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The Parenteral Drug Association presents the...

PDA Biennial 
Training Conference

From Training to Learning – Improving 
Performance in a Regulated Environment

October 8-9, 2012
Hyatt Regency Bethesda | Bethesda, Maryland

The PDA Biennial Training Conference has been designed to provide participants with innovative knowledge, 
skills and proven tools to increase employee performance within a regulated environment. Created for anyone 
with training responsibilities in the bio/pharmaceutical industry, this conference will provide the most current 
information needed to strengthen your training expertise. 

PDA is offering you the best training conference in the industry and sessions include:  

• A MUST ATTEND Opening plenary session: 
• Vaccine Academy Training: Learn how a company’s 

Vaccine Sterile Manufacturing division is leveraging 
learning to build capability and become a high 
performance organization

• 27 Concurrent sessions broken down into three topic 
structures:
• From Training Programs to Learning Programs
• Training System Effectiveness
• From Theory to Practice 

 

• Round table sessions devoted to current training issues: 
• What to Do When Training is NOT the Solution 
• What to Do When an Employee Passes Their Initial 

Assessment, But Does Not Apply the Knowledge/
Skills on the Job 

• Use of Job Aids (Paper and Electronic)
• Closing plenary session on Regulatory Training 

Expectations. Hear directly from the regulators 
on what they want to see when they visit your 
organization

• And much more

PDA’s Training and Research Institute will be hosting three training courses following the PDA Biennial 

Training Conference on October 10-11.

Visit www.pda.org/biennial2012 
for more information and to register

Exhibition: October 8-9 | Courses: October 10-11

Register By 
September 7th 

and Save Up 
to $200!

The Parenteral Drug Association presents...

Responsibilities of Executive 
Management (Operations and Quality) – 

Implementing the Principles of ICH Q10: 
2012 PDA/FDA Pharmaceutical 

Quality Systems Workshop
Business and Regulatory Expectations

September 12-13, 2012
Baltimore Marriott Waterfront Hotel | Baltimore, Maryland

“The commitment to quality may cost more, but it manages the risk of even more costly failures. I think only until the 
business side becomes convinced of this equation and how it parses out that we are going to get substantial progress. 
Both FDA and industry need to take additional steps. You can expect from us a renewed effort over the next several 
years in this area to move many of the issues brought up in this talk forward to get us to the desired state.”

Woodcock Criticizes Industry on Quality Management, FDA WebView

The principles of ICH Q10 can improve business performance and productivity through enhanced quality and 
compliance. Success relies on a multi-functional team. Realizing the full business value of ICH Q10 requires close 
collaboration between the development, manufacturing and quality teams.

Ensure your executive operation teams are also present to hear from experts in the application of ICH Q10. 
Take this unique opportunity for your stake-holders to have a seat at this important table. Explore the rapidly 
changing expectations around quality, as seen by industry leaders and key FDA personnel.

Some confirmed speakers are:

• Richard Friedman, Associate 
Director, OMPQ, CDER, FDA 

• Neil Wilkinson, Senior Partner, 
NSF-DBA 
 

• Steven Lynn, Office Director 
(acting), OMPQ, CDER, FDA

• Robert Sausville, Director, Division 
of Case Management, CBER, FDA 

• Anders Vinther, PhD, Vice President, 
Quality Biologics Operating Unit, 
Global Quality, Roche 

• Ronald Stellon, Vice President, 
Quality Assurance, AstraZeneca

Visit www.pda.org/ICHQ10 
for more information and to register.

Brochure now 
available!

Download at 
www.pda.org/ICHQ10
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The BD FACSMicroCount System 
saves you time and improves 
your operational efficiency

•  Enables early intervention 
to reduce your risk

•  Runs multiple sample types and 
test protocols simultaneously

•  Provides easy-to-use workflow 
and walk-away automation

• Reduces inventory related costs

•  Correlates directly with traditional  
methods

Microbiology – it’s what we do.

Find out what the BD FACSMicroCount 
System can do for you. Visit us on the 
web at www.bd.com/ds/microcount

Confidence in microbial solutions 
to save you time.

BD, BD Logo and FACSMicroCount are trademarks of Becton, Dickinson and Company. ©2011 BD

BD Diagnostics
800.638.8663
www.bd.com/ds

BD FACSMicroCount™

Rapid Microbial Enumeration and Detection System

Rapid

FACSMicroCount_ad.indd   1 10/19/11   2:26 PM

Latest TR Helps Industry Validate Analytical Methods
Similar to the manufacturing process, an 
analytical method can also be considered 
a process. The validation strategy for an-
alytical methods could therefore concep-
tually follow those of Process Validation. 
As such, Analytical Method Validation 
(AMV) can be defined as the collection 
and evaluation of data from the analyti-
cal method development stage through-
out routine QC testing which establish-
es scientific evidence that an analytical 
method is capable of consistently deliv-
ering accurate and reliable results. 

PDA Technical Report No. 57: Analyti-
cal Method Validation provides practical 

and strategic guidance to efficiently use 
historical data and knowledge to design 
suitable risk-based AMV studies and to 
set appropriate protocol acceptance crite-
ria. The document provides an illustrated 
map of the typical method lifecycle steps 
prior, during, and beyond the AMV 
studies to help users visualize their AMV 
program. The typical sequence of all pre-
validation, validation, and post-valida-
tion steps is reflected in the sequence of 
sections in the technical report. 

Technical Report No. 57 provides risk-
based guidance for the validating meth-
ods following their development or 

qualification. It also contains risk-based 
guidance for other, related method life-
cyle steps, such as Analytical Method 
Transfer (AMT). 

The guidance provided builds upon the 
International Conference on Harmoni-
zation  (ICH)  Q2  (R1)  guidelines  and 
includes additional considerations for 
analytical platform technology (APT) 
methods as well as the impact of stake-
holder considerations, and essentially all 
modern quality expectations as recom-
mended in the ICH Q8 (R2), Q9, and 
Q10 guidelines. 

Coming Soon! PDA’s Latest Technical Report on 
Controlled Distribution
PDA Technical Report No. 58: Risk Management for Temperature-Controlled Distribution will be available in 
August. Check the PDA Letter and the PDA Bookstore for more information. 

PDA Analytical Method Validation And Transfer For Biotechnology Products Task Force Members
Authors

Stephan O. Krause, PhD, Chair, MedImmune, USA

Florence Baudoux, PhD, GlaxoSmithKline, Belgium

Pierre Douette, PhD, Eurogentec S.A., Belgium

Nicole Gibelin, PhD, Sanofi Pasteur, France

Alice E. Grebanier, PhD, Centocor R&D, USA

Rajesh Krishnamurthy, PhD, Zyngenia, Inc., USA

Carl-Gustav, Millinger, PhD, Swedish Orphan Biovitrum, Sweden

Frank Moffatt, PhD, Solvias AG, Switzerland

Dwayne Neal, SAIC-Frederick, Inc., USA

Phillip Ramsey, SAIC-Frederick, Inc., USA

Michael Rooney, PhD, BioTechLogic, USA

Melissa J. Smith, MJ Quality Solutions, USA

Michael Warncke, PhD, Bayer HealthCare, USA

Earl K. Zablackis, PhD, Sanofi Pasteur, USA

Contributors

Patricia W. Cash, PhD, MedImmune, USA

Larissa Chirkova, Novozymes, Australia

Marta Germano, Pharming Technologies, The Netherlands

Siegfried Giess, PhD, Paul-Ehrlich Institute, Germany

Richard V. Levy, PhD, Parenteral Drug Association, USA

Genevieve Lovitt-Wood, G.I. Lovitt & Associates, USA

Rashmi Rawat, PhD, Food and Drug Administration/CDER, USA
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Special Offer for 
the Quality Systems 

Workshop!
To make sure you bring your operations personnel to the 
2012 PDA/FDA Pharmaceutical Quality Systems Workshop, we 
are extending a special registration discount of 20% to those 
in operations. 

Please note that those in quality will pay full price for the 
Workshop.

Visit www.pda.org/ICHQ10 to register today! 

Over 30 U.S. FDA Officials to 
Speak
Over thirty officials from the U.S. FDA have confirmed that 
they will be speaking at  the 21st consective PDA/FDA Joint 
Regulatory Conference.

Throughout the event, mid-level officials will provide updates 
on the current efforts impacting the development of global 
regulatory strategies in Baltimore, Md. 

Later at the conference, compliance directors will provide 
their perspective on current “hot topics” in the compliance 
and enforcement areas. Significant FDA 483 observations 
and other regulatory actions will be covered. 

Agency leaders from CBER, CDER, CDRH, CVM and 
ORA will also speak about their Center’s current and future 

initiatives at the final plenary session. For more infor-
mation or to register for the event, visit www.

pda.org/pdafda2012. 

The Parenteral Drug Association presents...

https://europe.pda.org/Parenterals2012

PDA Europe Conference

Parenterals 
2012

CONFERENCE  | EXHIBITION | TRAINING COURSE5

Due to the fact that parenterals are gaining 
ever more importance,  the 2012 conference 
will address the following topics:
- Technology updates, innovations in equipment  

and process technology
- Production environments and their control
- Facilities design and production planning
- Impact of recent regulatory guidances
- Component related quality impacts, testing 

and inspection
- Regulatory expectations and trends

6-7 November 2012 
Hesperia Tower Hotel
Barcelona | Spain

Register by 
10 September 

2012 
 and SAVE!

Training Course 
Recommended 

Practices for 
Manual Aseptic 

Processes

Training Course 
Process Validation 

and Verification: 
A Lifecycle 
Approach

Training Course 
Implementation of 

Quality Risk Management 
for Commercial 
Pharmaceutical 

and Biotechnology 
Manufacturing 

Operations

2012Parenterals_Halfpage_US_ver.indd   1 07.06.12   10:03
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Help Improve the Integrity of the Supply Chain
Bethesda, Md. • November 13-14 • www.pda.org/supplychain2012
2012 Program Planning Committee

The program planning committee 
would like to invite you to attend the 
2012 PDA/FDA Pharmaceutical Supply 
Chain Conference from November 13-14 
in Bethesda, Md. 

Improving the integrity of the entire 
supply chain for pharmaceutical ingre-
dients and finished products ultimately 
helps ensure the 
quality and safety 
of medicines for 
patients. Globaliza-
tion of pharmaceu-
tical manufacturing 
and distribution is 
bringing manufac-
turers and suppliers 
to public forums such as these to discuss 
how to manage emerging concerns in-
cluding illegal acts such as counterfeit-
ing, diversion and intentional adultera-
tion. Globalization is also prompting 
legislators and regulators to seek en-
hancement to existing standards and 
practices for improved supplier quality 
management, manufacturing and distri-
bution. Regulators are also developing 

cooperative approaches to share infor-
mation and the burden of oversight. 

Management of today’s globalized sup-
ply chains by manufacturers requires 
a greater volume of knowledge about 
suppliers, careful consideration of a 
multitude of factors and a variety of sci-
ence- and risk-based approaches. There 

is a great deal of information to manage 
and a need for timely sharing of newly 
acquired knowledge about emerging 
risks in the global pharmaceutical sup-
ply chain. 

Cooperative efforts and innovation 
within industry and regulatory agencies 
aiming to enhance oversight and the in-
tegrity of pharmaceutical supply chains 

are starting to come to fruition. Building 
on earlier PDA-cosponsored conferenc-
es and workshops, the 2012 PDA/FDA 
Pharmaceutical Supply Chain Conference 
will provide a forum for presentations by 
industry experts as well as group discus-
sions that will foster implementation of 
innovative ideas that will enhance sup-

ply chain integrity 
to protect patients 
from potentially 
unsafe or ineffective 
medicines. 

This conference will 
provide participants 
the opportunity to:

•  Hear from senior personnel from the 
U.S. FDA and other regulatory agencies

•  Share improvements in programs for 
supplier management and new tech-
nology

•  Identify any barriers and associated 
actions to enable implementation of 
feasible solutions

•  Learn about proven monitoring and 
testing methods as preventive measures 

•  Benchmark systems with leading 
pharmaceutical companies

We encourage you to attend this con-
ference to help in the development of 
initiatives to ensure the integrity of the 
global pharmaceutical supply chain.

To learn more or to register, visit www.
pda.org/supplychain2012. 

On November 12, TRI will hold a course about developing a robust supplier man-
agement process. The course will

• Identify the primary steps in the sup-
plier management process 

• Apply the use of risk management 
tools in supplier management 

• Identify critical elements to evaluate 
during on-site supplier audits 

• Describe key metrics to use for sup-
plier monitoring 

• Develop an action plan to either en-
hance the supplier management pro-
cess at their company 

Cooperative efforts and innovation within industry 
and regulatory agencies aiming to enhance 

oversight and the integrity of pharmaceutical 
supply chains are starting to come to fruition
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The Parenteral Drug Association presents the...

PDA/FDA Vaccines Conference 
Challenges and Opportunities 
for Providing Vaccines to the World 
December 3-4, 2012 | Bethesda North Marriott Hotel | Bethesda, Maryland 
Exhibition: December 3-4 | Courses: December 5-6

Advances in science and technology are leading to research and development of a wide array 
of new vaccines and novel manufacturing approaches that may result in new and advanced 
tools for the prevention of emerging infectious diseases. 

The PDA/FDA Vaccines Conference will provide a forum for discussion of many important 
vaccine development, manufacturing and regulatory issues.

Hear these regulatory experts from the FDA present on the following: 

• Arifa Khan, PhD, Senior Investigator, CBER, FDA: Regulatory Perspective on Adventitious Agent Testing
• Konstantin Chumakov, PhD, Associate Director for Research, CBER, FDA: 

Regulatory Perspectives on Analytical Changes
• Vladimir Chizhivkov, Chemist, CBER, FDA: Rapid Mycosplasma Detection Methods
• Marion Gruber, PhD, Director, OVRR, CBER, FDA: US Regulatory Challenges

Agenda just released! Visit www.pda.org/vaccines for more information.

Register Before 
September 21st – 

The Largest 
Registration 

Savings Deadline!

New Members: Learn about PDA Over Breakfast 
What are you doing on Monday, September 10 at 7:00–8:00 A.M.? If you are a new member who has joined PDA on or after April 
1, you should attend the new member breakfast!

Held on-site at the 2012 PDA/FDA Joint Regulatory Conference, the breakfast will give you an opportunity to learn more about 
PDA and a chance to meet PDA board members including the Chair of the Board, Anders Vinther, PhD, VP, Quality, Genen-
tech. Other new members and PDA staff will be on hand as well. 

You must be a full conference attendee and RSVP by August 15 to attend. 

For more information and to RSVP, please contact Hassana Howe, Director, Membership & Chapters, at howe@
pda.org or 301-656-5900 x 119. 

Join Us at the PDA/FDA Gala and Networking Reception
We know how important it is to network, and we’ve made time for you at the 2012 PDA/FDA Joint Regulatory Conference to talk 
to and meet friends, industry members and regulators! Join us at the networking reception on September 10 and the gala reception 
on September 11. To learn more and to register, visit www.pda.org/pdafda2012. 
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Your  “Secret Weapon”
in the battle for compliance

Use yoUr  
“Secret Weapon” to learn:

•  How to avoid criminal ‘Park Doctrine’ 
liability if your company cuts  
corners on quality

•  How to make sure recalls don’t 
cause shortages of your drug 
products

•  How to win FDA approval for big 
changes like single-use systems

•  How to protect your supply chain 
from high rollers in procurement

•  AND MUCH MORE!
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Vol. 46, No. 2

FEBRUARY 2012
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To sign up for FREE ONLINE ACCESS, go to: www.ElsevierBI.com/publications/The-Gold-Sheet

NEWS THIS ISSUE

     Continued > Page 3

FDA warnings going increasingly global
FDA’s drug GMP warning letters to foreign fa-cilities have increased steadily over the past two years as the agency ramped up its in-spectional presence abroad, while total GMP warning letters dropped slightly from year before. Top violations are inadequate OOS in-vestigations followed by faulty testing of drug components. Contamination was also a com-mon issue.  ...........................................................Cover

Fingerprinting for dollars
As biosimilar developers ‘fi ngerprint’ mole-cules with state-of-the-art assays in hopes of winning reduced clinical trials or more, inno-vators are updating their analytical methods, hoping to alert FDA before their competitors about any issues the old methods may have missed. As the ‘totality of the evidence’ on their molecules increases exponentially, con-cerns are raised about the proliferation of non-critical specifi cations. ..................................10

EU GDP guideline attracts comments
The European Commission needs to fi ne tune its good distribution practices (GDP) guideline, the pharmaceutical industry said in comments on a proposed draft revision. Key issues include segregating EU and non-EU product, transportation vs. storage condi-tions, applicability to investigational products and time limits for transportation hubs.........16

News in Brief
FDA hits heparin supply chain; Ranbaxy con-sents to data integrity oversight; China’s vac-cine compendial crisis; EU seeks comment on safety measures, API imports ...........................17

FDA Sending More Drug GMP Warning Letters to Foreign SitesJOANNE S. EGLOVITCH J.EGLOVITCH@ELSEVIER.COM

F DA is showing its enforcement muscle overseas with an increasing number of 
drug GMP warning letters going to facilities abroad. Of the 18 drug GMP let-
ters issued in the second part of calendar year 2011, 10 went to foreign drug 

and API manufacturers.
These included three to China, two to Germany, one to India, one to the UK, one 
to Mexico, one to Poland, and one to Switzerland. Yet the number of drug GMP 
warning letters has decreased slightly from calendar year 2010, from 50 to 40.Of the 40 drug GMP letters issued in calendar year 2011, 20 or half went to foreign 
drug and API manufacturers (see chart below).
Thanks to budget increases, FDA has increased its inspectional presence over-
seas to meet the challenges of globalization, has opened 11 international offi ces 
and has hired international inspectors to staff these offi ces. The total number 
of foreign and domestic inspections for all FDA-regulated products increased 
from 16,236 in fi scal year 2009 to 18,109 in FY 2010 (“FDA Continues Aggressive 
Enforcement as Drug GMP Warning Letters Mount” — “The Gold Sheet,” April 2011). This translates into more inspectors conducting international inspections, which 
is likely to result in 
more warning letters.

