bustness, regardless of the quality of development
methodology or how much code a developer
wraps around a problem. If Microsoft says their
own product, Jet, is not secure or robust, who
knows better?

Response 23
It seems to me the FDA doesn’t care whether a de-
veloper uses VB or C++. Great developers/prod-
ucts can use Jet and VB, bad developers/products
can use SQL Server and C++.

You state that Jet is not Part 11 compliant.
I’d be interested to know that in your experi-

ence, what specific 21 CFR Part 11 requirement
will Jet with a properly developed Access/VB front
end not meet?

I understand that in your opinion Jet is not a
good choice. So be it, but it doesn’t move the dis-
cussion forward to rely on marketing terms like
robust & mission critical when discussing 21 CFR



● 25 ● March 2001

Recent Sci-Tech Discussions

Part 11 compliance. While I understand that one
commentator is against Access, this thread is at-
tempting to determine if the FDA is against Access,
i.e., is there a specific 21 CFR Part 11 requirement
that Access and/or Jet cannot meet?

It would be helpful stick to specific require-
ments, appropriate specifications, and failed test
cases to show that specific approach has no merit
or that a requirement cannot be met. In my expe-
rience it is possible to meet these requirements
with a well crafted Visual Basic front end.

Response 24
I’d like to push back and say, no I don’t hate Ac-
cess. It is a very useful tool that I frequently use
myself. Where you and I diverge is on its suitabili-
ty for use in Part 11 systems. While I agree with
you that good tools will not guarantee a suitable
product, on the flip side, I do not agree with you
that poor tools can be use to build a suitable
product, regardless of the development methodol-
ogy. Wrapping code around an inferior core to ad-
dress FUNDAMENTAL shortcomings of a tool (Jet
in this case) is not an appropriate solution.

Yes, everyone agrees that the FDA doesn’t care
if you use VB, C++, Jet, Oracle. What they do care
about is whether or not it is validated. This means
that we, the users, must show it is reliable, secure,
and Part 11 compliant. Where you and I seem to
disagree is on those evaluations—are VB/VBA and
Jet reliable, secure, and compliant. I maintain No,
they are neither stable nor secure enough.

I stated earlier that I’m not going to go bullet
by bullet how Jet doesn’t measure up, besides you
know the security, locking, and auditing deficien-
cies as well as I do. You said as much when you
stated in an earlier post that neither Access nor Jet
were compliant out of the box. Again, where we
diverge is the resolution to this. You maintain that
using a good development methodology to gener-
ate code you will build on top of Jet will correct
these deficiencies. I maintain that this is poor im-
plementation, and that key functionality needs to
exist as part of the core DB engine. Otherwise,
once someone is past your front end (as either an
admin or because of a crash or lapse in user integ-
rity) you’ve lost all your Part 11 enforcements. If
that functionality is part of the core DB engine,

then loss/bypass of the front end doesn’t jeopar-
dize the integrity of the data.

As an example, Part 11 (mainly from the pre-
amble p.13460 and 11.300d) requires that for a
system using user ID/passwords to be able to de-
tect and log attempted unauthorized access to
the records and system. Because of the nature of
a Jet database, anyone trying to get at the data-
base bypassing the front end (be it either direct
file access, ODBC calls, or Access security hacks)
will not be tracked by the database. Can network
security log these attempts? Somewhat, but not
really to the appropriate extent. Also you’ve just
added an immense amount of unnecessary com-
plexity to the system to do something that is not
part of its core functionality. It is significantly
more robust, simple, and coherent to have com-
plete security managed from a single server
based system—like SQL/Oracle/DB2 offer.

I can hear the cries from the group now, “We
aren’t expected to make our systems hacker
proof, just secure enough for trained users!” I’m
not stating that we need to be 100% hacker
proof, but 11.300d and the preamble make it
pretty clear that we are supposed to be able to
log, alarm, and respond to ANY unauthorized at-
tempts, and it doesn’t differentiate between sim-
ple attempts from untrained users and more
persistent attempts from users that have had a
lapse in judgement.

Finally, I still maintain that when validating
COTS we HAVE to remain inside of the con-
straints that the vendor supplies, otherwise we
are not being consistent. We can’t play the
“COTS card” when we feel it saves us work, then
say it doesn’t matter when it doesn’t suit our
needs. When Microsoft says it is not appropriate
to use Jet for a secure robust environment, we
have to defer to them—they hold the source
code and code level tests. Access and Jet were
designed from day one for desktop databases—
their very file structure speaks to this. It is inap-
propriate to try and extend it past that base
when there are already more suitable tools in
place that offer a much more complete solution
right off the shelf. ■

Join your colleagues for end user examinations of
Part 11 compliance issues and solutions at the
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See page 1 for details, and page 29 for
registration form.
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European Report

TSE Risks in Medicinal Products
Expanded — EMEA Guidance
Effective Immediately
by James Lyda, PDA

On February 20, the EMEA released a revised
"Note for Guidance on Minimising the Risk of
Transmitting Animal Spongiform Encephalopa-
thy Agents via Human and Veterinary Medici-
nal Products," (EMEA/410/01 - Final). The new
Note for Guidance is stated to reflect the cur-
rent scientific knowledge regarding TSE and is
offered without prejudice to future measures
which Community Institutions might take in
this area. The combined CPMP-CVMP guidance
replaces CPMP NfG on TSE (CPMP/BWP/1230/

98/Rev.1) of September 2000 and CVMP NfG on
TSE (EMEA/CVMP/145/97 Rev) of June 1999.

The 11-page release provides guidance as an-
imals as source of material, parts of animals
bodies used as starting materials, process valida-
tion, age of animals and specific products (tal-
low and gelatin). There is also an Annex for
sourcing of materials from well monitored
herds. The revised NfG is available on the EMEA
Web site, www.emea.eu.int/pdfs/vet/regaffair/
041001en.pdf. ■

International CalendarInternational Calendar
2001

April 5–6, 2001*
PDA & PDA Italy Chapter Conference on
Global Pharmaceutical Manufacturing and
Quality Strategies
Grand Hotel Timeo
Taormina, Italy

May 13–16, 2001
R3 Nordic Annual Symposium
Stockholm,
Sweden

May 17–18
PDA/TRI Course: Computer Products Supplier
Auditing Process Model:
Auditor Training
Contact:
Leif Mansson
Kamrersvagen 63
SE-23734 Bjared, Sweden
E-mail: contam@minpost.nu
Tel: +46 (0) 46-29 2581

* Contact PDA or go to www.pda.org for additional
details on PDA events

September 2–5, 2001
PDA/IABs Conference on Process Validation
for Biologicals and Biological Products
Hilton Berlin
Berlin, Germany

2002

February 11–13, 2002
PDA International Congress, Courses
and Exhibition
Basel Congress Center
Basel, Switzerland

Contact Information for
PDA Europe
Mailing Address:Mailing Address:Mailing Address:Mailing Address:Mailing Address:

PDA
Postfach 620
CH-4144 Arlesheim
Switzerland

Reminder: the following numbers
should be used to contact Jim Lyda
and the PDA Europe Office:
phone +41 61 703 1688,
fax (analog) +41 61 703 1689.
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regulatory authority tracking systems within Eu-
rope with relevant benefits in terms of transpar-
ency and effectiveness of the drug registration
process.

