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As more and more companies release drug products requiring temperature management during
distribution the role of the distribution packaging engineer has become quite challenging. From
DAY controlled room temperature products to those requiring sub zero conditions, there can be an
‘ intimidating amount of solutions available.
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34 A Look into the Future of Parenteral Manufacturing: Part 1

The 2010 Parenterals Conference gave an overview on existing issues and potential solutions as
well as future trends. While it is impossible to give a details of everything that was presented, the

I~ following review offers some highlights that might convey the spirit and value of the event.

39 PDA's 5th Annual Microbiology Conference Hits Blogosphere

38 Speakers at Biennial Training Conference Rate a 4 out of 5

GMP and regulatory compliance trainers from locations around the world came together this October
in Baltimore, Md. where the theme of the conference was Compliance Training and Performance in
a Changing Environment.

As part of his site, rapidmicromethods.com, Dr. Michael Miller blogs about various topics of interest.
This year, he covered PDA’s 5th Annual Pharmaceutical Microbiology Conference, and has graciously
allowed us to share some of his posts in the PDA Letter.
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Virus contamination is not a common occurrence in the tightly controlled world of vaccine and
therapeutic biotech manufacturing. Yet the issue was suddenly thrust into the spotlight in 2009 and
2010, as two high-profile cases of product/process contamination made headlines.
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We are always looking for articles on the latest regulatory developments, science and technology
trends, and other topics important to our community. For the May issue, we are looking for articles
on supply chain, for June, internal investigations, and for the July/August issue, aseptic processing.
If you want to contribute, contact Emily Hough at hough@pda.org.
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24  The Power of Knowledge

Knowledge is already one of the most precious commodities in the pharmaceutical industry.
According to the Oxford English Dictionary, knowledge is defined as “expertise, and skills acquired
by a person through experience or education; the theoretical or practical understanding of a subject.”
The competition to get the most knowledgeable people has already started and companies are
spending a lot of time and money to find, attract and hire subject matter experts. This seems to be
in conflict with the recent layoffs in the pharmaceutical industry. But both are parts of a picture to
get more efficient and to reach operational excellence.
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28 A Look into the Future of Parenteral Manufacturing: Part 2

The first to give a flavor of where the industry comes from, what has been achieved, what is still an
issue and where it is heading was Tor Graberg, Chief Pharmaceutical Inspector, Medical Products
Agency, Sweden. Graberg elaborated on globalization and harmonization needs and projects, big
versus small pharma positions and potentials, information and trust building, role and implications
of contract manufacturing and environmental impact.
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18 Process Validation: Industry Comments Impact Six Aspects of FDA PV Guidance

Since the new U.S. FDA Guidance for Industry on Process Validation: General Principles and
Practices was published as a draft in Nov 2008, the pharmaceutical industry has asked many
questions and voiced concern about implementation challenges. FDA refined the document
based on the comments that were received from industry.

Cover Art lllustrated by Katja Yount

Regulation

28 Advisory Board Update: RAQC Renamed to RAQAB; Still
Connecting People, Science and Regulation

30 PDA Provides General Comments on Ch. 5 of the EU GMP Guide

32 PDA Concerned Over Scope of Ch. 7 EU GMP Guide

34 Regulatory Briefs

Programs & Meetings — North America

36 Single-Use Systems Workshop—A Must Attend Event

38 PDA/FDA Conference—Too Important To Miss

40 Supply Chain Regs. to be Discussed at Conference

40 Workshop Evaluates Usability of Combination Product Design

42 Best Practices to be Discussed at Glass Quality Conference

Programs & Meetings — Europe

44 PDA/EMA Conference to Cover Partnerships with Authorities

47 Industry, Regulatory Dialogue to Take Place at ATMPs Workshop

TRl — Education

48 TRI Unveils New Approach to Courses that will Save Firms Money



Contents

Features
22

Guidance for Industry
Process General
Principles and Practices , o
.A@“
N
gidances or industey
5 ]
5 e e qud® o
bo? 5 Q —
1 e v“%‘erﬂﬁs
e

fe¥hances

Process Validation: FDA has Guidance, Industry has Questions

The U.S. FDA's final Guidance for Industry on Process Validation: General Principles and
Practices (a revision of the 1987 guideline) is sure to raise a lot of questions as industry works
to implement new principles.

PDA’s MisSION

To develop scientifically sound, practical

technical information and resources to advance
science and regulation for the pharmaceutical
and biopharmaceutical industry through the

expertise of our global membership

PDA’s VisioN

To be the foremost global provider of science,
technology, and regulatory information

and education for the pharmaceutical and
biopharmaceutical community

PDA

Parenteral Drug Association

N/

Connecting People, Science and Regulation®

EXECUTIVE STAFF

Richard Johnson Robert Dana David Hall ‘Wanda Neal
President Sr. VP, Regulatory Affairs & TRI VP, Sales VP, Programs & Registration Services
Craig Elliott Adrienne Fierro Rich Levy, PhD Georg Roessling, PhD
CFO VP, Marketing Services Sr. VP, Scientific & Regulatory Affairs St. VP, PDA Europe
PDA BoarD OF DIRECTORS
OFFICERS
Maik Jornitz Anders Vinther, PhD Harold Baseman Rebecca Devine, PhD John Shabushnig, PhD

Chair (Sartorius Stedim Biotech)

Chair-elect (Genentech, Inc.)