Top citations not 
much changed
The most frequently 
cited GMP provision 
in warning letters that 
FDA issued in the past 
six months is defi cient 
out-of-specifi cation in-
vestigations, but mov-
ing up a bit in terms of 
top GMP failings are 
inadequate testing of 
drug components, in-
cluding identity test-
ing for contaminants.
Also, data integrity still 
remains an issue. One 
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Go online to sign up for a free trial to receive 
your “Secret Weapon” delivered to your office.

www.elsevierBI.com/mysecretweapon

www.elsevierbi.com

PDa Members  
are eligible for specially  

discounted rates*  
for new/individual subscriptions. 

For more information, contact:  Ida stepinac,  
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Tel: (203) 840-6260  
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  *Offer expires  12/31/2012. 
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Faces and Places: Workshop with PIC/S

(top l-r) Jiri Holy, ISCVBM Czech Republic; Steven Mendivil, Amgen; Jacques Morenas, 
ANSM; Tor Gråberg, MPA Sweden; Georges France, Novartis

(middle l-r) Sandra Schröder, F. Hoffmann-La Roche; Carmelo Rosa, U.S. FDA; Gabriele Gori, 
Novartis; Harald Scheidecker, Boehringer Ingelheim Pharma; Georg Rössling, PDA

(bottom l-r) Stephanie Reid, Health Canada; Jette Christensen, Novo Nordisk; Boon Meow 
Hoe, HSA; Stephan Rönninger, F. Hoffmann-La Roche; Douglas Kovacs, U.S. FDA

(l-r) Harald Scheidecker, Boehringer Ingelheim; Gabriele Gori, 
NoVartis Vaccines & Diagnostics;  

Douglas Kovacs, U.S. FDA

(l-r) Harald Scheidecker, Boehringer Ingelheim; Georg Rössling, PDA; 
Boon Meow Hoe, HSA; Hans Smallenbroek, Health Care Inspectorate; 

Stephan Rönninger, F. Hoffman-La Roche 

(l-r) Boon Meow Hoe, HSA; Georges France, Novartis; Jacques Morénas, ANSM; Stephan Rönninger,  
F. Hoffmann-La Roche; Steven Mendivil, Amgen; Ilisa Bernstein, U.S. FDA; Tor Gråberg, MPA Sweden; Carmelo Rosa, U.S. FDA

(l-r) Rich Levy, PDA;  
Jette Christensen, Novo Nordisk

(l-r) Georg Rössling, PDA; Richard Johnson, PDA; Harald 
Scheidecker, Boehringer Ingelheim Pharma

May 9–10, 2012
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Faces and Places: Glass Quality Conference

Development Considerations/Glass

(l-r) Cristophe Wagner, SGD; Nicholas DeBello, Wheaton Industries; 
Robert Langer, MIT; Christopher Weikart, SiO2 Medical Products; Dan 

Haines, Schott; Ron Iacocca, Eli Lilly

Pharmaceutical Packaging in Glass

(l-r) Dave Machak, American Glass Research; Roger Asselta, 
Genesis Packaging Technology; William Bogle, Genesis Packaging; 

John G. Shabushnig, Pfizer

Distribution/Packaging/Transportation

(l-r) Shana Whitmore, Amgen; Bryan Williams, Lansmont Corporation; 
Stanley Hall, Pfizer

Monitoring Customer Feedback & Other Factors 
to Consider in Glass Defect Prevention

(l-r) Catherine Gould, U.S. FDA; Maria Linzmayer, Merck; Jim J. Janimak,  
GlaxoSmithKline; Krista Liotta, Merck

What Are We Going To Do To Make It Better?

(l-r) Shana Whitmore, Amgen; Diane Paskiet, West Pharmaceutical Services; Roger Asselta, Genesis Packaging 
Technology; Mihaela Simianu, Eli Lilly; Richard Johnson, PDA; Juan Cerdan-Diaz, Nipro Glass Americas; Thomas 

Schoenknecht, Schott; Milind Ganjawala, U.S. FDA; Steven Wolfgang, U.S. FDA

June 4–5, 2012
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Faces and Places: PDA/FDA Virus and TSE Safety Conference

(l-r) Marc Martin, ANSM; Kurt Brorson, U.S. FDA; Yashurio Kishioka, PMDA; 
Jeffrey Skene, Health Canada

Regulatory Update: Biopharmaceuticals

June 15–17, 2012

(l-r) Dominick Vacante, Johnson & Johnson; Judy Glynn, Pfizer;  
Hannelore Willkommen,  Regulatory Affairs & Biological Safety Consulting;  

Olga Galperina, Human Genome Sciences

Current Clearance Technologies

(l-r) Qi Chen, Genentech; Herb Lutz, EMD Millipore; Kurt Brorson,  U.S. FDA; 
Jeffrey Ucran, Acceleron Pharma

Assessing Virus Clearance of Specific Unit Operations

(l-r) Lisa Connell Crowley, Amgen; Rachel Specht Genentech; 
Dayue Chen, Eli Lilly

QbD Type Clearance Studies –  
Role & Structure of Risk Assessments 
and Design of Experiment Studies

(l-r) Hannelore Willkommen, Regulatory Affairs & Biological 
Safety Consulting; Houman Dehghani, Amgen; Albrecht Groener, 

CSL Behring; Min Zhang, Genentech

Current Clearance Technologies

(l-r) Brian Hubbard, Amgen; Jack Ragheb, U.S. FDA; Tara Tagmyer, Merck; 
Lilly Kong, PrimeraDx; Rebecca Sheets, NIH

Risk Mitigation Strategies – Raw Materials

(l-r) Thomas R. Kreil, Baxter BioScience; Roger Hart, Amgen; 
Raymond Nims, RMC Pharmaceutical Solutions; Rosemary 

Versteegen, International Serum Industry Association
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The Parenteral Drug Association presents the...

2012 Pharmaceutical Cold 
Chain & Good Distribution 

Practice Conference 
Temperature Controlled Supply Chain – 

A Global Partnership
November 15-16, 2012

Bethesda North Marriott Hotel | Bethesda, Maryland

As the cold chain industry becomes progressively complex and increasingly subject to global scrutiny, the urgency to 

remain competitive and compliant in global markets is contingent upon a cooperative initiative for well-developed Good 

Distribution Practices (GDP).

In its seventh consecutive year, the 2012 Pharmaceutical Cold Chain & Good Distribution Practice Conference will focus 

on the various challenges, solutions and case studies regarding integrated supply chain management and GDP.

Plenary sessions include:

• Opening plenary session: 

Pharmacopeial Updates: An overview 

of the various activities and projects 

by the USP will be presented

• Update on Global Comparisons of 

Cold Chain/GDP Regulations

• Supply Chain Integrity and Security

• Migration from Cold Chain to 

Temperature Controlled Good 

Distribution Practice

• The Role of Good Distribution 

Practice in Supply Chain 

Management: Regulatory and 

Industry Perspectives

• Regulatory and Industry Consensus 

on Data-Driven Approaches to Ensure 

the Quality of Pharmaceuticals 

in Distribution

• Pharmaceutical Supply Chain 

Temperature Controlled Solutions – 

Case Studies

There will also be a Pharmaceutical Cold Chain Interest Group session where attendees are invited to learn 

and contribute to the global activities of the PCCIG.

Agenda just released! Available at www.pda.org/coldchain2012

Visit www.pda.org/coldchain2012 
for more information and to register

Exhibition: November 15-16  |  Course: November 12 

Register Before 
September 3rd 

and Save 
Up to $400!
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Luis Alves, Bristol-Myers Squibb

Shane Anderson, Gerresheimer

Howard Anderson, U.S. FDA

Sandra Anderson, REXAM Healthcare

Clementina Anyakora, Uchechukwu 
NAFDAC

Hana Artin, MacroGenics

Godfrey Aschmann, Nipro Glass Americas

Jayson Babler, Boston Scientific

Anja Bagger, Novo Nordisk

Helena Baiao, Infarmed

Arash Barghian

Joanne Beck, Shire

Sabine Behnert, Novartis

Brian Bell, Bristol-Myers Squibb

Ilisa Bernstein, U.S. FDA

Ana Boban, Agency Medicinal Products and 
Medical Devices

Pam Bobbette, Cangene BioPharma

Susanne BoeHansen, Novo Nordisk

Duane Bonam, Amgen

Jerry Booth, Merck

Lucie Bouchoud, Geneva University 
Hospitals

Beth Brescia, EMD Millipore

Ethan Brookes, Lonza

Andrea Calandrino, Luitpold Pharmaceuticals

Christel Calmelly, GlaxoSmithKline

Alessandra Carpenedo, DOC

Jeffrey Carpenter, Jubilant HollisterStier

Tomas Carrasquillo, McNeil Consumer 
Healthcare

Marie Carrette, Merck

Cortney Caudill, Samsung Biologics

Martin Ceiler, Gambro

Olivier Cheylat, Merck

Giwon Cho, Korean FDA

Jennifer Clark, Commissioning Agents

Anne Collins, Hospira

Yvonne Concannon, Mylan

Bridgette Cornwell, Hospira

Andrew Cotter, Mylan

Melissa Crabb, Afton Scientific

Please Welcome the Following Industry Leaders to the PDA Community
Stephanie Croft, World Health Organization

Asha Cyriac, Hospira

Deborah Czarnecki, FMC

Francois Daguenel, Sanofi-Pasteur

David Danelson, Biovalidation Association

Pankaj Dave, Emcure Pharmaceuticals

William Dawes, Lantheus Medical Imaging

Alice Dayoub, Celgene

Rui de Sousa, Stemmatters

Christopher DeMerlis, Colorcon

Massimo Denti, Biologici Italia Laboratories

Reprints Desk, Reprints Desk

Dave Dezan, Cadence Pharmaceuticals Inc.

Nick Dyar, Eisai Machinery

Thomas Evans, Expression Systems

Theodora Ezie Nkechinyere, NAFDAC

Theresa Farrell, Fenwal

Unine Felix, Department of Health

Adam Fenimore, Alkermes

Michael Ferguson, Envirotainer

Derek Fitzgerald, New Zealand Medicines 
and Medical Devices Safety Authority

Theresa Flores, Mylan

Michael Foy, Bayer Healthcare

Sarah Francis, Genzyme

Sabine Frantz, Novartis

Greta Franzoso, Stevanato Group

Sandra Freigang, Boehringer Ingelheim 
Pharma

Jens Fricke, Leo Pharma

Karin Froidbise, AFMPS

Masato Fujifuru, Otsuka Pharmaceutical 
Factory

Kihlon Golden, Portola Pharmaceuticals

Ronaldo Gomes, ANVISA

Joey Gouws, Medicines Control Council

Tomasz Grabowski, Zaklady Farmaceutycne 
Polpharma

Suzan Hadorn, PIC/S

Stanley Hall, Pfizer

Jeffrey Hancock, Novartis

Nani Handayani, National Agency of Drug 
& Food Control

Shinichi Hashimoto, Taikisha

Anna Hayes, Anew Optics

Antje Heidemann, Parexel International

Violet Helfen, Fresenius Kabi

Masaya Hizaki, Sawai Pharmaceutical

Brenda Holman, U.S. FDA

Taku Horie, Taikisha

Rene Huiskes, Abbott

Justin Hutchinson, Thermo Fisher Scientific

Gary Hyde, ProPharma Group

Manuel Ibarra Lorente, Agencia Española de 
Medicamentos y Productos Sanitarios

Patrizia Isolani, Janssen-Cilag

Victorita Ivascu, National Medicines Agency

Garen Jarkian, Shire

Pia Johansen, Novo Nordisk

Jeff Johnson, PCI

Matthew Johnson, Cangene BioPharma

Shaji Joseph, Solstice Neurosciences

Anjali Joshi, Eisai Machinery

Carol Julich, EMD Millipore

Megan Jurgens, Celgene

Reyad Kassie, SNC Lavalin

Tom Kawata, Allergan

Bernadette Keane, Bluebird Bio

Siegfried Keidel, F. Hoffman- La Roche

Elaine Kelleher, Merck

Jeong-Yeon Kim, Korean FDA

Hideki Kishine, Sawai Pharmaceutical

Tim Koerber, Covidien

Urs Kopp, Novartis

Anton Kramaric, JAZMP

Phuong Kwan, Grifols

Todd Lagerwall, Northwestern University

Amit Lahav, Teva

Eric Launay, LFB Biotechnolgies

Nikky Le, Johnson & Johnson

Kwok Ming Joseph Lee, Department of 
Health

Marleen Lee, Abbott

Debbie Lemons, Hospira

Guillaume Lesage, Merck

Yi-Ching Liao, Taiwan FDA

Michelle Limoli, U.S. FDA
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Please Welcome the Following Industry Leaders to the PDA Community
Rosemarie Logan, Celgene

Matthew Lorence, Tessarae

Eric Ludewig, Baxter

Richard Lumb, Hanson Wade

Herb Lutz, EMD Millipore

Ron Maddux, Lonza

Georgina Maines, MonoSol RX

Ronald Malone, Novartis

Salim Mamujee, Dendreon

Hoda Mansour, Genzyme

Celine Massotte, Novartis

James Mathews, Hospira

Katsuhito Matsumoto, Sysmex

Wayne May, DSM Pharmaceuticals

Kathleen May, Merz Aesthetics

Jose Mayoral Ruiz, Laboratorios Sophia

Helene Mazuel, MSD-Chibret

Kyle McDougald, Allergan

Scott McFeaters, Merck

Chris Mee, Gerresheimer Glass

Timothy Middleton, Celgene

Mark Miles, Polypeptide Laboratories

Ruta Minderyte, State Medicines Control 
Agency

Jenny Miteva-Hristova, Bulgarian Drug 
Agency

Jess Mogan, GlaxoSmithKline

Paula Molnar, AAIPharma Services

Amy Moody, Merck Sharp & Dohme

Dallas Moore, Intermountain Healthcare

Robert Moore, Lachman Consultant Services

Srinivas Moramchetty, Nivasoft

Bruno Mouton, Merck Serono

Andrew Mwase, Genzyme

Ryoko Naruse, Pharmaceutical and Medical 
Devices Agency

Christian Nerlich, Ferring Pharmaceuticals

Chuck Newswanger, Nipro Glass Americas

Boyd Nightenhelser, Sigma-Tau 
Pharmasource

Shingo Niimi, National Institute of Health 
Sciences

Barbara Nollau, Amgen

Jorge Ochoa, United Laboratories

Yasufumi Okamura, Sawai Pharmaceutical

Bjorn Egil Olsen, Norwegian Medicines 
Agency

Annette Pagura, EMD Millipore

Shannon Paiement, Therapure Biopharma Inc.