The WHO originally developed SIAMED to
help national authorities strengthen implementa-
tion of drug regulations as part of their overall
public health activities. The system was devel-
oped in the early 1990s and required revision to
take advantage of the current state of the art in-
formation technology. Collaboration with EMEA
offered the opportunity to revise the existing sys-
tem.

The EMEA has an obvious need to introduce
an operational computerized system to track ap-
plications submitted for evaluation by its Scien-
tific Committees, the Committee for Veterinary
Medicinal Product (CVMP) and the Committee
for Propriety Medicinal Products (CPMP). Such
applications are considered to be critical activi-
ties to meet the Agency’s public health goals.

For further information:
EMEA Point-of-Contact, Tony Humphreys, e-

mail anthony.humphreys@emea.eudra.org.
WHO Point-of-Contact, Valerio Reggi, e-mail

reggiv@who.int. ■

Center for Biologics Evaluation and Research
(CBER), Food and Drug Administration (FDA).
This specific guidance discusses issues related to
the electronic submission of advertising and pro-
motional labeling materials for prescription drug
and biological products, including launch materi-
als. In some cases, guidance differs from CDER to
CBER because of differences in the procedures
and computer infrastructure in the centers. The
agency will work to minimize these differences
wherever possible. Agency guidance documents
on electronic submissions will be updated regu-
larly to reflect the evolving nature of the technol-
ogy and the experience of those using this
technology. For the complete guidance go to:
http://www.fda.gov/cder/guidance/3729dft.htm. ■

continued from page 17

continued from page 12
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Industry News

Company, Colleague
Product Announcements

Shionogi Qualicaps, a worldwide manufacturer
of two-piece capsules, has created a new division
to support the sales and service of its fully auto-
matic, high-speed capsule filling and capsule seal-
ing equipment. Until now this equipment has
been marketed in the US and Europe by one of
Shiongi’s partners. All of Shionogi Qualicaps’ cap-
sule filling and sealing equipment features a pat-
ented Rotary Rectification System, which provides
for smooth capsule transportation at high speed
and allows for monitoring of the filling and seal-
ing processes. Shionogi Qualicaps’
(www.qualicaps.com) sealing equipment meets
the latest FDA directive on tamper-evident seal-
ing. Sealed capsules are virtually impossible to
open and re-close without visible damage. For
further information contact Tamara Smith at (336)
449-3953.

Process Facilities Inc. of Boston, MA has named
Kumar Gupta as Vice President of Pharmaceutical

and Biotechnologies.
Gupta is an international-
ly recognized expert in
the pharmaceutical indus-
try specializing in the de-
sign of secondary
manufacturing and bio-
technology facilities. Pro-
cess Facilities Inc.
(www.processfraccilities.com)
is a full service engineer-
ing, architecture, valida-

tion and construction management firm
specializing in clean manufacturing industries, in-
cluding pharmaceuticals, biotechnology, micro-
electronics, fine and specialty chemicals, food and
consumer products. For further information con-
tact Debbie Shain at (617) 946-9400 ext. 1372 or
dshain@processfacilities.com.

GenVec, Inc. recently announced that Wayne T.
Hockmeyer, Ph.D. has been elected to its Board
of Directors. Hockmeyer is currently chairman of
MedImmune, Inc., a company he founded and
led since its inception in 1998. In another devel-
opment, GenVec announced on February 12 that
it has obtained an exclusive license to Pigment
Epithelium-Derived Factor (PEDF) from North-
western University for all ocular gene therapy ap-
plications. This license covers methods invented
by investigators at Northwestern University for in-
hibiting abnormal blood vessel formation. GenVec
(www.genvec.com) is developing PEDF as a gene

therapy product candidate to prevent blindness by
inhibiting the abnormal blood vessel formation
that occurs in the eyes of individuals with macular
degeneration and diabetic retinopathy. For further
information contact Jeffrey W. Church at (240)
623-5511.

Ricerca, LLC, a drug development company, an-
nounced the completion of three additional

CGMP kilo-scale API (Active Pharmaceutical Ingre-
dient) preparation laboratories. The new laborato-
ries are designed to provide the quantities of drug
compound needed to begin preclinical metabo-
lism and toxicity testing, CMC stability and charac-
terization studies necessary for filing an IND, as
well as the CGMP preparation of early stage clini-
cal supplies. This latest expansion follows by six
months a previous increase in the company’s kilo
lab capacity, providing the capacity for Ricerca
(www.ricerca.com) to handle approximately 20
API scale-ups per year. For further information
contact Carol A. Duane at (440) 357-3471.

3M extended its inhalation capabilities to provide
aerosol manufacturing at its pharmaceutical pro-
duction plant in Pithiviers, France. This addition
expands 3M (www.3M.com) Drug Delivery Sys-
tems’ capacity to provide innovative HFA drug de-
livery technology worldwide. The facility in
Pithiviers received its first approval to manufac-
ture a commercial product in December 2000.
Airomir™ (salbutamol sulfate inhalation acrosol)
will be produced at the site for the European mar-
ket. For further information contact Sue Thoreson
in the US at (651) 736-3549,
smthoreson@mmm.com or Paul Williams outside
the US at 44 (0) 1509 613299,
pwilliams@mmm.com.
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Carmen Corrado has been named Vice President,
Pharmaceutical Manufacturing at Hoffmann-La
Roche Inc. (www.rocheusa.com). In this new po-
sition, Corrado will be responsible for the day-to-
day management of all pharmaceutical
manufacturing. This in-
cludes Roche’s tablet, liq-
uid and capsule
production and sterile op-
erations. In addition, Cor-
rado will manage
scheduling, training, main-
tenance and operating
costs for the production
units. For further informa-
tion contact Paul Minehart
at (973) 562-6595.

Pall Corporation and Viragen announced they
have entered into a development and licensing
agreement to recover white blood cells (leuko-
cytes) from blood filters. Pall (www.pall.com) will
grant exclusive, worldwide license (except Japan)
to proprietary technology that will enable Viragen
to efficiently remove and recover leukocytes from
used leukoreduction filters. The goal is to provide
additional sources of leukocytes for Viragen’s pro-
duction of interferons for therapeutic use. Sam
Wortham, Medical Division President of Pall Cor-
poration stated, “The recovery of leukocytes, now
essentially a medical waste, and transforming
them into a valuable pharmaceutical holds great
promise. We are excited to work with Viragen as
we expand our activities in biotechnology.” For
further information contact Diane Foster at (516)
484-3600 ext. 6109, Diane_Foster@pall.com.