Treasurer (ValSource LLC)

DIRECTORS
Jette Christensen, Zena Kaufman, Michael Sadowski, Sue Schniepp,
Novo Nordisk Abbott Baxter Healthcare OSO BioPharmaceuticals
Gabriele Gori, Steven Mendivil, Junko Sasaki, Dainippon Lisa Skeens,
Novartis Amgen Sumitomo Pharmaceuticals Baxter Healthcare

Secretary (Regulatory Consultant)

Immediate Past Chair (Pfizer Inc.)

Christopher Smalley, Martin VanTiieste,
Merck Amgen

Amy Scott-Billman, Glenn Wright,
GlaxoSmithKline Eli Lilly



Cover

PDA Letter

Volume XLVII « Issue #5 www.pda.org/pdaletter

22 Eight Solutions for Controlling Supply Chain Risk

The pharmaceutical supply chain is particularly at risk in the zones outside of the direct
control of manufacturers: ingredient supply and final product distribution. In this issue
of the PDA Letter, we present articles that offer a number of solutions to lower risks

throughout the chain.
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Multi-Pronged Strategy Needed to Combat Counterfeiters

Globalization is impacting most industries, and the pharmaceutical industry is no exception. On the positive
side, it has enabled our industry to enter markets all over the world and provide life-giving medicines to millions
of patients. With the benefits of globalization, however, come significant challenges and responsibilities.

Achieving Visibility On-Demand

There are no easy answers to the question of how to reduce risks in the pharmaceutical supply chain, particularly with
respect to ingredients purchased from an expanding and complex international market. In recent years, PDA has worked
with industry and regulators to sponsor meetings, an industry consortium has formed, new regulations/guidances have
passed and/or are being considered, yet it seems there continues to be more questions than answers.

IPEC Contributions Mitigate Risk in Excipient Supply Chain

The supply chain for drug components has become an area of strong focus for drug manufacturers and
regulators around the world in recent years, due to several unfortunate events that affected the health of
hundreds of patients around the world. These events revealed once more that patient safety cannot only
depend on the drug itself and its manufacturing conditions, but on each step of the supply chain, from the
starting material to the end-user.

New Product Tracking Systems Soon Required

Working to ensure that safe and effective drugs are available to consumers, industry and regulators are looking
to authenticate and identify achievable features of a track and trace system.
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26 Implementing Regulatory Intelligence — An Organizational Program
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Regulatory Intelligence (RI) is a key enabler for any company to be able to reach an optimized and
harmonized state of global compliance.
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The mark of a strong quality system is one that evolves when things go wrong. Amgen’s recent
experience with glass breakages shows that the company is committed to having the best pos-
sible system for monitoring and improving quality.
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30 The Value of Plant Isolates in Pharma Quality
Increasingly, pharmaceutical companies are including their own isolates in the battery of microorganisms that they use
for media growth promotion testing and validation studies. These “plant isolates” are wild-type strains isolated during
environmental monitoring, sterility and bioburden testing, and routine testing for contamination or spoilage. In so doing,
these companies seek best microbiology practice, but it remains somewhat controversial.
38 Delamination Propensity of Pharmaceutical Glass Containers by Accelerated Testing with
Different Extraction Media
The issue of delamination is a serious one as it can cause glass particles to appear in vials, a problem that has forced a
number of drug product recalls in recent years. To combat this, pharmaceutical and biopharmaceutical manufacturers need to
understand the underlying reasons for glass delamination.
44 Root Cause an Elusive End for Micro Investigations
While there are some guidance documents available (e.g., the United States Pharmacopeia and the Aseptic Guidelines
for products marketed in the United States and the Orange Guide for the UK), it is truly through years of experience that
one knows how to properly handle investigations into non-conforming microbiological results. This article will focus on
sterility testing failures, environmental monitoring non-conformance results and media fill failures.
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What if you can preempt quality and compliance problems by training employees to be aware of
potential deviations that occur throughout their day and, going further, document them and take
proactive corrective measures? Sound a little bit like a Quality version of Minority Report? Well,
this is exactly what we have done at Grifols Clayton site (formerly Talecris), and the results are
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The PDA Letter Editorial Committee is looking for active PDA members to provide ideas and to comment on articles for the
PDA Letter. For more information about this two-year volunteer commitment, please contact Emily Hough at hough@pda.org
by December 15.

Authors Wanted!
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September FDA Organizational Changes July 2
October 1) Biosimilars; Generics August 3
2) Targeted Therapies
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