Anna Paphitou, Ministry of Health, 
Pharmaceutical Services

Timothy Parker, Becton, Dickinson and 
Company

Allan Parks, Ortec

Nrupa Patel, Navinta

Hitesh Patel, Genentech

Edward Patt, Greer Laboratories

Kelly Patton, Ben Venue

Tim Paymaster, Ellab

Maria Pereira, Eurofarma

Helga Peters, F. Hoffman- La Roche

Ashot Petrossian, GXP Consultants

Jason Phan, Grifols

Chiara Piacenza, Intendis Manufacturing

Sumitra Pillai

Robert Pintar, Cubist Pharmaceuticals

Rachel Plotz, Hospira

Aldona Pontchek, Genzyme

Konstantina Popova, Bulgarian Drug Agency

Holly Prentice, Momenta Pharamceuticals

Paul Priscott, AMS Laboratories

Karen Quinn, Millennium Pharamceuticals

Audrey Ragland, Novo Nordisk

Fernanda Ralha, Infarmed

Sherrell Rast, Alcon

Tim Redmond, World Courier

Stephanie Reid, Health Canada

Antonia Retno Tyas Utami, National Agency 
for Drug and Food Control

Vasiliki Georgia Revithi, National 
Organization of Medicines

Julia Richter, DPT Laboratories

Jerry Ridings, Allergan

Julio Rivera, SiO2 Medical Products

Caridad Rivera, Amgen

Jerome Roa, Baxter

Zuleika Rodriguez, Abbott

William Rose, APP Pharmaceutical

Soenke Rosemann, Sartorius

Stephanie Roth, Covidien

Brian Rowe, Nipro Glass

Sebastien Roy, Medicago

Doug Rufino, Patheon

Joseph Runkle, Unilife

Shingou Sakurai, Pharmaceuticals and 
Medical Devices Agency

Julio Salwen

Cristina Sanchez, Genentech

Jean-Michel Sapin, ANSES

Daisaku Sato

Nathan Saunders, Parexel International

Matthew Schabacker, Becton, Dickinson and 
Company

Robert Schaut, Corning

Sarah Schmitt, Celgene

Mihaela Sebe, National Medicines Agency

Emily Shacter, U.S. FDA

Mkrtich Shakaryan, Scientific Centre of 
Drug and Medical Technology Expertise

Trace Shaughnessy, CRB

Suzanne Shealy, Gerresheimer

Tetsuji Shinobe, Kissei Pharmaceutical

Sunil Singhai, Dr Reddys Labs Ltd.

Yvonne Slyne, Eli Lilly

Jonah Smith, CSL Biotherapies

Cynthia Smith, DSM Pharmaceuticals

Seong-Goo Sohn, Korea FDA

Farid Soliman, Winpak

Oleksii Soloviov, Ukrainian State 
Administration of Medicinal Products

Mary Sopka, Merck

Trudy Spencer, Grifols

Jayanth Sridhar, Biocon

Arvind Srivastava, Imclone

Jackie Starkey, GlaxoSmithKline

Rebecca Steen-Marshall, Hospira

Sophia Stefanis, Merrimack Pharmaceuticals

Scott Straight, Auxilium Pharmaceutical

Iveta Streipa-Naumane, World Health 
Organization

Eric Strickland, GE
Continued at bottom of page 18
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Se-Eun Suh, Korean FDA

Yukihito Sumino, Shionogi

AMIT Swain, Ranbaxy

Alexander Szivak, BASG/AGES

Edit Szocs, GYEMSZI

Heitaro Tadokoro, Altech

Donna Taggart, Pfizer

Natalia Takhtaulova, Ukrainian State 
Administration of Medicinal Products

Poh Ewe Tan, F. Hoffman-La Roche

Kathryn Taylor, Grifols

James Thompson, Amgen

Walter Thompson, Gambro

Rachel Tienhaara, Baxter Healthcare

Sean Toler, Baxter

Catherine Torricelli, Covidien

Robert Tribe, ISPE

Noel William Turner, TGA

Ben van Beek, Merck

Alex Van Tassel, GlaxoSmithKline

Alain Vanhecke, Pall

Vivek Vats, Jubilant HollisterStier

Tammy Velehoski, Sanofi-Pasteur

Jorge Vera, PharmaBioServ

Gregory Verdier, ANSES

Iveta Vilcane, Latvia State Agency of 
Medicines

Jason Voisinet, Fresenius Kabi

Tri Wagiyanti, National Agency of Drug & 
Food Control

Carol Walker, Covidien

Anna Wardle, Thermo Fisher Scientific

Chris Warner, Keck Graduate Institute

Susan Warren, Hospira

John Waters, Actavis

Eric Weilage, Amgen

Dirk Wieringa, Fresenius-Kabi

Robert Wissert, ConcordiaValSource

David Wohlpart, Merck

Julianne Wolfe, RJ Lee Group

Christian Wolff, Merz Pharma

Melanie Wood, Johnson & Johnson

Cynthia Wooge, SAFC Pharma

Bryan Wright, ISPE

Mieke Wuyts, FAMHP

Changyun Xiong, Novartis

June Yamada

Haruaki Yamakawa, Oosumi Transportation

Toshihiro Yanagi, Sawai Pharmaceutical

Yee Fai Yeung, Department of Health

Amy Yi, Novartis

Wallace Yopp, Celgene

Tomasz Zawislak, Pharmatiqa Consultants

Qiu Zhang, State FDA

Julien Zhao, Merck

Please Welcome the Following Industry Leaders to the PDA Community

Honorary Membership
This is PDA’s most prestigious award, conferring lifetime membership benefits to the recipient. The award has usually 
been given in recognition of very long service, of a very significant nature, to PDA. The award requires unanimous 
approval of the PDA Board of Directors, and honorary members are not eligible for other awards in the same year.

This year’s recipient is James Agalloco. He has been a member since 1972 and the past PDA President from 
1988-89. He is a TRI instructor, SAB Member, cochair of the Production & Engineering Interest Group, cochair of 
the Isolator Validation Task Force as well as a member of the Cleaning Validation Task Force and Solid Dosage 
Validation Task Force. 

He is also a founding member, active speaker and contributor to the PDA Metro chapter.

2011 Honor Awards Recipients
The PDA Honor Awards are bestowed on members who provide exceptional leadership and service to the Association and have 
been awarded at the Annual Meeting since 1958. The 2011 award winners were announced at the 2012 Annual Meeting in April, 
and they will be highlighted in each PDA Letter until next year’s event. This month we highlight the PDA Honorary Membership 
and the Frederick J. Carleton Award. 

Frederick J. Carleton Award
Presented as a tribute to lifetime contributor, past President, past Executive Director, and Honorary 
Member Frederick J. Carleton, this award is designated for past or present Board members. 

This year’s recipient is Kathleen Greene. She is a former Board member (2002-2007), who is currently 
the cochair for the Quality Requirements for the Extemporaneous Preparation of Clinical Trial Materials 
Task Force. She is also serving on the 2012 PDA/FDA Joint Regulatory Conference Planning Committee. 

Welcome New Members continued from page 17
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James Cooper Celebrates 40 
Years of PDA Membership
Endotoxin guru James Cooper, 
PharmD, has recently celebrat-
ed his fortieth year as a PDA 
member. 

Cooper became serendipitously 
involved with PDA after contact-
ing Gordon Personeus in 1970 
for help with his thesis, which 
compared the new LAL (Limu-
lus amebocyte lysate) and rab-
bit pyrogen tests for endotoxins. 
After Gordon brought this work to the PDA’s attention, Fred 
Carleton arranged for Cooper to present his research results at 
a PDA conference; he subsequently became Cooper’s mentor. 
Cooper also served on PDA’s Board of Directors from 1983-85.

Cooper said that he has retained his membership, in part, be-
cause PDA “has been effective in advancing change in Federal 
policy.” Cooper told the PDA Letter that in 1981 the U.S. FDA 
had proposed guidelines for determining endotoxins with the 
LAL Test. Cooper, Mike Upjohn, Jim Agalloco and others 
found the endotoxin limit in the draft guideline to be unaccept-
able and sent in comments to the FDA that were backed up 
with scientific data. The Agency, according to Cooper, revised 
the draft guide to the specifications that PDA had sent in. 

Another reason Cooper gave for his long-term membership 
was his involvement with PDA’s Training and Research In-
stitute. An  instructor  for 27 years, Cooper along with Mike 
Korczynski designed the endotoxin section of the course to 
meet students’ new and existing needs. Cooper said that out of 
all his PDA volunteer experiences, he has enjoyed interacting 
with students during the aseptic processing course the most. 

Cooper said that PDA became his professional home and 
principal source of information. He plans to continue teach-
ing, giving presentations and working on technical reports for 
the next forty years. He enjoys volunteering at the state and 
Federal level to promote management programs that assure a 
sustainable stock of horseshoe crabs in the Atlantic Ocean. He 
enjoys skiing and attending story-telling festivals with Fran-
ces, his wife of 50 years.

About the Expert
James Cooper, PharmD, is an innovator of the bacterial endotoxins 
test for parenteral products. His publications span the history of LAL 
technology. He founded Endosafe Inc. in 1987, an LAL production unit, 
which is now part of Charles River Laboratories. Following retirement in 
2001, he consults on depyrogenation, BET methods, endotoxin issues 
and root-cause investigations. He teaches the endotoxin component for 
PDA and U.S. FDA courses. 

PDA Conference 
Recordings – 
Interactive Online Learning

PDA’s Conference Recordings allow you to affordably hear 
from today’s top presenters in the bio/pharmaceutical 
industry with no traveling!

Recordings from PDA’s 2012 Spring conferences are now 
available for purchase. The events include:

2012 PDA Annual Meeting
Eight (8) recorded sessions can be purchased for $280 Member/$320 
Nonmember. Sessions include:

• B – Challenges in Manufacturing and QA/QC Part I 
• E – Challenges in Manufacturing and QA/QC Part II
• Plenary Session 2
• H – Manufacturing Innovation Part I
• K – Manufacturing Innovation Part II
• Quality and Regulatory Job Market Outlook 2012
• R – Evolving Expectations for Biosimilars
• Closing Plenary Session: How can Industry and Regulators Work 

Together to Make Changes and Develop New Approaches in the 
Health Care Products Industry?

Bundle discounts apply – learn more at www.pda.org/annual2012audio

PDA Single Use Systems Workshop
Recordings from the entire workshop are available for purchase for $240 
for members and $280 for nonmembers. Price of recordings includes:

• All six (6) sessions from the 2012 Workshop
• Access to 15 downloadable presentation handouts
• Unlimited access to all session recordings for 60 days.

Bundle discounts apply – learn more at www.pda.org/singleuseaudio2012

Applying QbD Principles in Vaccine Development: 
PDA/FDA CMC Workshop
Recordings from the entire workshop are available for purchase for 
$160 member/$200 Nonmember. Price of recordings includes:

• All four (4) recorded sessions from the 2012 Workshop
• Access to 12 downloadable presentation handouts and 

the A-VAX Case Study
• Unlimited access to all session recordings for 60 days.

Bundle discounts apply – learn more at www.pda.org/cmcaudio2012

Another Way to Save: Receive 30% off the member price 
of a single event recording or session recordings bundle 

when you purchase or renew your PDA Membership!

For more information on all PDA 
conference recordings please visit: 

www.pda.org/webseminars 
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9-12 October 2012
andel’s Hotel | Berlin | Germany

CONFERENCE 9-10 Oct | EXHIBITION 9-10 Oct | TRAINING COURSE 11-12 Oct

See the Highlights:

Latest news from the PCCIG
– Technical Reports in preparation

Global Compliance: Current Trends in Audits and  
Regulatory Inspections/Quality Management Systems
–  New global GDP regulations: EU, US, Asia,   

MENA region

– Shipment documentation, track & trace,   

temperature data

– CAPA management

– Stability data for transportation

– Experiences with new regulation in relation  

to filing and implementation

–  Audit inspection observations

Thermal Protection
– New technologies for protective packaging

– Temperature –controlled containers and   

ware houses

– Aspects of temperature –    

controlled qualification and validation

– Shipments with product storage statements

– Active passive systems

Supply Chain Integrity: Technology and Logistics
–  Risk-based approaches applied to cold chain 

management and distribution

– Technology in RFID/WIFI for product tracking

–  New temperature indicators and data loggers

–  Handling practices:     

Airport warehouses of ground handlers

– Wholesaler and pharmacist cold chain practices

– Qualification of shipping lanes

– Benefit – risk analysis

This and more you will hear from experts from the 

regulatory authorities, pharmaceutical companies 

and technology providers. 

The Parenteral Drug Association presents...

2012 PDA Europe
Pharmaceutical 
Cold Chain Management & 
Good Distribution Practice

Register by 
17 August 2012 

 and SAVE!

https://europe.pda.org/ColdChain2012        

Preserving Product Quality and Supply Chain Integrity

An opportunity not to miss: 
The conference will be followed 
by a two-day training course!

2012ColdChain1_1US.indd   1 16.04.12   12:25
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PDA Interest Groups & Leaders
PDA Interest Groups function as vehicles and resources for the individual PDA member to develop and make an impact on his or her scientific, technological, 
regulatory or training area of interest. IG’s operate in both Europe and the United States to better serve the specific needs of members in those regions. 
Please go to www.pda.org/interestgroups for more information.

BioAB

Biotechnology
 Vince Anicetti, PDA

Anicetti@pda.org

 Hannelore Willkommen, PhD, RBS 
Consulting
hannelore.willkommen@gmx.de

Combination Products
Vacant

Lyophilization
 Edward Trappler, Lyophilization 

Technology
etrappler@lyo-t.com

 Harald Stahl, PhD, GEA Pharma 
Systems
harald.stahl@geagroup.com

Pharmaceutical Cold Chain
 Rafik Bishara, PhD

rafikbishara2@yahoo.com

 Erik van Asselt, Merck, Sharp & Dohme
erik_van_asselt@merck.com

Vaccines
 Frank Kohn, PhD, FSK Associates, Inc.

fsk@iowatelecom.net

RAQAB SAB

Clinical Trial Materials
 Vince Mathews, Independent QA 

Consultant
vinnykay@comcast.net

GMP Links to 
Pharmacovigilance

 John Ayres, MD, Eli Lilly and 
Company
ayres_john_david@lilly.com

Inspection Trends
 Robert Dana, PDA

dana@pda.org

 Stephan Rönninger, PhD, F. Hoffmann-
La Roche Ltd.
stephan.roenninger@roche.com

Management on 
Outsourced Operations

 Susan Schniepp, OSO 
Biopharmaceuticals Manufacturing
susan.schniepp@osobio.com

 Karen Ginsbury, PCI Pharmaceutical 
Consulting Israel
kstaylor@netvision.net.il

Pharmacopeial Interest 
Group

 Janeen Skutnik-Wilkinson, Pfizer 
Inc.
Janeen.skutnik@pfizer.com 

 Karen Ginsbury, PCI Pharmaceutical 
Consulting Israel Ltd.
kstaylor@netvision.com

Quality Risk Management 
Interest Group

 Michael Long, PhD, Concordia 
ValSource
mlong@valsource.com

 Jeffrey Hartman, Merck
jeffrey_hartman@merck.com

Quality Systems
 Anders Vinther, PhD, Genentech

vinther.anders@gene.com

 Lothar Hartmann, PhD, Crucell
lothar.hartmann@crucell.ch

Regulatory Affairs
 Amy Giertych, Baxter Healthcare 

Corporation
amy_giertych@baxter.com

 Barbara Jentges, PhD, PhACT
barbara.jentges@phact.ch

Supply Chain Management
 Lucy Cabral, Genentech

Cabral.lucy@gene.com

 Siegfried Schmitt, Parexel
Siegfried.Schmitt@parexel.com

Blow/Fill/Seal
 Chuck Reed, Weiler Engineering, Inc.

creed@weilerengineering.com

Facilities & Engineering
 Christopher Smalley, PhD, Merck & 

Co., Inc.
christopher.smalley@merck.com

 Philippe Gomez, Sartorius Stedim 
Biotech GmbH
philippe.gomez@sartorius-stedim.com

Filtration
 Russ Madsen, The Williamsburg 

Group, LLC
madsen@thewilliamsburggroup.com

 Michiel Rook, Global ConseptS
michiel-rook@global-consepts.com

Microbiology/Environmental 
Monitoring

 Jeanne Moldenhauer, PhD, Excellent 
Pharma Consulting
jeannemoldenhauer@gmail.com

 Philippe Gomez, Sartorius Stedim 
Biotech GmbH
philippe.gomez@sartorius-stedim.com

Packaging Science
 Edward Smith, PhD, Packaging 

Science Resources
esmithpkg@msn.com

Pharmaceutical Water Systems
 Phil DeSantis, DeSantis Consulting 

Associates
Phil.desantis@optonline.net

 William Collentro, Concordia 
ValSource
wcsi38@aol.com

Pre-filled Syringes 
 Thomas Schoenknecht, PhD, Schott AG

Thomas.schoenknecht@schott.com

 Brigitte Reutter-Haerle, Vetter Pharma 
International GmbH & Co
brigitte.reutter-haerle@vetter-pharma.
com

Process Validation
 Scott Bozzone, PhD, Pfizer, Inc.