The new MAXIM™ Sanitary Benchtop Tangential
Flow Filtration System for Process Development
and Pilot Scale Applications is now available from
Pall Biopharmaceuticals (www.pall.com/biop-
harmaceuticals), a division of Pall Corporation.

The MAXIM™ system is a versatile benchtop unit
designed for the development of TFF processes
for scale-up, production small batches of biop-
harmaceuticals, as well as scale-down investiga-
tions. System applications include product
concentration, diafiltration, clarification and frac-
tionation. For further information contact Patrice
Radowitz at (516) 484-3600 ext. 6111 or
pat_radowitz@pall.com or Shara Goldstein at
(516) 484-3600 ext. 6112 or
shara_goldstein@pall.com.

Verion, Inc., a drug delivery company that has
developed a patented high-pressure technology
that promises to significantly improve the way
drugs are delivered, announced that it has en-
tered into a joint venture with Elan Pharma In-
ternational Ltd., an affiliate of Elan Corporation,
plc. The joint venture, Verion Newco Ltd., will
use both companies’ patented drug delivery
technologies—Verion’s Pressure Pulse Technolo-
gy (PPT) and Elan’s NanoCrystal™ technology—
to develop new controlled-release drug
compounds. Details of the agreement were not
disclosed. For further information contact Brian
Butcher at (610) 594-9220,
bbutcher@verioninc.com.

Fristam Pumps, Inc. (www.fristam.com) is
pleased to announce the completion of a 33,000
square foot addition. The addition doubles Fris-
tam’s plant size, allowing them to substantially
improve the flow of products through the plant
and accommodate continued growth. Some of
the highlights of the new addition include a state
of the art 5,500 sq. ft. polishing facility complete
with a central dust collection system, satellite
dust collectors and an air purification system; an
expanded test stand facility with new tanks and a
fully automated control panel; and larger assem-
bly and stockroom areas. For further information
contact Wendy Andrew at (608) 831-5001. ■

Industry News

Chapter News

PDA Canadian Chapter
Finalizes Annual
Conference Date
The PDA Canadian Chapter has finalized the date
for its Annual Conference. The conference will
be held September 17–18, 2001, in Montreal,
Quebec, Canada.

The theme will be based on current regulato-
ry updates. Confirmed speakers from the Canadi-
an TPP and the French Regulatory Agency will be
featured. A speaker from the FDA is being re-
cruited. For additional information on the Cana-
dian Chapter’s Annual Conference, contact the
chapter (see page 46 for PDA Chapter
Contacts). ■

The Capital Area Chapter will hold a
Vendor Exposition in Rockville,
Maryland on May 9, 2001. For more
information and registration forms, vis-
it the calendar section of PDA’s Web
site (www.pda.org). ■
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This past October 23–26, more than 225 trainers
and vendors came together in New Orleans for
the largest meeting of CGMP Trainers ever. PDA’s
third biennial CGMP Trainers Conference and Ex-
hibition was the culmination of two years’ of ef-
fort on the part of the Training Interest Group’s
Conference Sub-committee.

The committee’s two prior conferences were
held at Tyson’s Corner in
McLean, Virginia in Septem-
ber 1996 and on the Inner
Harbor in Baltimore, Mary-
land in October 1998.

Delegates at this year’s
conference were presented
with the largest range of
learning options of any con-
ference to date. The first
day of the conference was
filled with plenary sessions
addressing industry-wide
training issues. The lead

speaker was Thomas Arista, Consumer Safety Of-
ficer with the FDA who gave the group a power-
ful overview of the FDA’s current position
relative to CGMP training issues. The Agency’s
position on these matters is vital to the industry
and Arista’s insights were a valuable lesson to
the assembled trainers.

The first day of the conference was also
marked by presentations from Frank Jedliskowski
with Wyeth-Ayerst Pharmaceuticals and Anne
Marie Dixon with Cleanroom Management Associ-
ates, Inc. Jedliskowski presented the conference
with a perspective on the Human Resources is-
sues facing the industry today and offered an out-
line of how Wyeth-Ayerst has responded to some
of the challenges. Dixon quite poignantly ad-
dressed some of the technological hurdles facing
CGMP trainers today and challenged the group to
find new ways to engage the ever-changing work-
force under their charge.

Anyone who has ever attended another PDA
conference can attest to the fact that the Train-
ers’ Conference can be distinguished in a num-
ber of ways. Not least among them is the fact
that at the Trainers’ Conference the delegates
get involved. New Orleans was no exception as
all 200+ in attendance pooled their collective
minds and worked together in a large group ex-
ercise called the “100 Best Training Ideas.” Reg-
istrants rotated through numerous groups where
each outlined and shared a successful training
idea with fellow group members. Ideas were col-

Trainers’ Conference a Huge Success
by Rick Rogers, PDA

lected in categories ranging from simple “Ice-
breaker” exercises to more elaborate CGMP com-
pliance applications. The leader of this exercise
was Don Balogh of Novartis Pharmaceuticals who
is still organizing the huge response. It is hoped
that the results of the exercise will be made avail-
able to conference attendees, however, the re-
sults were so overwhelming to compile that the
committee has not yet decided how to release
them.

The second day of the conference offered dele-
gates their choice of sessions from among a num-
ber of concurrent sessions that addressed a
wide-range of training issues. Throughout the day,
26 workshops were available with presentations
given by some of the leading voices in CGMP
training. Each of the sessions was 90 minutes in
length and offered in four time slots arranged
throughout the day. The workshops, as usual,
were exceptionally well received.

On the third day of the conference, delegates
were given the opportunity to attend two half-day
workshops given by Sivasailam Thiagarajan, Ph.D.
Doctor Thiagarajan is known in training circles
simply as Thiagi. He engaged the attendees in
powerful, interactive training strategy sessions de-
signed to improve workplace performance. Every-
one who participated in the two workshops went
home with fresh training ideas.

In addition to these events, delegates were also
offered a day-and-a-half trade show of tabletop ex-
hibits given by vendors supporting the CGMP
Training community. The exhibit area was sold
out, as vendors offered many different kinds of
products and services including consulting servic-
es, training videos, computer based training,
record-keeping systems, distance learning, and
many others.

The City of New Orleans was a perfect back-
drop for the conference, which was held at The
Hotel Intercontinental. The facilities were partic-
ularly sound in terms of executing the various
technical activities and the relaxing ambiance was
a significant perk considering the heavy work-
load. Work that began during the conference day
continued late into evening. The City of New Or-
leans and the conference organizers offered
many opportunities to participate in evening re-
ceptions, a riverboat cruise, and discussion
among peers.

The success of the conference was due almost
entirely to the efforts of the dedicated group of
Conference Subcommittee volunteers. The Sub-
committee is composed of a diverse group that
includes training professionals who represent

PDA’s third biennial
CGMP Trainers Conference
and Exhibition was the
culmination of two years' of
effort on the part of the
Training Interest Group's
Conference Sub-committee.
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the pharmaceutical industry, vendors who sup-
port it and the FDA. It is a standing Subcommit-
tee with some of the committee members having
served for eight years. Members of the 2000 com-
mittee include:

Joyce Winters (Co-Chair), Manager, Training &
CL for Wyeth-Ayerst Labs

Rob Wachter (Co-Chair), Team Leader with
Eli Lilly & Co.

Donald J. Balogh, Senior Training Specialist
with Novartis Pharmaceutical Corp.

Paul B. Conlon, Director, Training and Techni-
cal Support with KMI/Parexel, LLC

David L. Fant, Manager, GMP Operations with
Sanofi-Synthelabo Pharmaceuticals

Gary German, Director, Division of HR Devel-
opment, Office of Regulatory Affairs, FDA

Wanda Neal, Meetings Manager, PDA
Thomas G. Nimmer, Assistant Manager, Com-

pliance Education, Amgen, Inc.
William F. O’Connor, Manager, GMP Training,

DuPont Pharmaceuticals Co.
Rick H. Rogers, VP of Education, PDA-TRI
Richard T. Sands, President, RTS Training

Services
Thomas W. Wilkin, Ph.D., Director, Technical

Operations Training, Schering-Plough
Corp.

Leslie Zeck, Director of Programs, PDA

Are You Interested In Helping Out?
PDA’s next biennial training conference will be
held in October of 2002. The site of the confer-
ence will not be announced for another two
months, but work is already well under way.
Would you like to help out with the next confer-
ence? Can you make the commitment necessary to
join the Subcommittee? The Conference Subcom-
mittee meets about four times a year, usually at
PDA’s headquarters in Bethesda, Maryland. The
next meeting is scheduled for April 27th at the
PDA’s Training and Research Institute in Balti-
more, Maryland. Committee members are expect-
ed to be able to make at least a two year
commitment to the group, attend most of the
meetings, and of course to be able to attend the
conference in October of 2002.

If you are interested in helping out, contact any
member of the current committee or the Chair for
the 2002 conference, Rob Wachter, at 317-276-
9641 or wachter_robin_o@lilly.com. ■



PDA Letter ● 34 ●
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Genzyme Biosurgery is an exciting new division of  Genzyme Corporation dedicated to the development of  enabling

technology and products for surgery. As one of  the leaders in the rapidly emerging market for sophisticated biosurgical

products, Genzyme Biosurgery is uniquely positioned for success. Take advantage of  these opportunities at our

Ridgefield, NJ facility.

QC CHEMISTRY MANAGER
Manage the analytical and physical chem. lab. Responsible for in-process and release testing. Minimum 5 years
supervisory experience.

COMPLIANCE SPECIALIST—2 positions (one position emphasis on auditing; the other’s emphasis is
on stability coordination)
Minimum 3 years in Quality Assurance Compliance with experience in QSR/GMP in a medical device industry,
or related FDA regulated industry. Auditing experience is a must.  Preferably with knowledge in computer
system validation, CFR Part 11, design control and/or technical complaints; BA/BS Biological Sciences or
related discipline.

MICROBIOLOGIST—Environmental and General
Perform required tests in a state-of-the-art microbiology lab. BS/BA in Microbiology preferred. Minimum 2
years in clean room/ industrial microbiology.

SR. VALIDATION SPECIALIST—Manufacturing
Knowledge and understanding of  engineering and documentation requirements of  validation activities for
implementation; BA/BS or MA/MS in science/engineering; minimum of  4 years work experience in validation
of  pharmaceutical/medical device mfg.; self-directed; skilled in use of  validation equipment such as Kay Validator,
Solomat, etc.; PLC and computer validation a plus.

COMPUTER VALIDATION SPECIALIST—Manufacturing
Implement engineering and documentation requirements of  computer software/hardware validation activities.
Prepare assessments of  and verify compliance with GMP, ISO and good engineering practice for requirements
of  engineering of  computer hardware and software. Prepare and execute IQ, OQ, and PQ computer validation
protocols. BA/BS in science/engineering; minimum of  2 years experience in pharmaceutical/medical device
computerized systems in manufacturing environments.

Genzyme rewards success with an excellent compensation and benefits package, including 3 weeks paid vacation, a 401(k) plan with

company match, extensive insurance benefits, and an Employee Stock Purchase Plan.

Interested candidates should forward resume, indicating position of  interest, to: Fran Lang, Human Resources,

Genzyme Biosurgery, 65 Railroad Avenue, Ridgefield, NJ 07657. Fax: (201) 945-2554. For our current openings
view our website www: genzyme.com under the career section. No phone calls, please.

An equal opportunity employer committed to a culturally diverse work force.
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Tom Wilkin, Chair of PDA’s Training Interest
Group, has just announced that a new subcommit-
tee has been formed for the purpose of providing
guidance in the area of technical training for phar-
maceutical microbiologists.

The new subcommittee, chaired by Richard
Prince of Richard Prince Associates, Inc., is an
outgrowth of the Microbiology Interest Group.
Jeanne E. Moldenhauer, Chair of the Microbiol-
ogy Interest Group, has long acknowledged the
need for benchmarking training qualifications
for pharmaceutical microbiologists. There are
no pharmaceutical industrial standards or regu-
latory guidelines currently established to indi-
cate the type and level of skills and training a
pharmaceutical microbiologist should have.
This determination is so vital to any pharma-
ceutical manufacturing operation because the
new standards would serve to substantially en-
hance a company’s potential compliance posi-
tion. The lack of such guidance may be
interpreted to mean that the industry is unnec-
essarily vulnerable to regulatory interpretation
and other initiatives.

The subcommittee has met once. With a broad
scope focusing on the “microbiological function”
within the plant, early discussions indicate that
there are at least two distinct groups for whom
training guidelines would be especially valuable.
One group would obviously be the “entry-level mi-
crobiologist” who is new to the pharmaceutical in-
dustry and the other would be the professional
from a microbiology-related field.

As to the “entry-level microbiologist”, pharma-
ceutical microbiology requires skills not taught in
most schools such as an understanding of the in-
dustry and the regulations that surround it. The
neophyte microbiologist, and for that matter the
manager of the microbiological lab, are currently
working without a definition of either a baseline

New Subcommittee Organized Around
Microbiological Training
Rick H. Rogers, PDA

or “graduated” industry skill set.
The second target audience for the subcom-

mittee is the professional from a field related to
microbiology. An example, frequently cited by
microbiologists, is the chemist from the analyti-
cal lab who is thrust into the microbiology set-
ting. Some of their skills apply in the
microbiology setting, other do not. Moreover,
the chemist is not wholly prepared to assume the
role of the microbiologist.