Scott.Bozzone@pfizer.com

Sterile Processing/Parenteral 
Drug Manufacturing

 Ken Muhvich, PhD, Micro-Reliance, LLC
kmuhvich@comporium.net

 Edward Tidswell, PhD, Baxter 
Healthcare
edward_tidswell@baxter.com

Technology Transfer
 Mirko Gabriele, Pantheon

Mirko.gabriel@patheon.com

Visual Inspection of 
Parenterals

 John Shabushnig, PhD, Pfizer Inc.
john.g.shabushnig@pfizer.com

 Markus Lankers, Rap.ID GmbH
markus.lankers@rap-id.com

 North American Interest Group Leader
 European Interest Group Leader
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Strategies to Enhance  
Communication Skills

Joelle K. Jay, PhD, Pillar Consulting

One of the biggest challenges man-
agers face is communication. And 

yet, communication is also one of the 
most critical aspects of leadership. With-
out good communication, managers can 
fail to gain commitment from employees, 
fail to achieve business goals and fail to 
develop rapport with the people on their 
team. In short, they can fail as leaders no 
matter how good their intentions may be.

Sound  scary?  It  can  be,  especially  for 
first-time managers. Front-line employ-
ees simply don’t need the same level of 
communication skills as leaders do. But 
when employees rise to leadership posi-
tions, they must learn to connect with 
a greater number of people more effec-
tively to get the job done.

Managers can enhance their communi-
cation skills with commitment and prac-
tice using a few key strategies that will 
help determine what, when and how to 
communicate effectively.

Listening
The most effective leaders know 

when to stop talking and start listen-
ing. This is especially important in three 
particular situations: 
•  When emotions are high
•  In team situations 
•  When employees are sharing ideas

First, listening is crucial when emotions 
are high. Extreme emotions, such as an-
ger, resentment and excitement, warrant 
attention from a personal and a business 
standpoint. On a personal level, people 

feel acknowledged when others validate 
their feelings. Managers who ignore feel-
ings can create distance between them-
selves and their employees, eroding the 
relationship and ultimately affecting the 
working environment.

From a business perspective, emotions 
can also interfere with clear thinking. 
Allowing employees to address their 
emotions helps them move beyond the 
situation at hand in an effective way and 
get back to business. Managers can de-
velop stronger relationships with their 
employees while enhancing productivi-
ty simply by listening to their employees 
when emotions are high.

The second most important time to lis-
ten is in team situations. Team environ-
ments can involve multiple personalities, 
complex dynamics and competing agen-
das. By listening carefully, managers can 
ensure that everyone is working toward 
the same goal. Listening also helps man-
agers identify and address conflicts early 
as well as to facilitate healthy-working 
relationships among team members.

Third, listening is vital when employees 
are sharing ideas. When managers stop 
listening to ideas, employees stop offer-
ing them. That means managers are es-
sentially cut off from the creativity and 
expertise of the people on their team, 
and leadership becomes an illusion.

In these and almost any situation, the 
advantages of listening make it worth 
doing well. The basic fundamentals of 
good listening include the following:

•  Attending closely to what’s being said, 
not to what you want to say next.

•  Allowing others to finish speaking be-
fore taking a turn.

•  Repeating back what you’ve heard to 
give the speaker the opportunity to 
clarify the message.

With these fundamentals, managers 
can clearly communicate that they care 
about what the speaker is saying and 
want to help.

Facilitating
Facilitating communication is more 

than just listening, and it is more than 
leading a conversation. Good facilitation 
is a continuous cycle of three steps: 
•  Hearing what is said
•  Integrating it into the topic at hand 
•  Saying something to move the conver-

sation forward

For example, imagine a manager facili-
tating a meeting in which she and her 
team are developing goals for the com-
ing year. The conversation might sound 
something like this:

Manager: As we develop our goals for 
next year, it’s important that we hear 
from everyone in the department. What 
are your ideas?

Employee 1: I think it’s important that 
we get productivity up. I notice we have 
a pretty relaxed pace around here, and 
it gets frustrating when some people are 
working hard and others seem to be con-
tributing less than others.

Brought to you by the PDA Career Center. 
Go to www.pda.org/careers for the latest opportunities.
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Manager: Okay, so we need improved 
productivity. What would that look like 
as a goal?

Employee 2: Actually, I think it’s more a 
matter of setting a higher sales goal than 
improving productivity in the office. We 
don’t just need to be busier. We need to 
get better results.

Manager: I see. So the idea is that we 
should set higher sales goals for every-
one, which would consequently address 
the productivity issue. Is that right?

Employees: Yes.

Notice in this exchange that the manager 
took the time to repeat what she heard so 
that the employees could verify its accu-
racy. She also integrated each comment 
into the topic at hand— tying the first 
employee’s frustration with productivity 
to the task (goal-setting) and connecting 
the second employee’s point about sales 
to the topic on the table (productivity). 
Even though her employees were giving 
all of the input, the manager stayed fo-
cused on the task of preparing goals and 
led all comments in that direction.

Questioning
Many leaders need information but 

aren’t sure how to get it. Similarly, 
their employees may have information, 
but don’t know how to impart it. Man-
agers can open the lines of communi-
cation by asking good questions. Note 
that different kinds of questions yield 
different kinds of results. Here is a short 
primer on questioning:

•  Closed questions: They  elicit  yes/no 
answers. These are beneficial when a 
manager simply needs to check the status 
of an issue. Has the report been complet-
ed? Do you know what to do? Can you 
get that to me by Friday? These are exam-
ples of closed questions that are perfectly 
appropriate in the right situations. 

• Open questions: They elicit longer re-
sponses. They are useful almost any time 
a manager wants more than a yes/no an-
swer—for instance, when seeking input 
from others, looking for information 
about a particular topic or exploring a 
problem. What do you think would be 

the best way to go about this? How are 
you doing on  that project? What went 
wrong?  These  kinds  of  questions  give 
others the chance to give all of the in-
formation they have and to avoid the in-
numerable consequences that can come 
when leaders make assumptions without 
becoming well-informed.

• Personal questions: They have a spe-
cial role in leadership. Inappropriate 
personal questions can alienate employ-
ees. Asking direct reports if they are dat-
ing anyone or why they haven’t bought a 
house can be perceived as prying, even if 
the questions are well-intended. Appro-
priate personal questions, however, can 
create a sense of camaraderie between 
employee and boss. Asking whether em-
ployees had a nice weekend, inquiring 
about their families or following up on 
common interests all help people con-
nect on a personal level. That relation-
ship leads to a greater commitment as 
well as a more pleasant environment.

Using Discretion
Knowing when not to speak as a 
leader  is  just as  important as  speak-

ing. Managers must understand that the 
moment they don a new title, they be-
come a leader—one that others look to 
for guidance, direction and even protec-
tion. Good leaders adopt a policy of dis-
cretion, if not confidentiality, with their 
employees. Only then can they develop 
the trust that is so vital to productivity.

Confidential situations may arise in a 
number of areas, personal and profes-
sional. Here are some topics that may 
warrant discretion:
•  An employee is having a direct con-

flict with another employee.
•  An employee is concerned about an-

other employee’s conduct.
•  An employee’s performance has dropped 

substantially.
•  An employee has a health issue or per-

sonal problem.
•  An employee wants genuine advice on 

how to excel, but doesn’t want to be 
seen as cozying up to the boss.

In any of these cases, the employee is fac-
ing circumstances that affect him person-

ally and could affect business if not ad-
dressed effectively. A manager who invites 
a confidential conversation could help the 
employee discuss the situation openly and 
develop strategies to handle it well. But a 
manager whose trustworthiness is ques-
tionable will undoubtedly scare away any 
hope for a candid discussion. The conse-
quences could have a bearing on the em-
ployee’s ability to perform at his best.

How do managers communicate that 
they  can  be  trusted?  One  approach  is 
to tell employees directly that you are 
always available for private conversa-
tions when needed. Managers who do 
this further assure employees who come 
to them that the conversation will be 
kept confidential. Then managers keep 
that promise. In the end, actions speak 
louder than words. When managers talk 
behind their employees’ backs, gossip or 
show favoritism of any kind, employees 
doubt their discretion and opt to keep 
their thoughts to themselves. The lines 
of communication shut down, to the 
potential detriment of the team.

Directing
Notice that directing comes last on 

the list of communication strategies. 
It may not be the least important, but it 
is definitely one to use less often. Many 
managers direct their employees be-
cause they believe it’s the only way to get 
things done. It is not. The other forms 
of communication discussed above—
listening, facilitating, questioning, us-
ing discretion—can all get employees 
working more productively in a spirit of 
cooperation and in a friendlier environ-
ment than directing.

But, directing has its place; directing 
means to give directions clearly and un-
equivocally, so people know exactly what 
to do and when. It is best used in times of 
confusion or when efficiency is the most 
important goal. Although it can be effec-
tive, directing also can lead to compla-
cency on the part of employees who may 
adopt  an  “I  just  do what  they  tell me” 
attitude. Use it sparingly.
Benefits to Communication
Communication takes effort. But it is 

Continued at bottom of page 26



24 Letter •  July/August 2012

sn
a

p
sh

ot
Science

Meeting Preview
Interest Group and Advisory Board Meeting Schedule

The business of the Association will be conducted, as always, at the Annual meeting. 

Below is a schedule of the Science advisory board, committee and interest group meetings that will take place. 
Note: All interest group meetings are open to meeting registrants; all other ancillary meetings are by invitation only. (For Regula-
tory Affairs ancillary meetings, see the Regulatory Snapshot, p. 46).

Sunday, September 9

1:00 p.m. – 5:00 p.m.

Process Validation and Verification (Committee Invitation Only)

Monday, September 10, 2012

12:15 p.m. – 1:15 p.m.

Science Advisory Board Meeting (Invitation only)

4:45 p.m. – 6:00 p.m.

Process Validation Visual Inspection of 
Parenterals

Wednesday, September 12

12:30 p.m. – 5:00 p.m.

Prefilled Syringe Task Force (Task Force Invitation Only)

Thursday, September 13

8:00 a.m. – 5:00 p.m.

Prefilled Syringe Task Force (Task Force Invitation Only)

8:00 a.m. – 12:00 p.m.

PCMOSM Team 2.1 Knowledge Management (Committee 
Invitation Only)

Journal Preview
Submit Your  Research to the Journal to be Published

The July/August PDA Journal of Pharmaceutical Science and Technology includes a good follow-up to Janet Woodcock’s May/June 
Commentary, featured in the June PDA Letter’s “Journal POV.” The Review article, by Chan Lai Wah, et al., takes a look at raising 
the QA bar for sterile drugs. The issue also features two articles that should capture the interest of microbiologists. Editor Govind 
Rao addresses social media with his thought-provoking  commentary, “Do you ‘like’ us?” 

Editorial

Govind Rao, “Do you “like” us?”

Review

Chan Lai Wah, et al. “Toward Higher QA: From Parametric Release of 
Sterile Parenteral Products to PAT for Other Pharmaceutical Dosage 
Forms”

Research

Dennis Jenke, et al., “Evaluation of the General Solution Compatibility 
of Polymer Materials Used in Medical Devices such as Syringes”

Aymen S. Yassin, et al., “The Application of Uniplex, Duplex, and 
Multiplex PCR for the Absence of Specified Microorganism Testing of 
Pharmaceutical Excipients and Drug Products”

Madhusudan Rao Yamsani, et al., “Design and Characterization of 
Atenolol Transdermal Therapeutic Systems: Enhancement of Perme-
ability via Iontophoresis”

Ismail Uysal, et al. “Effects of Radio Frequency Identification– Related 
Radiation on In Vitro Biologics”

Gerhard Haake, et al. “The Importance of Accurate Microorganism 
Identification in Microbial Challenge Tests of Membrane Filters. Part 
II. The Comparison of Hydrogenophaga pseudoflava ATTC 33668 
and Curvibacter sp. ATCC 700892 by Microbial Challenge Tests with 
Membrane Filters”

Technology/Application

Volker Sigwarth, et al. “A Potent and Safe H2O2 Fumigation  
Approach” 

Tuesday, September 11

12:15 p.m. – 1:15 p.m. 4:45 p.m. – 6:15 p.m.

Biotechnology Advisory Board (Invitation only) Prefilled Syringes Facilities & Engineering

Packaging Science Pharmaceutical Water Systems

Sterile Processing Parenteral Drug Manufacturing/Lyophilization
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Journal POV
A Look Back: Globalization of Public Health 
Standards

In this Journal POV, we look back to 
the first issue of 1998, which contained 
the Keynote remarks of the U.S. FDA’s 
Sharon Smith Holston at the Septem-
ber 1997 PDA/FDA  Joint Regulatory 
Conference. It is interesting to see that 
after more than a decade, FDA is still working hard to ensure the 
quality and safety of foreign sources of material and products. The 
following is an excerpt of her remarks; for the full Commentary 
article, go to journal.pda.org and look up the Jan/Feb 1998 issue 
in the “Past Issues” archive. 

We’ve had an exceptionally good year also overseas, where our 
activities are guided by the spirit of cooperation and workload 
sharing that, as most of you know, we embraced in recent 
years in order to contribute to globalization of the highest 
public health standards and secure greater consumer protec-
tion at lower cost to taxpayers.

In June, our government and the European Union completed 
an unprecedented Mutual Recognition Agreement, or MRA, 
whose negotiation was greatly assisted by hardworking staff 
from many components of the U.S. FDA. When fully imple-
mented, the agreement will allow FDA and its EU counter-
parts to exchange reports on inspections of pharmaceutical 
and medical device facilities that export products to our re-
spective countries. Currently, we’re conducting 200 overseas 
inspections each year, while the Europeans are similarly in-
specting exporting facilities in the United States.

If, at the end of a three-year confidence-building transition 
period, we and the European Union are satisfied that our in-
spection processes and culture are equivalent, each party will 
be able to carry out the other’s inspections for compliance 
with the respective Good Manufacturing Practices and qual-
ity system requirements, and thus save considerable resources 
we now have to spend on overseas travel. Both we and our 
counterparts can find plenty of use for those funds in other, 
higher risk areas.

Another provision of the Mutual Recognition Agreement al-
lows for the review of medical devices by third parties in the 
United States and European Union. This accord broke new 
ground by clearing the way—under clearly specified condi-
tions—for authorized European organizations, both govern-
mental and private, to review low- and medium-risk premar-
ket notifications called 510(k)s against U.S. requirements and 
submit the reviews to FDA for final action. Similar reviews 
could be carried out by FDA, or accredited third parties in 
this country, for the European regulatory authorities in ac-

Tech Trends
Taking an Absolute Approach to Improve 
Environmental Sustainability
Emily Hough, PDA

Many pharmaceutical companies are now wondering what 
they can do to keep improving environmental sustainability 
within their firm after the “easy to implement” items such as 
solar panels and single use systems have been implemented.

AstraZeneca might have found the answer by focusing on to-
tal environmental sustainability by looking at lowering API 
emissions to packaging and transportation materials.

Last year, AstraZeneca’s worldwide sites looked at their emis-
sions and compared them to the firm’s environmental quality 
standard concepts, which take into account indirect exposure 
of potential consumers such as fish-eating mammals and hu-
mans, as well as primary producers (e.g., algae) and primary 
and secondary consumers (e.g., invertebrates and fish). All but 
two sites met the standard. Corrective actions were taken, and 
all sites now meet the firm’s internal standard. The firm also 
started to share its environmental quality standard concepts 
with its key outsourced manufacturing partners. This enabled 
suppliers to perform risk assessments and manage any emis-
sions of the APIs they manufacture or formulate on AstraZen-
eca’s behalf. This allows AstraZeneca to better understand and 
manage its manufacturing global footprint.

According to the firm’s website, “Our work to reduce our car-
bon footprint and our use of natural resources brings benefit for 
the environment and for our business because of the associated 
cost efficiencies. Similarly, our efforts to minimize the waste 
we produce includes making improvements to our production 
processes which can also boost manufacturing efficiency.”

The firm is additionally concentrating on finding and devel-
oping a drug compound that reaches the environment in a 
relatively unchanged active form to improve future product 
pipeline. By working with computer and laboratory-based 
tools, AstraZeneca can assess potential hazards and risks to 
the environment, which in turn will impact decision making 
about candidate drug selection. AstraZeneca’s environmental 
risk management plans accompany all new medicines through 
their lifecycle, enabling all available environmental data to be 
taken into account at key decision points.