While the subcommittee is still in its early
stages of development, particularly in terms
of providing technical training guidance, sev-
eral areas of concern have already been clear-
ly identified. It is anticipated that the
guidelines will almost certainly address such
topics as basic microbiological principles and
theory, contamination control, testing and of
course the regulations related to microbiolog-
ical activities.

The subcommittee members include:
Richard Prince, Richard Prince Associates, Inc.
James Stanek, Merck & Co., Inc.
Ann O’Leary, Ricerca, Inc., Painesville, OH
David McAlister, Amgen, Inc.
Simon Rusmin, Consultant
Ted Collins, Medeva Pharma
Jill Giulianelli, Wyeth-Ayerst ESI Lederle
Maureen Reagan, Quality Systems Consulting,

Inc.
Albert Wellstein, Consultant
Strother Dixon, PDA
Rick H. Rogers, PDA

Individuals interested in making a contribu-
tion to the subcommittee should contact the
Chair, Richard Prince at (973) 564-8565 or
rpaincorp@aol.com. ■

Individuals interested in making a contribution to
the subcommittee should contact the Chair, Richard
Prince at (973) 564-8565 or rpaincorp@aol.com.
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AUGUST

August 14–16, 2001
PDA-TRI New Orleans Course Series
New Orleans, LA

August 20–24, 2001
PDA-TRI Aseptic Processing Course (week 2)
Baltimore, MD

SEPTEMBER

September 2–5, 2001
PDA/IABs Conference on Process Validation for
Biologicals and Biological Products
Hilton Berlin
Berlin, Germany

September 7, 2001
PDA-TRI Course: Contamination Control Basics
Baltimore, MD

September 10–13, 2001
PDA/FDA Joint Conference, Courses and
Tabletop Exhibit
Hyatt Regency Washington, DC on Capitol Hill
Washington, DC

September 17–18, 2001
PDA-TRI Course: Fundamentals of
D, F & z Values
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 and
Tabletop Exhibit
Hyatt Bethesda
Bethesda, Maryland

October 1–5, 2001
PDA-TRI Aseptic Processing Course (week 1)
Baltimore, MD

October 11–12, 2001
PDA-TRI Course: Computer Products Supplier
Auditing Process Model: Auditor Training
Baltimore, MD

October 15–17, 2001
PDA-TRI Palm Springs Course Series
Palm Springs, CA

October 15–17, 2001
PDA Isolation Technology Conference
Hilton New Brunswick
New Brunswick, NJ

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

October 25–26, 2001
PDA-TRI Course: Validating a Steam Sterilizer
Baltimore, MD

NOVEMBER

November 5–9, 2001
PDA-TRI Aseptic Processing Course (week 2)
Baltimore, MD

November 15–16
PDA-TRI Course: Computer Products Supplier
Auditing Process Model: Auditor Training
Baltimore, MD

November 30, 2001
PDA-TRI Course: Contamination Control Ba-
sics
Baltimore, MD

DECEMBER

December 3–7, 2001
PDA ANNUAL MEETING, COURSES
AND EXHIBITION
Marriott Wardman Park
Washington, DC

2002

FEBRUARY

February 11–13, 2002
PDA International Congress, Courses
and Exhibition
Basel Congress Center
Basel, Switzerland

Be sure to watch www.pda.org
for conference and course

updates!

See page 39 to sign up for
PDA-TRI courses.

Continued from Back Cover
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PDA-TRI Course Offerings

Unless otherwise noted, PDA Institute courses are held at: PDA Training and Research Institute,
1450 South Rolling Road, Baltimore, MD 21227, Tel: (410) 455-5800; Fax: (410) 455-5802. PDA has
not secured any specific room blocks for participants attending courses at the Training and Research
Institute. There are several hotels in the Inner Harbor (downtown Baltimore) and BWI airport areas. These
include, but are not limited to:

■ Baltimore Hilton & Towers Inner Harbor—Tel: (410) 539-8400; Fax: (410) 625-1060 ■ Baltimore
Marriott Inner Harbor—Tel: (410) 962-0202; Fax: (410) 625-7892 ■ Embassy Suites-BWI—Tel: (410)
850-0747; Fax: (410) 859-0816 ■ Holiday Inn-BWI—Tel: (410) 859-8400; Fax: (410) 684-6778 ■
Holiday Inn Inner Harbor —Tel: (410) 685-3500; Fax: (410) 727-6169 ■ Homewood Suites BWI**—
Tel: (410) 684-6100; Fax: (410) 684-6810 ■ Hyatt Regency Baltimore Inner Harbor—Tel: (410) 528-
1234; Fax: (410) 685-3362 ■ Sheraton Inner Harbor Hotel—Tel: (410) 962-8300; Fax: (410) 962-
8211. ■ Marriott Residence Inn-BWI**—Tel: (410) 691-0255; Fax: (410) 691-0254.

**no on-site restaurant
For additional hotel information, please visit www.baltconvstr.com, the Baltimore Convention and
Visitors Bureau’s website. Transportation to PDA-TRI: All listed hotels are no more than a 15–20
minute taxi ride to the Training and Research Institute. All hotels can assist you with taxi arrangements.
Registrants may prefer to rent a car for easier access to and from the Institute.   ■

PDA-TRI Location/Lodging Information

Sponsors

Abbott Laboratories
Allegiance Healthcare

Corporation
Alma, Inc.
Becton Dickinson

Microbiology Systems
Berkshire Corporation
Biolog, Inc.
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.

PDA-TRI Thanks the Following...

Electrol Specialties
Company

Endosafe
Environmental Monitoring

Technologies
Genesis Machinery

Products, Inc.
GlaxoSmithKline
Helvoet Pharma
IDEXX Laboratories, Inc.
Interpharm
Kimberly Clark, Corp.
KMI/Systems
La Calhene, Inc.
Larson Mardon Wheaton
Micro Diagnostics
MIDI Laboratories, Inc.
Millipore Corporation
Nalge Co.
Pacific Scientific

Instruments

Pall Corporation
PML Microbiologicals
Raven Biologicals, Inc.
Research Equipment

Services
Rhone-Poulenc Rorer
Sartorius AG
Siemens Building

Technologies, Inc.
SGM Biotech, Inc.
STERIS Corporation
Veltek Associates, Inc.
VWR Scientific

Products
West Pharmaceutical

Services
Wilco AG
Wyeth-Ayerst

Laboratories

Contributors

Amgen, Inc.
Automated Liquid

Packaging, Inc.
Berkshire Corporation
Chesapeake Biological

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

Contamination Control Basics (PDA #213), Four
dates remaining: April 30, 2001; June 29, 2001; Sep-
tember 7, 2001; November 30, 2001—taught by San-
dra A. Lowery, President of Quality Systems
Consulting; $750 PDA members/$900 nonmembers.

Ensuring Measurement Integrity in the Valida-
tion of Thermal Processes (PDA #319), May 1–2,
2001—taught by Göran Bringert, Director of Phar-
ma and Biotech Markets, Kaye Instruments, Inc.;
$1,500 members/$1,650 nonmembers.

Validating a Steam Sterilizer (PDA #322), Two
dates scheduled: May 3–4, 2001; October 25–26,

Upcoming PDA-TRI Education Courses
2001—taught by Ronald Kraus, Associate Director
of KMI Systems and Christopher Mansur, Sr. Com-
puter Validation Compliance Specialist, Genetics In-
stitute; $1,500 members/$1,650 nonmembers.

Computer Products Supplier Auditing Process
Model: Auditor Training, April 5–6, 2001 in Tampa,
Florida; May 10–11 and October 11–12, 2001 in Bal-
timore, Maryland; May 17–18, 2001 in Stockholm,
Sweden; $950 PDA members/$1100 nonmembers.
For more information, vist our Web site,
www.pda.org. ■

These courses will
be held at PDA-TRI
in Baltimore, Mary-
land. For course
content information,
call PDA-TRI directly
at (410) 455-5800.
To register, call PDA
headquarters in Be-
thesda, Maryland at
(301) 986-0293. Be-
low is PDA-TRI Loca-
tion/Hotel
Information.
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❏ Mr. ❏ Ms. ❏ Dr. First Name Middle Initial Last Name

Membership Number

Job Title Company

Business Address

City State/Province ZIP/Postal Code

Tel Fax E-mail

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

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

COURSE  TITLE DATE LOCATIONCOURSE # PRICE (member
or nonmember)

TOTAL : $

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

Account Number________________________________ Exp. Date _______

Name __________________________________________________________

Signature_________________________________________ Date _________

3. Please check the appropriate box:

Payment must be included to be
considered registered.

Federal Tax I.D. #52-1906152

4. Return completed form with payment made to:
PDA, Inc.
P.O. Box 79465
Baltimore, MD 21279-0465 USA
USA Fax: (301) 986-1093 (credit cards only)

Deadline: Enrollment is limited for the benefit of all attendees; this necessitates early registration. Paid registrations must be received one week prior to the event.
Confirmation: Written confirmation will be sent to you once payment is received. You must have this written confirmation to be considered enrolled in a PDA event.
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:______________________  Check:________________________  Amount:____________________  Account:___________________________

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 American Express,
MasterCard, or VISA.

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

PDA-TRI Education Courses Registration Form

(exactly as on card)

LTR 03/01
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PDA Interest Groups & Contact Information

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
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@lyo-t.com

Microbiology/Environ-
mental Monitoring
Jeanne E. Moldenhauer, Ph.D.
16100 W. Port Clinton Rd.
Lincolnshire, IL 60069
Tel: 847-977-4580
E-mail—
jeannemoldenhauer@yahoo.com

Ophthalmics
Richard M. Johnson
Alcon Laboratories, Inc.
Mail Code Q-146
6201 South Freeway
Fort Worth, TX 76134
Tel: 817-568-6085
Fax: 817-568-7004
E-mail—
richard.johnson@alconlabs.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
226 Renfrew Ave.
Trenton, NJ 08618
Tel: 609-392-6462
Fax: 609-392-8623
E-mail—
davmaynard@aol.com

Quality Assurance/
Quality Control
Don E. Elinski
Geneva Pharmaceuticals, Inc.
2655 W. Midway Blvd.
Broomfield, CO 80038
Tel: 303-438-4532
Fax: 303-438-4590
E-mail—
don.elinski@gx.novartis.com

Solid Dosage Forms
Pedro J. Jimenez, Ph.D.
Eli Lilly & Co.
Eli Lilly Corporate Center
Indianapolis, IN 46285
Tel: 317-277-3618
Fax: 317-276-4669
E-mail—
jimenez_pedro_j@lilly.com

Stability
Rafik H. Bishara, Ph.D
Eli Lilly & Co.
DC 2623 Eli Lilly Corporate Center
Indianapolis, IN 46285
Tel: 317-276-4116
Fax: 317-276-1838
E-mail—
rhb@lilly.com

Sterilization/Aseptic
Processing
James P. Agalloco
Agalloco & Associates
2162 US Highway 206
Belle Mead, NJ 08502
Tel: 908-874-7558
Fax: 908-874-8161
E-mail—
jagalloco@aol.com

Training
Thomas W. Wilkin, Ph.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 4951-259-175
Kalamazoo, MI 49001-0199
Tel: 616-833-8906
Fax: 616-833-5195
E-mail—
john.g.shabushnig@am.pnu.com

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 Validation
Michael L. Wyrick
KMI/Paraexel
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.
Vice President World Wide
Compliance
Aventis Behring
1020 First Avenue
P.O. 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



At American Pharmaceutical Partners, Inc. (APP), we always look to the
future and its possibilities while keeping our eyes firmly focused on deliv-
ering much-needed products today. This philosophy has made us one the
world’s major suppliers of multi-source injectable pharmaceuticals and
the positive response to our products makes us one of the fastest grow-
ing companies of its kind. We also apply this way of thinking to our peo-
ple, anticipating what their needs for tomorrow will be and delivering the
types of opportunities and benefits they require today. Won’t you join us?
We offer career opportunities in the following areas:

• Research and Development
• Manufacturing/Production
• Quality Control
• Quality Assurance
• Engineering
• General Administration

For more info on opportunities, please
visit our website at www.appdrugs.com.

We offer an excellent full benefits program
which includes stock options and shift incentives.

Forward your interest to us today and we’ll let you
in on what makes APP such a great place to be.

Attn: Human Resources
1101 Perimeter Drive, Suite 300
Schaumburg, IL 60173-5837
Fax: 847-413-2670    

EOE M/F/D/V

A N T I C I P A T I N G

T O M O R R O W
D E L I V E R I N G
T O D A Y
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Registration Form

PDA Use: Date: Check: Amount: Account:

1. Please type or print your name, address and affiliation.     ❍ Mr.  ❍ Ms.  ❍ Dr.
FIRST NAME/MI LAST NAME

JOB TITLE MEMBERSHIP NUMBER (if known)

COMPANY

BUSINESS ADDRESS

POSTAL CODE/CITY/COUNTRY

PHONE: FAX:

E-MAIL:

❍ 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. Participation Fees:
Individuals registering at the nonmember rate receive one full year of PDA membership. Persons
registering for multiple events need only pay the full nonmember fee once. If you do not want to
become a PDA member, please check here ❍

•Conference Fee (Members) .................... US$845 ❍

•Conference Fee (Nonmembers) .............. US$995 ❍

•Conference Fee (Government) ................ US$495 ❍

Total Amount: US$

3. Payment Instructions:  Make check payable to PDA in US Dollars by check drawn on a US bank, or
indicate your credit card number, expiration date and authorization below.