The firm has also implemented an API manufacturing pro-
cess, called the “‘SHE Triggers’ model, which identifies poten-
tial safety, health and environmental problems. At the earliest 
possible stage, issues affecting those areas are designed around. 
The firm has applied the model to its primary and secondary 
manufacturing processes as well as its pharmaceutical prod-
ucts, including the environmental assessment of packaging 
and devices. Where it can, AstraZeneca is looking to change 

Continued at top of page 26 Continued at middle of page 26
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cordance with their criteria.

Because of its novelty and potential 
importance, we will test this system—
which parallels our own domestic pilot 
program for selected medical devices—
very carefully. We will be preparing writ-
ten guidance to help assure review con-
sistency for medical devices both here 
and in Europe. After the three-year tran-
sition period, we must reach consensus 
on which European notified bodies have 
demonstrated proficiency in conduct-
ing product reviews consistent with our 
standards. And of course, we will con-
tinue to make the final decisions on all 
regulatory issues involving public health 
protection in this country.

The MRAs were not easy to conclude, 
because they were part of other com-
plex foreign trade issues, and involved 
commercial interests advanced by the 

Transatlantic Business Dialogue, which 
includes 250 top business executives  in 
this country and in Europe. But the fact 
that the negotiations succeeded testifies 
to our commitment to cooperation with 
the business community, as well as our 
foreign counterparts.

In July, this cooperation again proved 
itself in the highly productive fourth 
meeting of the International Confer-
ence on Harmonisation, whose mem-
bers are the regulatory authorities and 
pharmaceutical associations in Europe, 
Japan and the United States. In its rela-
tively brief existence, ICH agreed on 44 
state-of-the-art, harmonized guidelines 
for drug development and registration. 
A  recent  survey  of  72  pharmaceutical 
companies in the United States, Europe 
and Japan showed that some of these tri-
partite documents are being utilized by 
as many as nine out of ten respondents.

The conference also reported agreement 
on a new medical dictionary that pro-
vides common terminology for regulato-
ry authorities to use in communicating 
with their counterparts on safety issues. 
Most encouraging of all, the ICH mem-
bers agreed to the new and challenging 
goal of harmonizing the format and 
content of documents for new product 
applications, and on increasing the par-
ticipation in their work by associations 
representing manufacturers of over-the-
counter drugs and generics.

Work sharing across international bound-
aries, and by governments and private en-
terprise—a strategy to which our agency 
looks for part of the answer to our grow-
ing responsibilities without a correspond-
ing increase in resources—last year dem-
onstrated remarkable vitality and great 
potential. 

Journal POV continued from page 25

Tech Trends continued from page 25

the way it transports products and inter-
mediates around the world by replacing 
traditional wooden pallets with lighter 

pallets made from corrugated cardboard. 
Transporting these lighter pallets by 
road, air and sea will reduce the amount 

of fuel required and thus reduce the 
CO2 generated by these activities. 

effort well-spent given the benefits—a 
more pleasant, more productive work 
setting in which everyone feels valued, 
ideas are shared openly and relationships 
are characterized by trust.

One last tip: When you practice good 
communication, notice the effect. The 

results that come from communicating 
wisely will be the proof that communica-
tion really is the key to good management.

This article was originally published in 
HR Magazine in January 2005.

About the Author
Joelle K. Jay, PhD, president, Pillar Consulting, 

helps leaders achieve top performance 
and business results. Her clients include 
presidents, vice presidents and C-level 
executives in Fortune 500 companies. Joelle is 
the author of The Inner Edge: The 10 Practices 
of Personal Leadership. To find out how Joelle 
can help you reach the next level, visit: www.
TheInnerEdge.com. 

Tools For Success continued from page 23
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COME TO THE EXPERTS TO GET YOUR  
OBJECTIONABLE MICROORGANISMS IN THE  

EXACT CONFIGURATION YOU NEED. 

FEATURES: 

• Supported by highest quality credentials in the industry

• Qualitative and quantitative QC microorganism preparations available

• Many easy-to-use formats, including instant dissolve

•  Quantitative products are customized to your desired concentration

• Simple, reliable QC testing 

COUNT ON US 
Our company was built on custom 

solutions. For over 15 years, companies 

around the world (including Fortune 500 

Companies) have depended on us to add 

safety, accuracy and convenience to their 

Quality Control testing programs. 

YOUR STRAIN 
 

Send your environmental isolate 
or objectionable microorganism 
to Microbiologics; our team will 

professionally preserve the strain  
and create a product for your QC 

testing needs.

YOUR CONVENIENCE 
 

Your custom-designed product is 
then shipped, as needed, to your 

testing location(s) throughout 
the world. Your lab will save a 

tremendous amount of  
time, labor and money.

YOUR FORMAT 

Based on your packaging 
preferences and target 

concentration for quantitative 
products, we will design an easy-

to-use, convenient  
QC microorganism 
product. Made to 

your specifications, 
with your unique 

microorganism strain. 

COME TO THE EXPERTS
phone 320.253.1640  |  toll-free 800.599.BUGS (2847)  |  fax 320.253.6250

 custom@microbiologics.com |  www.microbiologics.com

27836_CS Ad_Final.indd   1 1/25/12   1:15 PM
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Industry Comes Clean at 
PDA Annual Meeting
Tenacious residues, disposable systems among various  
cleaning-related topics addressed 
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Cleaning: It happens in 
every manu-

facturing plant, storage facility and any-
where else a drug product is processed, 
stored, etc., and it is a vital part of the 
manufacture of quality, safe products. 
Whether for a facility, equipment or in-
struments, cleaning seems like a rather 
straightforward proposition; yet, there is 
a lot of science associated with a high-
quality cleaning program. 

Breakdowns in cleaning procedures can 
pose hazards to patients, so great em-
phasis needs to be placed on developing, 
designing and controlling a cleaning 
program. 

When cleaning fails, the results can be 
startling. Earlier this year, reports sur-
faced regarding findings of bacterial 
contamination of a pharmacy dispens-
ing robot at Wake Forest Baptist Medi-
cal Center. The case demonstrates the 
importance of a sound cleaning prac-
tices at all levels of drug manufacturing 
and distribution. The hospital found 
that the Bacillus cereus contamination 
uncovered in samples of an intravenous 
drug could be traced to the dispensing 
robot. Further investigation implicated 
the source of contamination on the ma-
chine as the washing station and associ-
ated tubing. The washing station is an 
area outside the sterile environment for 
which the hospital had no formal clean-
ing and maintenance procedure. No pa-
tients were harmed. 

When it comes to equipment clean-
ing, manufacturers of biopharmaceuti-
cal products face many questions and 
various technology choices for their pro-
grams. For instance, how can a clean-
ing rogram effectively remove tenacious 
residues that form at the air-liquid inter-
face of a bioreactor? Can single-use, or 
disposable, systems help reduce cleaning 

steps and costs? If so, are they safe to use 
for  all  product  types?  How  can  cross-
contamination of products be prevented 
at multiproduct facilities?

The 2012 PDA Annual Meeting includ-
ed a number of presentations that dealt 
with these and other questions. 
Cleaning the Air-Liquid Interface

A presentation called “Cleaning Valida-
tion Challenges for Bioprocesses: Strate-
gies for Eliminating Tenacious Residues” 
by Amgen’s Rizwan Sharnez, Principal 
Engineer, offered a look at the problems 
caused by such residues and  some practi-
cal solutions. Sharnez spoke in a session 
on  “Process  Control/Validation”  in  the 
“Control Strategies for Biopharmaceuti-
cal” track of the Annual Meeting. 

Sharnez told attendees that tenacious resi-
dues form on production bioreactors at the 
air-liquid interface (ALI). He attributed 
the formation of tenacious residues at the 
ALI in bioreactors to the push for higher 
yields, which results in higher cell densities, 
longer processing times, more antifoam 
and higher protein concentrations. He 
showed photos of a residue on the interior 
of a 3L bioreactor which had formed fol-
lowing 14 days of processing prior to and 
following rinsing. He also showed photos 
of a pilot plant bioreactor both before and 
after cleaning in place. Both sets of photos 
demonstrated the inability of the cleaning 
procedures to remove the residue. 

Sharnez explained that the residue at 
the ALI presents the “greatest cleaning 
challenge,” and showed through more 
photos  how  a  1%  alkaline  cleaner  can 
effectively clean a coupon spotted with 
bulk soil, but not effectively clean a sub-

mergible coupon suspended at the ALI. 
Besides the cell debris and media, the res-
idues in the bioreactor can also contain 
“complex insoluble organic molecules, 
including antifoam, silicates, slip agents, 
hydrocarbons, and polymers.” Because of 
their tendency to be highly hydrophobic 
and buoyant, they “gravitate to the ALI,” 
forming the tenacious residue. 

Sharnez reported that peroxide-based 
cleaners (PBCs) can effectively remove 
or reduce these residues. In addition, 
PBCs can “work synergistically with 
alkaline cleaners.” He discussed the de-
tails of a small-scale model Amgen used 
to evaluate the cleanability of PBCs in 
combination with an alkaline cleaner 
(AC). The result showed that the PBC 
with AC was effective in cleaning 316L 
stainless steel coupons spiked with 
solutions of polyvinyl chloride, slip 
agents and silicates (at 70 deg C for 10 
minutes) These residues could not be 
cleaned effectively with AC alone. 

The PBC/AC combo was  also  effective 
in cleaning the following submerged 
parts and coupons that were not cleaned 
with AC alone: end caps and baffles 

The tenacious residues form on production 
bioreactors at the air-liquid interface (ALI)

Article Scrubbed Down
— Residues formed in bioreactors after 

lengthy processing times are difficult 
to clean with alkaline cleaners alone; 
adding PBCs can help

— Single Use Technologies have gone 
large scale at Shire and Grifols

— Vendor selection and relationships are 
critical to ensuring successful single 
use implementation
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from bioreactors, and coupons suspend-
ed at the ALI. 

Sharnez also presented results showing 
the  effectiveness  of  PBC/AC  sprayed 
manually  post-clean-in-place  (1%  PBC 
+ 1% AC; 70 deg C at 60 min).

Validating the combo involved determin-
ing safe rinsing levels for the PBC. Sharnez 
advised using toxicology data to set accep-
tance limits. Companies might also have 
to demonstrate that residual hydrogen per-
oxide does not adversely impact product 
quality attributes. He also touched upon 
the analytical and engineering challenges 
Amgen tackled to move forward with this 
new cleaning solution.

Sharnez’s presentation provided a 
glimpse into the various challenges that 
manufacturers constantly face in man-
aging effective cleaning programs. Of 
course, one way to deal with these chal-
lenges is to simply eliminate as much 
cleaning as possible. Disposable systems 
have  been  helping  firms  do  just  that, 
though not without presenting chal-
lenges of their own.
Single Use Shot Heard ‘Round the World

Such systems are growing more popu-
lar each year among biopharmaceutical 
manufacturers, as demonstrated by two 

case studies presented at the PDA Annu-
al Meeting and the Single-Use Systems 
workshop that followed.

Shire Human Genetic Therapies newest 
facility in Lexington, Mass., has gained 
plenty of attention for the extensive 
application of single-use technologies 
throughout the biological operation, 
including the use of large-scale biore-
actors  utilizing  2000L  disposable  bags. 
The facility, dubbed “Atlas,” received the 
prestigious ISPE, INTERPHEX, Phar-
maceutical Processing  2011  Facility  of 
the Year Honorable Mention and LEED 
certification in 2012. 

[Editor’s Note: Shire’s Atlas facility was 
highlighted in the Science Snapshot: 
Technology Trend in the April 2012 is-
sue, p. 21.]

The new operation incorporates 100% sin-
gle use technology for a number of opera-
tions and partial single use technologies for 
others, according to Shire Manufacturing 
Director  – Upstream Operations  Chuck 
Hart in his presentation, “Application of 
Single Use Technology at Large Scale.”

Hart’s instructive discussion of imple-
mentation challenges with respect to 
process, logistics, design and other chal-
lenges was nearly overshadowed by the 
impressive results and unique imple-
mentation solution he also shared. 

The benefits included: 
•  Reduction in facility size (only 200,000 

ft2 housing multiproduct upstream and 
downstream operations for two simul-
taneous production runs; 38% reduc-
tion in footprint)

•  Reduction in initial capital cost 

•  Significant reduction in water and 
chemical use

•  No  need  for  CIP/WFI  flushes  for 
Single Use Components

•   87% reduction in water use

•   95% reduction in chemical use

•  Significant reduction in plant steam 
and clean steam use

•  Significant reduction in equipment 
turnaround times

•   No need for Product Changeover 

Materials Clearance for Disposables
Flow-Control Tubing Clamp
Risk-Based Approach to Materials Clearance

• Potential product contact surface was measured for a minimum batch size

– Based on intended use, calculated results would be acceptable

• Identified that a clamp entering product is low risk due to external nature of use

• Clamp was approved for use without additional testing

– Non-Product Contact Material Safety Risk Assessment Form

Benefits to Risk-Based Approach

• Avoid additional testing

• Avoid starting the selection process over

• Identify results representative of actual use

• Reduce time to implementation

✔ Manufacturing Risk 
Assessment

✔ Quality Approval

From Claire Frazier’s presentation “Case Study: 
Implementation of Disposable Systems for Buffer Delivery”

Alkaline cleaner  
without peroxide

Alkaline cleaner  
with peroxide

From Rizwan Sharnez’s presentation “Cleaning Validation Challenges for Bioprocesses: Strategies for 
Eliminating Tenacious Residues”

Residue After Alkaline-Only Treatment & After Alkaline + Peroxide
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(Multi-Product)

•   Quicker decontamination process
Performance Testing Done in “Sandbox”

Functional performance testing at scale 
was conducted with full controls in 
place at a fully automated, off-site loca-
tion the Shire referred to as “Sandbox.” 

Sandbox was staffed by Shire’s engineer-
ing and operations staff and possessed 
full batch capabilities using water and 
trace buffers for pH simulation. This 
enabled Shire to make some difficult de-
cisions up front, including tube lengths 
and bag design.

In addition, the firm uncovered and re-
solved process issues early. Hart noted 
that  over  2000  automation  issues were 
remedied because of Sandbox. All draft 
procedures and batch records were ex-
amined at Sandbox, resulting in a shake-
down that eliminated costly errors and 
inefficiencies from the final process line.

Sandbox also afforded Shire the oppor-
tunity to provide months of hand’s on 
training on actual equipment, which was 
important so operators could familiarize 

themselves with the single use technol-
ogy and automated systems.

Shire started designing the facility in 
2007 and completed it by 2010. In No-
vember 2011, the firm filed applications 
with the U.S. FDA and the EU EMA 
for the production of VPRIV® (velaglu-
cerase alfa) in Atlas. EU approval was 
awarded this past February.

For the less ambitious, there is always 
the option of adding single use systems 
to one component of a process to help 
reduce some of the cleaning burden. 

Grifols’ Claire Frazier, Technical Oper-
ations Support, presented “Case Study: 
Implementation of Disposable Systems 
for  Buffer  Delivery.”  The  project  in-
volved both small volume buffer addi-

• Now available in 2 formats:
  Single Dose 60 cfu
  Multi Dose 550 cfu

• NO upfront costs

• Certificate of Analysis supplied stating
 actual Mean and Standard Deviation

• 12 month shelf life

• Over 10 years experience in Quantitative
 Microbiological Contol = REAL EXPERIENCE!

Plant Isolate

Your Plant Isolates manufactured 
into BioBall format!

...Delivering Confidence
in Quantitative Microbiology

For more information please visit
www.biomerieux-industry.com/bioballpda12

0000-1_PDAMarch2012Advert.indd   1 21/03/2012   2:31:05 PM

Bioreactor Setup Differences
Sequence of Operations—
Shire’s Atlas Facility

CIP

Traditional Single-Use

Setup

Pressure Test

SIP/Post-SIP 
Pressure Test

Media Fill Media Fill

Setup

From Chuck Hart’s presentation “Application of 
Single Use Technology at Large Scale”
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Cleaning Failures Affect 
Quality, Cost and Speed

From Rizwan Sharnez’s presentation, 
“Cleaning Valdiation Challenges for 
Bioprocesses: Strategies for Eliminating 
Tenacious Residues

Compliance: Regulatory 
Expectations

• Equipment should be “Visually 
Clean”

• Effect of residue on product 
quality and cell growth should be 
investigated

Speed and Cost: Impact of a 
Cleaning Failure

• Lower run rate

• Intrusive manual cleaning is 
undesirable

• Unsafe

• Surface damage and rouge

• Cleanability issues can be 
exacerbated

• Resources are strained

• Equipment inspection and 
sampling

• Additional cleaning and CIP skid 
time

• Investigations

tions (25L) and large volume (35-200L). 