Credit Card: ❍ Amex ❍ MasterCard ❍ Visa

Cardholder Name:

Card Number: Expiration:

Cardholder’s Signature:

Confirmation:  Written confirmation/invoice will be sent to you once registration is received.
Substitutions:  If a registrant is unable to attend, substitutions are welcomed and may be made at any time. If you are a

nonmember substituting for a member, the additional nonmember fee must be paid.
Refunds:  Refund requests must be in writing. If received at PDA Headquarters by March 5, 2001, a full refund, less a

processing fee, will be made. If received by March 19, 2001, 50% 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. Course enroll-
ment is limited for the benefit of all attendees; this necessitates early registration.

4. Return completed form via Fax to 301-986-1093 or mail to:
PDA
P. O. Box 79465
Baltimore, MD 21279-0465, USA

Business Environment
(check one)

❍ Pharmaceutical
Manufacturing

❍ Engineering and Construction
❍ Industry Supplier
❍ Consultant
❍ Employee of Government

Regulatory Agency
❍ Academic
❍ Medical Device Manufacturer
❍ Pharmacy
❍ Recruiter
❍ Contract Manufacturing
❍ Other

Professional Interest
(check all that apply)

❍ Aerosols
❍ Analytical Chemistry
❍ Biotechnology
❍ Biologicals
❍ Blow-Fill-Seal
❍ Calibration
❍ Computer Validation
❍ Contract Manufacturing
❍ Drug/Device Delivery

Systems
❍ Filtration
❍ Formulation Development
❍ GMP Compliance/

Inspection Trends
❍ Isolation Technology
❍ Liquids
❍ Lyophilization
❍ Maintenance
❍ Manufacturing/

Production
❍ Microbiology/Environ-

mental Monitoring
❍ Ointments
❍ Ophthalmics
❍ Packaging Science
❍ Parenterals
❍ Production & Engineering
❍ Quality Assurance/

Quality Control
❍ Regulatory Affairs
❍ Research
❍ Solid Dosage Forms
❍ Stability
❍ Sterilization/Aseptic

Processing
❍ Training
❍ Vaccines
❍ Validation
❍ Visual Inspection of

Parenterals

Global Pharmaceutical ManufacturingGlobal Pharmaceutical ManufacturingGlobal Pharmaceutical ManufacturingGlobal Pharmaceutical ManufacturingGlobal Pharmaceutical Manufacturing
and Quality Strategiesand Quality Strategiesand Quality Strategiesand Quality Strategiesand Quality Strategies

April 5–6, 2001

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

LTR 03/01
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Technical & Regulatory Resources Available

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

Guide to Inspections of Pharmaceutical Quality
Control Laboratories; July 1993; Office of Reg-
ulatory Affairs; 15 pp; $15 members/$30
nonmembers. FDA 28

Guide to Inspections of Validation of Cleaning
Processes; July 1993; Office of Regulatory Af-
fairs; 9 pp; $15 members/$30
nonmembers. FDA 29

Guide to Inspections of High Purity Water
Systems; July 1993; Office of Regulatory Af-
fairs; 13 pp; $15 members/$30
nonmembers. FDA 31

Guide to Inspections of Microbiological Pharma-
ceutical Quality Control Laboratories; July
1993; Office of Regulatory Affairs; 8 pp; $15
members/$30 nonmembers. FDA 32

Guideline on Sterile Drug Products Produced by
Aseptic Processing; June 1987; CDER, CBER,
Office of Regulatory Affairs; 43 pp; $15 mem-
bers/$30 nonmembers. FDA 33

Guideline on Validation of Analytical Methods:
Definitions & Terminology (Q2A); March 1,
1994; CDER; 4 pp; ICH Step 5 Final Guideline.
$15 members/$30 nonmembers. FDA 53

Review Guidance, Validation of
Chromatographic Methods; November 1994;
CDER; 33 pp; $25 members/$40 nonmembers
FDA 108

Validation Documentation Inspection Guide;
1993; ORA; 27 pp; Not available on the Inter-
net. $25 members/$40 nonmembers. FDA 110

Guideline on the Validation of Analytical Proce-
dures: Methodology; May 19, 1997; ICH; 5 pp;
ICH Step 5 Final Guideline. $15 members/$30
nonmembers. FDA 125 (revised)

Draft Guidance for Industry: Manufacturing, Pro-
cessing or Holding of Active Pharmaceutical In-
gredients; April 17, 1998; CDER/CBER/CVM; 57
pp; Revised draft of FDA GMP guidance for APIs
originally released in September 1996. $35
members/$50 nonmembers. FDA 158

General Principles of Software Validation Guid-
ance for Industry; June 1, 1997; CDRH; 20 pp;
$25 members/$40 nonmembers. FDA 187

Stability Testing of Drug Substances and Drug
Products; June 1998; CDER/CBER; 114 pp; FDA’s
revised draft guidance for industry on stability test-
ing. $35 members/$50 nonmembers. FDA 220

Investigating Out-of-Specification (OOS) Test
Results for Pharmaceutical Production; Draft
Guidance; September 1998; CDER; 11 pp; $15
members/$30 nonmembers. FDA 229

Evaluation, Validation and Implementation of New
Microbiological Testing Methods; This report is in-
tended to provide a general approach to the intro-
duction of new microbiology methods in a
government-regulated environment. It is also in-
tended to provide guidance for the successful eval-
uation, validation and implementation of new
microbiological methods needed by the pharma-
ceutical, biotechnology and medical device indus-
tries to assure product quality. These new
methodologies offer significant improvements in
terms of the speed, accuracy, precision and speci-
ficity with which testing can be performed. 2000;
37 pp; $75 members/$125 nonmembers. TR 33

Auditing of Suppliers Providing Computer Products
and Services for Regulated Pharmaceutical Opera-
tions; Developed in response to an FDA challenge
to develop a standard way to assess the structural
integrity of acquired software, TR 32 was written by
the PDA Supplier Auditing and Qualification Task
Group (SA&Q), which included pharmaceutical
companies, suppliers, auditors and FDA members
who used their experiences 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
Collection Tool. Use of these tools will provide con-
sistent audit information that can be shared within
the industry. December 1999; $90 members/$140
nonmembers (paper copy); TR 32. $50 members/
$75 nonmenbers (CD-ROM format) TR 32 CD.

Validation and Qualification of Computerized Labo-
ratory Data Acquisition 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, test-
ing, control and usage of Laboratory Data Acquisi-
tion Systems (LDAS) used within a GMP-, GLP- or
GCP-regulated environment. Addresses computer-
ized LDAS within a regulated environment; also ap-
plicable to systems critical to the operation of a
company, department or function, regardless of the
system’s regulatory impact. 1999; 12 pp; $50
members/$75 nonmembers. TR 31

Points to Consider for Cleaning Validation; This
document provides guidance relative to the valida-
tion of cleaning for a broad range of processing
systems and product types within the pharmaceuti-
cal industry. The report includes perspectives on
the application of cleaning validation guidance in
the areas of finished pharmaceuticals, bulk pharma-
ceutical chemicals, biopharmaceuticals and clinical
products. It is the pharmaceutical companion to
“Cleaning and Cleaning Validation: A Biotechnolo-
gy Perspective” published by PDA in 1996. 1998;
23 pp; $75 members/$125 nonmembers. TR 29

PDA Technical Reports AvailableFDA Documents Available

PDA Books Available

Cleaning & Cleaning Validation: A Biotechnology
Perspective; R. Brunkow et al.; 1995; 190 pp;
$125 members/$145 nonmembers. Item No.
13002
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Date:           Check:     Amount:      Account:

Ordering Documents and Publications from PDA

Name Member No.

Company

Address

City                                                    State Country                    Zip/Postal Code

Tel:                                                        Fax:                                                       E-mail:

Payment type:     Check drawn on a US bank MC        VISA        AMEX

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

Fax: (301) 986-1093

Questions? (301) 986-0293 x133 or info@pda.org

PDA USE:
Date: Check: Amount: Acct:

Payment
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
of all bank charges; or credit card.

Federal Tax I.D. #52-1906152

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

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.

      Document No. Title Qty. Price Total

Subtotal

Shipping & Handling

5% Tax
(MD Residents Only)

TOTAL

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

Domestic US Shipping & Handling Rates
If your order totals: Add:
$ 15.00 and under $  5.95
$ 15.01–$  75.00 $  7.95
$ 75.01–$ 150.00 $  9.95
$150.01–$250.00 $11.95
$250.01 or more $13.95

International orders (including Puerto Rico
& Canada): Please add 20%, minimum
$18.00, maximum $150.00. Items are sent
priority air, but 2-day service is available for
some countries; please call for details.

Credit Card #                                                            Exp.

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

Signature

Wire Transfer

Technical & Regulatory Resources Available

LTR 03/01
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PDA Chapter Contacts

New members are forwarded to chapter mailing lists on an ongoing basis. For immediate notifica-
tion 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
Life Technologies, Inc.
Tel: (301) 610-8567
Fax: (301) 610-8768
E-mail: aburgens@lifetech.com

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

European 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. Ginsbury
PCI–Pharmaceutical Consulting Israel Ltd.
Tel: +972-3-9214261
Fax: +972-3-9215127
E-mail: kstaylor@netvision.net.il

Italy Chapter
Contact: Vincenzo Baselli
Pall Italia
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: Illinois, Indiana, Ohio,
Wisconsin, Iowa, 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: Beth Bertelsen
BB Consulting Services
Tel: (858) 487-1022
Fax: (619) 253-4322
E-mail: bbcs@gateway.net

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
Glaxo Wellcome
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: Michele Livesey
Genentech, Inc.
Tel: (650) 225-3536
Fax: (650) 225-5402
E-mail: Livesey@gene.com



Introducing

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.

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.kayeinc.com

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

Another innovation from the 
leader in process validation.

ValProbe™ValProbe™

Advanced data pro-
cessing and reporting
provide access to
your data…now.

Another innovation from the 
leader in process validation.

• ACCURACY 
• COMPLIANCE 

• EASE OF USE  
• SERVICE

Introducing

ValProbe is a trademark and the Kaye logo is a registered trademark of
Kaye Instruments, Inc. Copyright 2000 Kaye Instruments, Inc.

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 Et0 sterilization, tunnels, ovens, incubators,
rotating machinery, and conveyors.

Innovation from the leader.
ValProbe’s ability to rapidly process data from 
up to 99 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.
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Calendar of EventsCalendar of EventsCalendar of EventsCalendar of EventsCalendar of Events

See page 37
for the con-
tinuing list.

APRIL

April 2–6, 2001
PDA Good Electronic Records Management
(GERM) Conference, Course and Exhibition
Hyatt Tampa
Tampa, FL

April 5–6
PDA-TRI Course: Computer Products Supplier
Auditing Process Model: Auditor Training

April 5–6, 2001
Global Pharmaceutical Manufacturing and
Quality Strategies
Grand Hotel Timeo
Taormina, Italy

April 23–27, 2001
PDA-TRI Aseptic Processing Course (week 2)
Baltimore, MD

April 30, 2001
PDA-TRI Course: Contamination Control Basics
Baltimore, MD

MAY

May 1–2, 2001
PDA-TRI Course: Ensuring Measurement
Integrity in the Validation of Thermal Processes
Baltimore, MD

May 3–4, 2001
PDA-TRI Course: Validating a Steam Sterilizer
Baltimore, MD

May 10–11, 2001
PDA-TRI Course: Computer Products Supplier
Auditing Process Model: Auditor Training
Baltimore, MD

May 14–18, 2001
PDA-TRI Aseptic Processing Course (week 1)
Baltimore, MD

May 17–18, 2001
PDA-TRI Course: Computer Products Supplier
Auditing Process Model: Auditor Training

(in conjunction with the R3 Nordic Annual
Symposium)

Stockholm, Sweden

JUNE

June 5–7, 2001
PDA-TRI New Jersey Course Series
Hilton - East Brunswick
East Brunswick, NJ

June 5, 2001
 - Using INFOSEC Technology and Procedures
for 21 CFR Solutions
 - PDA Audit Process Model Management
Overview Training
June 5–6, 2001
 - Basic Concepts in Cleaning and Cleaning
Validation
June 5–7, 2001
 - GMP Training Manager Workshop
 - Active Pharmaceutical Ingredients:
Manufacture Validation
 - Pharmaceutical Water Systems Design
and Validation
June 6, 2001
 - Designing Regulatory Training that Works
June 6–7, 2001
 - PDA Computer Products Supplier Auditor
Training
June 7, 2001
 - Writing and Auditing CGMP Documentation
 - A Practical Guide to Change Control

June 18–22, 2001
PDA-TRI Aseptic Processing Course (week 2)
Baltimore, MD

June 29, 2001
PDA-TRI Course: Contamination Control Basics
Baltimore, MD

JULY

July 18–19, 2001
PDA Southeast Chapter Meeting & PDA-TRI
Courses
Sheraton Chapel Hill
Chapel Hill, NC

July 18, 2001
Using Authentication and Encryption
Technology for 21 CFR 11 Solutions
July 18–19, 2001
Parenteral Packaging: Rubber, Glass, Plastic,
and Metal Seals
July 19, 2001
Writing and Auditing CGMP Documentation

July 23–27, 2001
PDA-TRI Aseptic Processing Course (week 1)
Baltimore, MD

Be sure to watch
www.pda.org

for conference
and course
updates! continued on page 37