Frazier’s case study included details on 
disposable product selection and materi-
als clearance for disposables. For the lat-
ter, she noted that materials for product 
contact must be approved based on the 
U.S. Pharmacopeia’s requirements for 
extractables and leachables. Vendor data 
may be used in replacement or in con-
junction with on-site testing. 

Frazier added that the “Materials Clear-
ance file” for each product material should 
be updated to include potential contact 
solution (chemicals, buffers, intermediate 
products) and contact product part num-
ber and description. Single-use bags, tub-
ing sets and even the flow-control tubing 
clamp were evaluated. 

Frazier went on to describe how her firm 
worked to customize the disposable bags 
and tubing, a critical aspect of the Shire 
project as well. 

Work Well with Single Use Vendors

The Grifols and Shire projects shared several 
key elements, if not scale. These included 
careful disposable product and vendor selec-
tion, materials clearance and customization. 

In the end, both presentations highlight-
ed the importance of developing strong 
working relationships with vendors fol-
lowing a careful vetting process. 

Whether manufacturers of biopharma-
ceutical products are content with their 
current cleaning practices with tradi-
tional stainless steel facilities or want to 
employ single use systems, it is clear that 
the 2012 PDA Annual Meeting provided 
enough information to help clean up 
their decision making process.

Apple Iphone, IPAD and IPOD Touch 
users, as well as Android system users, 
can go to the respective App stores to 
download the PDA Annual Meeting 
App to view these and other presenta-
tions until the end of September 2012. 

Disposable Facility: Single Use Technology at 400 Shire Way
Shire Human Genetic Therapies has implemented single use technology throughout 
operations at its year-old facility in Lexington, Mass. The following are the specific process 
that possess either 100% or partial single use capabilities: 

100% Single Use Technology
• Cell Initiation and Expansion
• Production (Perfusion via Centrifugation)
• Harvest and Clarification
• Unpurified Bulk and Drug Substance Fill

Partial Single Use Technology
• Recovery Operations (Chromatography 

and UF)
• Purification Operations
• Media and Buffer Makeup and Hold

About the Experts
Dr. Rizwan Sharnez is 
Principal Engineer at Am-
gen, Colorado.  Previously 
he was with Merck and 
BioSeparations. His re-
sponsibilities at Amgen 
include cleaning char-
acterization, CIP cycle 
development, process development and tech-
nology transfer. He has 28 peer-reviewed 
publications and 8 patents, and has given over 
30 presentations at professional conferences.  

Chuck Hart has been with 
the Operations group at 
Shire HGT for 3 years. 
Since 2010, he has served 
as the Director of Upstream 
Operations, responsible for 
managing all Cell Culture 
and Media Prep Operations 
at the new state-of-the-art manufacturing facility 
at 400 Shire Way in Lexington, Massachusetts. 
Prior to joining Shire HGT, Mr. Hart has had in-
creasing roles of responsibility in Upstream and 
Downstream Operations at GSK, Wyeth, Amgen, 
and ImClone, with a previous role of Associate 
Director of Downstream Operations at ImClone.  

Claire Frazier has been 
with Grifols Inc since 2006 
in the Research and De-
velopment group support-
ing Technical Operations. 
At Grifols, she has been 
involved in new product 
process development dur-
ing toxicological and clinical phases. She is 
currently responsible for providing engineering 
and developmental support to manufacturing 
operations, with a focus on implementation of 
new or modified systems for improved process 
yield, purity, control and operation. 
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EMD Millipore is a division of  
Merck KGaA, Darmstadt, Germany

There is more to clean environments
than meets the eye.
Our vision of a safer future: Air & Surface 
Monitoring Solutions by EMD Millipore.
Rely on the complete EMD Millipore BioMonitoring 
program to satisfy your environmental testing needs for the  
pharmaceutical industry. We provide easy-to-use solutions,  
excellent service and long-standing expertise:

•	Particle	Counters
•	Active	Microbial	Air	Samplers
•	Settle	Plates
•	Contact	Plates	and	Slides
•	Swabs

Ensure a safer future by monitoring your manufacturing 
and	lab	environments	with	EMD	Millipore.

www.emdmillipore.com/environmental-monitoring
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For an updated PDA calendar of events please visit 
www.pda.org/calendar.

www.pda.org

2012 PDA UPcoming
EvEnts

August EvEnts

20-24
Aseptic Processing Training 
Program – Session 4 Week 1 
(Week 2: September 10-14)
Bethesda, Maryland
www.pda.org/2012aseptic

27-31
Filtration Week

• Filters and Filtration in the 
Biopharmaceutical Industry – 
Basics Course  
(August 27-28)

• Filters and Filtration in the 
Biopharmaceutical Industry – 
Advanced Course 
(August 29-31)

Bethesda, Maryland 
www.pda.org/filtrationweek

29-30
Fundamentals of 
an Environmental 
Monitoring Program
Bethesda, Maryland 
www.pda.org/environmental2012

July EvEnts

30-3
Quality Systems 
for Aseptic Processing
Bethesda, Maryland 
www.pda.org/qualitysystems2012

sEptEmbEr     EvEnts

10-14
2012 PDA FDA Joint Regulatory 
Conference and Course Series
Baltimore, Maryland 
www.pda.org/pdafda2012

12-13
2012 PDA ICHQ10 Workshop: 
Expectations of Operations 
& Executive Management
Baltimore, Maryland
www.pda.org/ICHQ10

18-19
Pharmaceutical Freeze 
Drying Technology 
Ljubljana, Slovenia  
https://europe.pda.org/
FreezeDrying2012 

20
ICH Q9: Application 
of a Risk-based Approach 
Ljubljana, Slovenia  
https://europe.pda.org/Riskbased2012

20-21
Development of a Freeze 
Drying Process Training Course 
Ljubljana, Slovenia  
https://europe.pda.org/TCFreezeDrying2012

25-26
Visual Inspection Forum
Berlin, Germany
https://europe.pda.org/VisInsp2012

27-28
An Introduction 
to Visual Inspection
Berlin, Germany 
https://europe.pda.org/TCVisInsp2012

OctObEr EvEnts

2-4
Developing a Moist Heat 
Sterilization Program within 
FDA Requirements
Bethesda, Maryland
www.pda.org/moistheat2012

8-11
PDA Biennial Training 
Conference and Course Series
Bethesda, Maryland 
www.pda.org/biennial2012

9-10
Developing and Validating 
a Contamination 
Control, Cleaning and 
Disinfection Program
Bethesda, Maryland 
www.pda.org/contamination2012

9-10
Pharmaceutical Cold Chain 
Management & Good 
Distribution Practice
Berlin, Germany 
https://europe.pda.org/ColdChain2012

11-12
PDA Good Temperature-Controlled 
Management Practices
Berlin, Germany 
https://europe.pda.org/TCColdChain2012

15-19
The Universe of Pre–filled 
Syringes & Injection Devices 
and Course Series
Las Vegas, Nevada 
www.pda.org/prefilled2012

15-19
Aseptic Processing Training 
Program – Session 5 Week 1 
(Week 2: November 5-9)
Bethesda, Maryland
www.pda.org/2012aseptic

22-26
PDA’s 7th Annual 
Global Conference on 
Pharmaceutical Microbiology 
and Course Series
Bethesda, Maryland 
www.pda.org/microbiology2012

30-1
Validation of Biotechnology-
related Cleaning Processes
Bethesda, Maryland
www.pda.org/biotechnology2012

Save these dates!

SOLD OUT

SOLD OUT
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10 Lessons from 2012 PDA Sterile Technology Conference
Bioburden and ongoing regulatory 
problems in the manufacture of sterile 
products  are  just  two  of  the  major  is-
sues discussed at the 2012 PDA Innova-
tion & Best Practices on Sterile Technology 
Conference. For those who missed it, the 
cochairs have highlighted the top 10 les-
sons they learned during the event: 

1.  Biofilm bioburden presents unique 
issues.  It  has  been  a  major  source 
of contamination in sterile prod-
uct manufacturing operations. It 
requires rigorous and specialized re-
mediation efforts for aqueous opera-
tions. Offline modeling technologies 
were discussed that can be utilized 
to develop effective cleaning regimes 
and more effective methods for pre-
vention and removal of biofilm (Look 
for an upcoming PDA technical report 
on Biofilm and Bioburden). 

2.  Companies continue to be the sub-
ject to regulatory observations for the 
validation of sterile product manufac-
ture and ongoing control of aseptic 
processes. In order to ensure expedi-
ent approval of regulatory submis-
sions and especially those involving 
unique and new products and ap-
proaches, the U.S. FDA endorses a 
proactive approach of dialog prior to 
submission including teleconferences 
and face-to-face meetings. 

3. There have been significant advances 
in radiation sterilization, irradiator 
design, dose measurement designs 

and cycle development 
of lower dose steril-

ization. These have 
been used suc-
cessfully to mini-
mize degradation 
effects for drugs 

making radiation feasible. This sug-
gests greater usage for API and other 
product and component sterilization 
options for pharmaceuticals, bio-
pharmaceuticals and API’s processes.

4. Steam-in-Place systems are becom-
ing more common place as a means 
to sterilize complex product contact 
lines as companies increase the use 
of in line filter sterilization, isolators 
and RABS for filling sterile products 
(Look for an upcoming PDA technical 
report on Steam in Place).

5. Nitrogen dioxide has the benefit of 
compartmentalized designs and re-
duced residual issues. Thus provid-
ing nitrogen dioxide with signifi-
cant potential for sterile component 
packaging surface sterilization.

6.  Aseptic process simulations alone 
do not validate the aseptic process, 
but when designed and performed 
properly, they remain an important 
part of an overall aseptic valida-
tion program, confirming the ef-
fectiveness of the process (See PDA 
Technical Report No. 22 (Revised 
2011), Process Simulation for 
Aseptically Filled Products.)

7. The use of multi-departmental, in-
tegrated user teams, including ven-
dors, suppliers and engineering is 
an effective way to recognize and 
meet production and regulatory re-
quirements of a modern sterile drug 
manufacturing facility. Automation, 
modeling and modular design can 
enhance the utility of the modern 
sterile drug manufacturing facility. 

8. Quality risk management control 
strategies are effective decision mak-
ing tools in the design of sterile 

product manufacturing lines and 
facilities. Implementation of quality 
risk management as an enabler re-
quires understanding the details of 
the process and product impact to 
optimize the integration in the qual-
ity system.

9.  It is essential that the FBIO concept 
be used to provide the most ac-
curate interpretation of biological 
indicator inactivation results. Also, 
FPHY and FBIO should be used in a 
complementary approach to ensure 
the most robust moist heat steriliza-
tion program. 

10.  Alternatives to an overkill design ap-
proach, such as the product-specific 
approach (See PDA Technical Report 
No. 1 (Revised 2007), Validation of 
Moist Heat Sterilization Processes: 
Cycle Design, Development, Qualifica-
tion and Ongoing Control), are con-
sidered to be far superior to aseptic 
processing due to the lower risks of 
non-sterility with terminal steriliza-
tion processes. For the product spe-
cific approach, a biological indicator 
is selected based upon the population 
and moist heat resistance characteris-
tics of the product bioburden. 
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Current Sterile and Lyo Issues Discussed at Joint IG Session
Richard Johnson, PDA; Ken Muhvich, Micro-Reliance; Edward Tidswell, Baxter Healthcare; Edward H. Trappler, Lyophilization Technology

Interest in the unique requirements for 
aseptic processing of lyophilized prod-
ucts is heightening with the number of 
new therapeutics increasing on the mar-
ket, including many new biopharma-
ceuticals such as monoclonal antibodies. 
Many issues arise when manufacturing 
lyophilized products, including the elu-
sive problem of stopper “pop-up” and 
process simulation media fills. 

To meet the growing demand for infor-
mation on issues like these, PDA’s Sterile 
Processing/Parenteral Drug Manufactur-
ing Interest Group and Lyophilization 
Interest Group will hold a combined ses-
sion at the upcoming 2012 PDA/
FDA Joint Regulatory Conference 
in September. All interested 
conference attendees are in-
vited to discuss any topics 
relating to sterile processing 
and lyophilization. 

This will mark the fifth occa-
sion when the two groups have 
merged sessions in order to spark 
dialogue on this increasingly impor-
tant area. The prior sessions successfully 
brought together subject-matter experts 
and others interested in the fields of 
aseptic processing and lyophilization; 
conversation at each session was engag-
ing and productive.

Like the previous four, the upcoming joint-
IG session will be an open forum in which 
participants will drive the discussion by 
recommending topics and then voting on 
which hold the most interest. From there, 
discussion will start with the topics receiv-
ing the most votes. In the past, topic poll-
ing revealed surprisingly common concerns 
and apparent industry trends that bridged 
the four prior meeting sessions.

It cannot be overstated that attendee 
participation will be key to the success of 
the session. The previous sessions have 
been valuable in that they have repre-
sented a forum for sharing information 
and providing individuals’ perspectives. 

Variation Primary 
Concern in 2009

The first combined Sterile 
Processing and Lyophiliza-

tion Interest Group session was 
scheduled during the 2009 PDA Annual 
Meeting. Attendee polling narrowed a list 
of seven initial topics down to the follow-
ing four: 
•  Vial-to-vial variation (specifically for 

residual moisture)
•  Incomplete stoppering 
•  Lyophilizer equipment equivalence
•  Conditions necessary for transfer, 

loading and unloading a lyophilizer 

The high level of interest and extent of 
the lively discussion resulted in the ses-
sion being focused on the two most pop-
ular topics: variation within a batch and 
incomplete stoppering.

Attendees raised concern about residual 
moisture during the discussion of vial-
to-vial variation. Residual moisture is 
the only truly quantitative measurement 
of a critical quality attribute common to 
lyophilized preparations. A survey of the 
group revealed residual moisture ranges 
from as  low as 0.5% to as high as 5%. 

It was well recognized by the group that 
results can be strongly influenced by the 
variation in the test method, particularly 
when a product has a very low total dry 
weight and very low residual moisture 
content. One third of the participants 
agreed there should be a minimum and 
maximum moisture content defined in 
the product specification. 

Factors suggested among the group to 
have a significant influence in batch uni-
formity were
•  Lyophilization process 
•  Equipment performance 
•  Container/closure 
•  Formulation 

Much of the discussions focused on the 
potential contribution of moisture to the 
dried product evolving from the stop-
per, particularly during long-term stor-
age. Discussions moved onto addressing 
an appropriate number of containers to 
sample, with the only consensus being the 
number of samples should be dependent 
upon the actual product and batch size.

Annex 1 (1)  and a  recent PIC/s publi-
cation (2) of the accepted interpretation 
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of Annex 1 caused the focus to shift to 
incomplete stoppering. As it applies to 
both liquid and lyophilized product 
presentations, this was indeed a fitting 
topic for the combined interest group 
session. There was a large consensus 
that “incomplete stoppering” or a “gap” 
was observed between the vial and the 
matching flat finish on the stopper upon 
unloading the lyophilizer and when vi-
als were transferred to the capping op-
eration. This of course drove the discus-
sions to how much, if any amount, of 
a gap would be acceptable. There were 
concerns expressed for container/closure 
integrity, ingress of air into the product 
and the resulting level of sterility assur-
ance when any “pop-up” of the stopper 
would occur. The opportunity for “pop-
up” exists during the interval between 
when the stopper is fully inserted into 
the vial and the overseal is crimped. For 
liquid products, the interval is admit-
tedly short as the time between the stop-
pering station and crimping operation is 
extremely short. 

In discussing this interval for lyophi-
lized products, it was clear that the time 
duration was significantly varied. The 
shortest duration was described as the 
time required to unload the lyophilizer, 
transfer each tray of product to the cap-
ping machine and crimp the overseal on 
each vial. Allowing the shelves to rest 
on the vials in the stoppering position, 
by continually placing pressure on the 
stopper would prevent “pop-up” in the 
interim between stoppering and unload-
ing. Raising all the lyophilizer shelves af-
ter stoppering would provide the longest 
time. In the case of operations with au-
tomated unloading systems, it was rec-
ognized the time interval between stop-
pering and capping would depend upon 
the approach to the material handling. 
No actual time intervals for this step be-
tween stoppering in the lyophilizer and 
crimping the vials were disclosed.

Discussions also revolved around air and 
moisture infiltration into lyophilized 
products and concerns about long term 
product stability. Factors contributing 
to stopper “pop-up” listed by the group, 
included:

•  Level of siliconization
•  The presence of a coating on the stopper 
•  Method of handling
•  The propensity to stick to the under-

side of the lyophilizer shelves during 
stopper insertion

There was also a shared experience of the 
stopper acting like a suction cup, when 
stoppering the vials “under vacuum” 
at a low chamber pressure and leaving 
the shelves resting on the stoppered vi-
als, the vacuum would break when the 
chamber pressure returned to one atmo-
sphere. It was suggested that this would 
cause the stoppers to become concave 
due to the pressure differences between 
the inside of the vial having a low pres-
sure and the environment at one atmo-
sphere creating a “suction cup” effect 
between the concave stopper and under-
side of the lyophilizer shelf. Upon rais-
ing the shelves to unload the lyophilizer, 
the stoppers would stick and the vials 

would be suspended from the underside 
of the shelf above the product. Another 
reported cause suggested was the stop-
pers being “sticky” and upon stoppering, 
the stoppers would adher to the shelves 
when the shelves were raised. Both cases 
would contribute to the potential of the 
stoppers backing out of the vial neck, 
causing a gap.

Excessive levels of silicone on the stop-
per was identified as causing the stop-
pers to be more slippery and back out 
of the vial neck after stoppering, caus-
ing the “pop-up,” which occurs after the 
stoppers are fully inserted into the vial 
in the lyophilizer and while the vials are 
unloaded. Dimensional differences be-
tween the outside diameter of the stop-
per being larger and the inside diameter 
for the vial opening being smaller were 

thought to be a cause of “pop-up.” 

Single vent stoppers, often called an “Ig-
loo” stopper, appear to have the great-
est incidence of difficulties, particularly 
13 mm stoppers. The “pop-up” appears 
to often occur in the region of the vent. 
The discussions provided a number of 
potential factors to consider for the inci-
dence of the potential for a gap between 
the vial and the stopper flange. No good 
explanation was available as to why there 
would be a correlation or a root cause.

How much of a gap between the vial land 
and stopper flange was permissible was 
also discussed. Though opinions of what 
amount of a gap would be acceptable 
varied, there was consensus that there 
was no scientific rationale or regulatory 
guidance for any specific dimension.

There was a general consensus that the 
environment needs to be ISO 4.8/Class 
100/Grade A for loading the lyophilizer, 
as the stoppers are only partially inserted 
and the vials are considered to be an 

open container. It was clear and every-
one agreed that the EU perspective is 
needed on transfering product and com-
pleting the capping under an ISO 4.8/
Class 100/Grade A air supply because of 
the opportunity for raised stoppers.

The success of this first combined group 
session sparked agreement that a follow-
up session would should be held later 
that  year  at  the  2009  the  PDA/FDA 
meeting in September.
Second Joint Session at PDA/FDA

The decision to hold a second meeting 
proved a good one, as attendance was 
strong and the discussion was robust. 

The group of participants identified a list 
of topics similar to that agreed on at the 
PDA Annual Meeting earlier that year.

Detecting raised stoppers was the “hot” 

The high level of interest and extent of the lively 
discussion resulted in the session being focused 
on the two most popular topics: variation within 
a batch and incomplete stoppering.
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topic. Participants also sought dia-
logue on process simulation media fills 
(PSMF).

In the respective order of popularity and 
interest level indicated by the poll of the 
group, the topics discussed were:
•  Detecting raised stoppers
•  Invalidating a PSMF
•  Steps in conducting a PSMF
•  Glass vials imperfections
•  Use of buffers during lyophilizer qual-

ification
•  Air quality during lyophilizer loading
•  Lyophilizer comparability 
•  Use  of  PSMF  for  container/closure 

integrity for product under “high 
vacuum”

•  Loading pattern when conducting 
PSMF

The group readily acknowledged that 
the issue of raised stoppers was included 
in Annex 1,  though  they  reiterated  the 
concerns expressed during the inaugural 
meeting that there is no complete un-
derstanding of the root cause or scien-
tific rationale for the incidence of raised 
stoppers. 

There was a wide agreement during the 
previous IG session that the incidence of 
raised  stoppers  was  a  container/closure 
issue; though no one could suggest any 
scientific rationale, quantitative measure 
or even an acceptable allowance. In a 
whisper that gained the attention of a 
loud shout, one participant shared their 
understanding that some companies 
were  using  1mm  as  an  allowable  gap, 
though the “whisperer,” nor anyone in 
the group was aware of any studies or 
supporting data in the literature for any 
specific gap that would be allowable. 

The predominate opinion throughout 
the group was that this or any value 
should be challenged and verified in a 
controlled study. Anything short of a well 
designed and controlled study would be 

simply conjecture and a “hand waving” 
treatment of such important concerns. 

When discussions went on to monitor-
ing “pop-up,” six of the companies rep-
resented at the interest group session 
reported having raised stopper detection 
capability installed or installation of the 
capability planned for their facilities. 
Discussions progressed to considerations 
around container/closure  compatibility. 
It was suggested that relative dimensions 
of the vial and stopper and the allowable 
variations in those dimensions may be 
correlated to the incidence and extent 
of “pop-up.” The level of siliconization 
and the propensity of stoppers sticking 
to the underside of the shelves were also 
discussed as causing raised stoppers.

With a focus on considering how a 
raised stopper would impact product 
quality, the group tackled the question 
of suitable measuring techniques. 

Raised stopper detectors just prior to the 
capping operation appeared to be the 
solution of choice among a resounding 
number of participants, though there 
was a long pause in the discussions when 
proceeding to discussions on how much 
the stopper can be lifted off the land por-
tion of the vial finish was asked. PDA 
Technical Report No. 43, Identification 
and Classification on Nonconformities in 
Molded and Tubular Glass Containers 
for Pharmaceutical Manufacturing and 
ISO  documents  8362  and  8871  were 
suggested to the group as references for 
some of the associated topics discussed 
during the session. Head space analysis 
was another method that was thought 
of, though it was recognized that the 
technique may suggest an adequate in-
sertion or loss of integrity when the vi-
als were sealed in an environment at a 
reduced pressure. 

When polled about the appropriate 
chamber pressure when stoppering the 
vials, the group was split between: “full 

vacuum” or “partial vacuum.” A small 
fraction indicated they stoppered prod-
uct in the lyophilizer consisting of a 
nitrogen environment at atmospheric 
pressure. All in the group indicated that 
stoppering was conduced with the pres-
ence of compendia grade (BP, EP, JP, 
NF) nitrogen.

A closely related topic in the general 
area of lyophilized product sterility as-
surance was aspects of conducting (pro-
cess simulation media fills). It is well 
recognized that conducting a PSMF is 
of critical importance, knowing lyophi-
lized products have no microbiological 
preservative and are not currently termi-
nally sterililzed. With the extensive dis-
cussions  on  raised  stoppers,  container/
closure integrity and stopper “pop-up,” 
there was little time left to discuss ap-
proaches to conducting a PSMF.
The 2010 Joint-IG Sessions

The  IGs  agreed  to  hold  a  third  joint 
session  at  the  2010  Annual  Meeting, 
and attendance at the session again was 
strong. 

As during previous sessions, raised stop-
pers were at the top of the list of interest. 
Approximately  25%  of  the  companies 
represented at the session had some way 
of performing stopper “pop-up” detec-
tion in their operations and an additional 
17% were considering implementing the 
capabilities in routine manufacturing. 

There was prominent consensus that the 
product should be under ISO 4.8/Class 
100/Grade  A  air  supply  if  there  was  a 
raised stopper. 

Questions arose about when sealing 
of the product should occur. Some 
were adamant about the seal occurring 
when the stopper is “in place” in the ly-
ophilizer, while others assumed a vial is 
sealed only when the aluminum overseal 
is crimped. There were more questions 
than consensus on when a raised stopper 
was a problem. An example of a ques-
tion raised at that session was: Is 0.5 mm 
the threshold or was 1mm? There was a 
resounding unity among the session par-
ticipants that a good scientific rational 
is needed to provide guidance to the in-
dustry. 

There was a resounding unity among the session 
participants that a good scientific rational is 
needed to provide guidance to the industry
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Also of significant interest was future ca-
pability of nondestructive testing for fin-
ished products. When proposed, it may 
have been a participant’s notion of an in-
strumental method for 100% inspection 
of lyophilized product. 

Discussions progressed onto approaches 
and considerations in developing a ra-
tionale for setting an appropriate resid-
ual moisture specification. The general 
consensus was that there is a need to es-
tablish a moisture specification specifi-
cally suited for the product based on data 
gathered through stability studies during 
development. These studies should en-
compass stability testing of drug product 
prepared at different levels of residual 
moisture. 

Three key points were made during the 
discussions:
•  Chemical potential drives the reaction
•  The molar concentration relative to the 

drug substance should be considered

•  There is a need to quantify and well 
characterize the hydrolysis degradants

Tighter specifications for low dry weight 
drug product and evaluation of the uni-
formity of residual moisture throughout 
the batch were also pointed out as key 
considerations during the session.

At  the  fourth  joint-IG  session  at  the 
2010 PDA/FDA Joint Regulatory Con-
ference, discussion of aseptic processing 
was prominent. Next in order of interest 
came, sterilization of the lyophilizer and 
environmental monitoring. Topics that 
were brought up for discussion in order 
of interest were:
•  Sterilization of the lyophilizer after 

each batch
•  EM around the lyophilizer (of equal 

interest to sterilization)

•  Alternatives for HEPA (transfer) carts
•  Use of QbD for Lyophilization pro-

cess development
•  Conducting a PSMF for Sterile API 

manufacturing
•  Time, temperature or pressure driven 

cycles
•  Statistical Techniques for product and 

process development and manufacturing

Considerations of a dedicated, single 
product operation as well as a multi-
product facility were pointed out as fac-
tors  in  justifying  sterilization of  the  ly-
ophilizer in preparation for each batch. 
The overwhelming consensus was that 
the safest approach would be to sterilize 
the lyophilizer in preparation for mak-
ing each batch. This would minimize 
losses if there was a failure in processing 
or a sterility assurance concern. 

Conditions within the lyophilizer were 
also discussed. Participants were split 
regarding the claim that the lyophilizer 

interior is a product contact surface; a 
number of respondents agreed, though 
many hesitated and did not agree. How-
ever, when asked if the interior of the 
lyophilizer should be treated like a prod-
uct contact surface, about three-quarters 
of the participants concurred. 

Regarding cleaning, the majority agreed 
that the lyophilizer is rinsed with water; 
no one indicated their companies use 
any type of detergent, and nearly half 
the group indicated that purified water 
was used. Since the quality of purified 
water has the same quality requirements 
as water for injection, with the exception 
of a higher allowable microbial content, 
and since the lyophilizer is subsequently 
sterilized, the general consensus was that 
purified water would be acceptable.

All agreed for the need of loading the 

lyophilizer within an aseptic environ-
ment  being  ISO  4.8/Class  100/Grade 
A. Discussions then proceeded to en-
vironmental monitoring. Likewise, all 
agreed the level of monitoring for load-
ing operations should be the same as for 
the filling operations. Some companies 
were including occasional monitoring 
for anaerobes as it was pointed out that 
sparging the product with nitrogen cre-
ates an anaerobic environment and war-
rants such monitoring. None of the par-
ticipants indicated they monitored for 
anaerobes routinely, though a small frac-
tion of participants indicated that they 
monitored for anaerobes periodically.

Automated and manual loading of prod-
uct in the lyophilizer was also a point 
of discussion. Use of transfer carts for 
transporting product from a distant fill-
ing line to the lyophilizer was indicated 
to be a surprisingly common practice, 
reflected by half the participants indicat-
ing such carts were being used at their 
facility. Another surprise was that all 
conducted routine sanitization, while 
few indicated they conducted routine 
cleaning and even fewer conducted 
environmental monitoringfor the cart 
interior. An alarming experience was 
described where the control and level 
of sterility assurance actually decreased 
with use of transfer carts. In the circum-
stance referenced, the historical manu-
facturing experience demonstrated that 
direct transfer from the fill line to the 
lyophilizer  under  ISO  4.8/Class  100/
Class A conditions was demonstrated 
to be a suitable method and provided 
a high level of sterility assurance. Upon 
implementing the use of transfer carts 
there was a decreased level of sterility as-
surance, resulting in discarding multiple 
batches due to questions of sterility or 
sterility issues.

The level of participation and active dis-
cussions consumed the allotted time in 
the program and the discussions contin-
ued. Nearly everyone stayed well beyond 
the scheduled end of the session. With 
the extent of discussions during the ses-
sion, there was little time to go on to the 
other topics of interest. As usual, there 

Considerations of a dedicated, single product 
operation as well as a multiproduct facility were 
pointed out as factors in justifying sterilization of 
the lyophilizer in preparation for each batch

Continued on bottom of page 47
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 Ensuring a Quality Culture
Emily Hough, PDA 

Pharmaceutical com-
panies can boast about 

their ability to manufacture products of the 
highest quality; yet, pressure is mounting 
on firms to improve their quality culture.

In recent years, the U.S. FDA has in-
creased its scrutiny on pharma compa-
nies. In fact, Janet Woodcock, MD, Di-
rector, Center for Drug Evaluation and 
Research, U.S. FDA, wrote about how 
reliable drug quality is an unresolved 
problem  in  the  May/June  issue  of  the 
PDA Journal of Pharmaceutical Science 
and Technology. In her article, Woodcock 
points out that the U.S. FDA continues 
to see major problems in pharmaceutical 
manufacturing quality in all sectors. She 
later mentions that while “the FDA con-
tinues to respond to poor manufacturing 
practices via compliance and enforce-
ment actions, clearly the responsibility 
for maintaining quality rests squarely 
with the manufacturers themselves.”

Lately, even investors have started to 
place the quality culture of phama com-
panies under a microscope. A federal 
court ruled recently that a pharma com-
pany can be sued based on misleading 
statements about compliance with U.S. 
quality-control regulations. 

For these reasons, the upocoming ses-
sion of the 2012 PDA/FDA Joint Regu-
latory Conference called “Changing the 
Quality Culture” (Monday, September 
10 at 10:45 a.m.-12:15 p.m.) could not 
be more timely. 

The PDA Letter recently asked the ex-
pert speakers of the session about what 
a good global quality culture means to 
them and how it should be built.

According to Greg Guyer, PhD, Senior 
Vice President, Global Quality, Merck 
Sharp & Dohme, a quality culture depends 
on how much each employee pays atten-
tion to the quality of materials and detail 
that is going into all aspects of manufactur-
ing and packaging. It is important, Guyer 
said, that this attention doesn’t stop until 
the drug product has been received. He 
said, “The culture is what drives you to 
want to continuously improve the overall 
quality of the products put on the market.”

While it doesn’t take long to build a 
quality culture, he said, it takes a long 
time to build a good one. It is important 
to ensure that the quality of the material 
that is delivered to India is the same as is 
delivered to the United States or to Bra-
zil. To guarantee the same level of qual-
ity in all products, Guyer said, regula-
tory expectations must be followed at all 
plants. This means all employees need to 
know and be trained on the regulations. 
It is imperative, he said, to have a qual-
ity management system in place where 
updates and improvements are system-
atically made across the entire network.

Anthony Mire-Sluis, Vice President, 
Corporate, Product and Device Quality, 
Amgen, agreed, saying “An appropriate-
ly designed quality management system 
should ensure an efficient, compliant, 
yet risk-based approach to product de-

velopment, manufacture and distribu-
tion that drives continuous improve-
ment and individual accountability.”

He said that appropriate systems can help 
provide mechanisms to ensure quality 
through procedures, appropriate oversight, 
metrics and continuous improvement. To 
ensure that quality is a key component of 
the firm, it is important that the top of-
ficials of the company all the way through 
to the people on the manufacturing floor, 
including contractors, distributors and 
even suppliers buy into the concept.

To assess the business case for quality in 
the industry, G.K. Raju, PhD, CEO, 
Light Pharma, worked with others in 
2011 to develop a survey that was sent 
out to a large number of companies. Ac-
cording  to  Raju,  a  significant  observa-
tion was that companies believed they 
were already seeing benefits like cost 
savings and reduction in investigations 
and deviations that could be attributed 
to ICH Q8, Q9 and Q10. In his view 
“quality is free” and a primary takeaway 
from the survey was that “quality failures 
can be very expensive and that a culture 
of prevention was needed.” Also, metrics 
such as the cost of poor quality can help 
make the business case for quality.

About the Experts
Greg Guyer, PhD, Sr. Vice President, Global 
Quality, Merck, is responsible for overseeing 
all Quality Operations, Quality Assurance, CMC 
& Research and Commercialization Quality. He 
joined the company in 1994 as a Senior Director, 
Worldwide Regulatory CMC, Merck Research 
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Meeting Preview
Interest Group and Advisory Board Meeting Schedule

The business of the Association will be conducted, as always, at the Annual meeting. 

Below is a schedule of the Regulatory advisory board, committee and interest group meetings that will take place. 
Note: All interest group meetings are open to meeting registrants; all other ancillary meetings are by invitation only. (For the Sci-
ence ancillary meetings, see the Science Snapshot, p. 24).

Sunday, September 9

11:00 a.m. – 4:00 p.m.

Regulatory Affairs and Quality Advisory Board (Committee 
Invitation Only)

Monday, September 10

4:45 p.m. – 6:00 p.m.

Clinical Trial Materials Quality Systems

Pharmacopeial Quality Risk Management

Tuesday, September 11

4:45 p.m. – 6:15 p.m.

GMP Links to 
Pharmacovigilance

Management on Outsourced 
Operations

Task Force Corner
Mapping Global GMP Sterile Manufacture Guidances and Regulations

How many times have you asked the question, “How does this GMP guidance from the United States compare to that similar 
guidance given by the EU?” Our members have been asking this, so recently the GMP Sterile Processing Guideline Gap Analysis 
Task Force was formed to evaluate how best to answer questions like this. 

The task force will develop a technical report which will compare and contrast several “sterile” or aseptic regulatory guidance docu-
ments in order to identify both similarities and differences between the documents. The analysis is intended to encourage regula-
tory and industry alignment and harmonization between any areas of major differences identified by the team.

Rapid progress is being made, according to co-leaders Jette Christensen, Aseptic Scientific Director, Aseptic Production, Novo 
Nordisk, and Bob Darius, Regional Director Quality Unit, Quality, GlaxoSmithKline Vaccines. Christensen stated that while 
the group might be small, “All of the members have been very engaged and committed to completing the project.” Darius agreed, 
adding that the five-member task force was intentionally kept small and includes a variety of experience in order to complete this 
comparative analysis of the guidelines.

Darius said that one of the challenges encountered by the team was to determine how deeply to evaluate and compare each of the 
guidances due to the variability in size and level of description/expectations in each document. There may be potential areas of 
interpretation and the team is working to deliver a product which is consistently analyzed and would be of value to both industry 
and regulatory bodies.

The following guidances will be included in this analysis:
•	Guidance for Industry, Sterile Drug Products Produced by Aseptic Processing–Current Good Manufacturing Practice, FDA September 

2004
•  Volume 4 Good Manufacturing Practice (GMP) Guidelines, Annex 1: Manufacture of Sterile Medicinal Products, March 2009/2010
•  PI 032-2: PIC/S recommendation: GMP Annex 1 revision 2008, Interpretation of most important changes for the Manufacture of 

Sterile Medicinal Products, January 8, 2010
•  PI 007-6: PIC/S recommendation on the Validation of Aseptic Processes, January 1, 2011
•  WHO technical report series 957, Annex 4: WHO good manufacturing practice for sterile pharmaceutical products, 2010

After completion of the analysis, the team will compare the requirements from each guidance and highlight both areas of difference 
and similarity. This information will be used to develop a survey for industry asking for examples on how these differences in regu-
latory expectations have been met by different companies. The success of this survey will depend on the support and response of 
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industry, so the task force looks forward 
to your active contributions and partici-
pation. They expect that the “blinded” 
survey results will demonstrate that 
there are multiple approaches to achieve 
the same results. This insight will be ex-
tremely valuable to both industry and 
regulatory bodies and could encourage 
harmonization or greater understanding 
of aseptic practices.

According to Christensen, the big chal-
lenge after the assessment is completed 
will be developing a good design for the 
technical report so that it is user friendly.  
“So far we are mapping the requirements 
in the five documents in an Excel sheet, 
but transferring it in a readable and easy 
way might be a challenge,” she said.

The bottom line, Darius said, is industry 
should be accountable for determining 
what aspects are scientifically relevant to 
their own processes and product. It has 
been surprising to learn that this type of 
detailed analysis of the full guidances has 
not been completed previously, since the 

goal of industry is to find areas of com-
monality so that both industry and regu-
lators can focus on the truly important 
aspects of aseptic processing.

Christensen believes the reaction from 
the regulatory agencies and the industry 
will be positive. The technical report will 
give the industry and regulatory agencies 
“a good tool where similarities and differ-
ences can easily been seen, and it will be 
easier working on harmonization which 
both parties are interested in.”

At the end of the project, the task force 
will cover both the areas of similarities 
and differences between these five guid-
ance documents, but will not attempt 
to propose recommendations on how 
to technically manage any differences 
noted. The survey responses will be 
intended to highlight actual practices 
throughout industry which have been 
used successfully to achieve sterility as-
surance through aseptic practice. 

About the Experts  
Jette Christensen, Aseptic Scientific Direc-

tor, Novo Nordisk, works 
within the Diabetes Finish 
Product section. She is re-
sponsible for sites located 
in Denmark, France, the 
United States, Brazil and 
China and has a global 
view on the manufactur-
ing processes, authority requirements and 
culture. Jette has been an active PDA member 
since 1998 and has been involved in several 
activities. Currently Jette is member of PDA 
Science Advisory Board and Board of Directors.

Bob Darius, Director, 
Global Quality Unit, North 
American and German 
Operations, GlaxoSmith-
Kline Biologicals,  is re-
sponsible for the Qual-
ity Unit functions at four 
manufacturing locations 
in North America and Germany. He provides 
oversight of Quality Assurance, Quality Control 
and Validation functions for vaccines and adju-
vant production facilities. Bob is also a Cochair 
of the Gap Analysis TF and a member of the 
PDA Letter Editorial Committee. 

were many more topics of interest for 
which there was simply no time left for 
the additional topics to be discussed.

A great deal of credit and gratitude goes 
to the participants. of the combined IG 
sessions. Without their participation, 
there would only be a quiet, empty room. 

The leaders of the Aseptic Processing 
Interest Group and the Lyophilization 
Interest Group hope to replicate the en-
ergy we found in the first four joint-IG 
sessions. See you in September!
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The Evolving Role of ICH
[Editor’s Note: The following is a modified excerpt from a presentation Justina Molzon, Associate Center Director, for 
International Programs, U.S. FDA, gave on May 14 at the U.S. FDA and Pharmaceutical Research and Manufacturers of 
America’s International Conference on Harmonisation (ICH) regional public meeting. Her talk covered ICH’s evolving  
global role.]

What we are going to do today is talk about ICH as it sort of has evolved since 1990, when it was created. And, it has really 
sort of evolved in outreach and inclusion of other countries and interested parties. Modification to the ICH process has oc-
curred since its inception in terms of expanding the participants, in terms of industry representatives in countries, outreach 
that we’re doing and efforts to be transparent. And this sort of represents the continuum of accomplishments. So ICH was 
unique when it was created in 1990 because it was an agreement between the EU, Japan and the United States to harmonize 
technical requirements for registration of pharmaceuticals for human use. And the reason it was unique, it was a joint effort 
by regulators and associated trade associations.

In 1990, we did not have very good relationships with our industry colleagues at that time. We have had a major shift in 
thinking. And, a lot of it, I think, is the fact that we have worked with our industry colleagues in ICH and work towards 
common technical requirements. Industry is well-suited in taking part in ICH because regulators don’t submit applications 
to one another. It’s only our industry colleagues that can tell us where areas of disharmony exist. So they’re the ones that 
generally put forth the topics for the technical discussions.

The ICH process is very similar to our good 
guidance practice, which became a regula-
tion in September of 2000. We start the topic 
with a concept paper that is now posted on 
the website so others who don’t participate in 
ICH know concept papers that have been put 
forward. And then an expert working group 
is appointed. And that group works towards 
building scientific consensus. When there is an 

agreed-upon draft text at step two, the working group signs that off. It sort of freezes the document so it can go out for com-
ment according to each of the ICH regions’ regulatory processes. So for us, it gets posted in the Federal Register and is out for 
comment. Those comments are collected. And the working group determines the ones that are appropriate to include and 
which ones might change language in the document so far. That is then set forward, which is the final document, which is 
signed off by the expert working group and the Steering Committee. And then at step five, it is implemented into the ICH 
region according to their rules and regulations. So, once again, for the United States that is good guidance practices. ICH 
since it started in 1990, which is basically before the wide use of the internet, used to hold a series of conferences. And these 
rotated through the ICH countries.

We as regulators did not want to switch our submission format, because we thought it would be disruptive to our process. So we 
asked industry to propose a feasibility study so that they could convince us that this needed to be done. So, as a result of that, they 
found out that it could take up to ten months for a company to take the information from an NDA, take it apart and put it back 
together for an EU MA part of the application. And it could take up to fifty people to do that. So that was the tremendous amount 
of effort for just rearranging bits of paper. So the goal of decreasing staff in the amount of time needed to do this we thought would 
be helpful because if you could decrease the amount of time, you can actually get patient medications much faster.

At first, all of the effort in ICH was towards developing ICH guidelines. And that was to help industry have a harmonized 
approach on the specific topic. Then we put all of those building blocks and information together and created this common 
technical document. And that really helped in the review process. And so we’re on the review side of the information flow 
at this point because I think we are still trying better ways to review based on the CTD format and especially the eCTD. So 
the eCTD really helped because it led to standardized reviewer etemplates, which meant the review was a lot easier. It also 
promoted e-submission and e-review tools, which would make a reviewer’s job much easier than trying to find this jacket 
in this room or document room and waiting to get it delivered when it had actually been sent somewhere else. And I just 
think it is a much more efficient process. 

We have recently expanded participation 
to the Eastern African Community to join 
the Global Cooperation Group after they 

expressed an interest
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There is a considerable similarity between ICH guidance to industry and what we consider good review practices. Because ICH 
Regions have harmonized much of the information submitted for marketing authorization, there is great benefit from working 
together and utilizing one another’s efforts. So the CTD/eCTD has actually changed ICH, because we now have this common 
regulatory platform. And this promoted modification of the ICH process in terms of expanded participation, which included 
outreach to other countries and increased transparency. In terms of expanded participation, early in the ICH effort, we realized 
that the generic and over the counter industry had to be included in ICH. It could not have a two-tiered quality system. You 
couldn’t have one set of quality standards for NDAs and another one for generics or over-the-counter.

In November of 2003—so this was after the CTD was signed off in November of 2000—harmonization initiatives were 
invited to the Osaka meeting, ICH-6, to discuss their inclusion in the Global Cooperation Group, which was an outreach 
entity of ICH, to try and get information about ICH out more widely. And at that time, the Asian Pacific Economic Co-
operation Group, the Association of Southeast Asian Nations, the Gulf Cooperation Council, Pan-American Network for 
Drug Regulatory Harmonization, which is basically the Western Hemisphere; and, the Southern African Development 
Community were invited to participate in ICH meetings. We felt that we would have an opportunity to learn from these 
other harmonization initiatives on how they function. And they might also learn from us so we could try and figure out how 
we could work together in harmonizing basically the same information that would be requested for registration.

In May of 2005, because we had many requests to join and invite organizations to join ICH, we had to come up with a 
definition that would sort of define how you would be able to participate in ICH. Why should you be able to participate in 
ICH? And, we determined that an interested party was one that was regulated by or regulates by ICH guidelines. So if you 
are a regulator and you have implemented ICH guidelines, you are actively using them in your regulatory process, you could 
request to be a part of ICH. If you were required to follow ICH guidelines, you should be part of ICH. You should be part of 
the discussion, because you would be a stakeholder because you would have to meet those requirements. So, we invited these 
parties to participate in the expert working group discussions as of May of 2005. In November of 2005, we also invited those 
regional harmonization initiatives to participate in the expert working group. So they would sit there and observe the groups to 
observe the different types of discussions and also the ICH harmonization process. One of the most important expansions oc-
curred in 2006, where the Steering Committee decided that we would need to start collaborating with standards development 
organizations, such as HL7 and ISO, to take advantage of their open, consensus-based processes in the development of elec-
tronic standards associated with the eCTD. It was becoming quite apparent that the working group could not do this on their 
own. They needed outside expertise. And I think that has helped progress the messaging standards that have been developed 
in a much more rapid fashion. 

In June of 2008, a regulators’ forum was created to allow other individual countries to participate. We have included indi-
vidual countries, such as India, China, Brazil and other countries interested in implementing ICH guidelines. We also, in 
November of 2010, expanded the expert working groups to include participation of the regional organization initiatives, 
drug regulatory authorities or department of health in ICH working groups if they wanted to participate. And they had to 
go through an evaluation process to show that they were able to support their participation in the expert working groups, 
that the experts possessed appropriate knowledge, that they were committed to participating in all of the discussions over 
the topic life cycle. So we didn’t want people to start and then stop and drop out. You had to agree to participate in the 
entire process and also that they would pay their own way to the meeting and also had to let us know ahead of time that 
they were coming.

So, to date, China, Republic of Korea, and Singapore have participated in our meetings. This started in our ICH meetings 
held in Cincinnati in June of 2011. And 15 technical experts have actually been nominated to participate in the various 
expert working groups. So this is tremendous in terms of the number of people that have expressed interest. So China would 
like to participate in some quality topics, safety topics, and multidisciplinary topics, Chinese Taipei, also in a quality and 
efficacy topic; Korea, quality, safety, and efficacy; and also Singapore. So these experts actually participated in the individual 
expert working groups this past November in Spain.

Most notably, when E2C, revision number 2, reached step two of the ICH process in February, it was the first time that 
two non-ICH experts, one from Chinese Taipei and one from Singapore, signed off on a document in recognition of their 
contribution. So this was a major step towards including other countries in the development of ICH guidelines.

We have recently expanded participation to the Eastern African Community to join the Global Cooperation Group after they 
expressed an interest. And this is very important because the Eastern African Community just went through an amazing process 
to focus on harmonization throughout that region. And this was just a couple of months ago that this—there was a large meeting 
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to explain the process they went through. And it was sort of the inauguration of the harmonization initiative. So given the global 
environment and the continued success and relevance of ICH, it is going to depend a lot on broader use of ICH guidelines and 
standards by other industry representatives other than the ICH region and also countries from outside the original ICH region. 
So expansion of ICH represents a natural evolution and changing world reality. Expanded participation in ICH is expected to 
benefit industry, regulators, and patients and will hopefully promote faster access to innovative medicines.

There is a decision to publish the summary of Steering Committee actions and decisions, a summarized report, on the ICH 
website. This helps people that can’t attend the meetings to know what went on. We have been doing that since 2005. We 
also post concept papers and business plans. And this provided for earlier notice of topics because prior to posting the concept 
papers and business plans, you wouldn’t know that a topic was being discussed in ICH until step two was reached and the 
documents were posted for comment. There is a standing section on the ICH web. Anyone can comment on ICH guidelines. 
And the web specifically says, “If you want to help shape the ICH guidelines, by responding to one of our consultations, 
your contribution will then be considered by the relevant ICH working group” with links to draft guidelines and Q&A 
documents. So for the United States, we publish things in the Federal Register so that people know that these documents are 
available. And comments come in through the regulatory authorities: European Union, Japan, and the United States. But 
anyone that wants to can comment on these documents. And we take those comments into account.

For the tenth anniversary of ICH in 2000, Caroline Nutley Loew from PhRMA wrote a document, a brochure, to distribute 
at the meeting called “Value and Benefits: The Value and Benefits of ICH to Industry.” On the occasion of the 20th anniver-
sary in 2010, the regulatory authorities of ICH got together and wrote “The Value and Benefits of ICH to Drug Regulatory 
Authorities - Advancing Harmonization for Better Health.” That document for the 20th anniversary was actually translated 
by the Safe Food and Drug Administration of China. And they distributed it to all of their regulators in the SFDA. I think 
that shows a major expansion of ICH guidelines and their use more globally.

[Editor’s Note: FDA holds these public meetings in advance of ICH meetings in order to solicit public input and to ensure 
transparency.] 
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Key Regulatory Dates
Comments Due

November 7  —  U.S. FDA’s Proposed 
Rule on Unique Device Identification 
Systems

November 30 — EMA’s Guideline 
on Biotech-Derived Proteins for 
Biological Medicinal Products

EMA’s  Revised Guideline on Quality 
of Biosimilar Medicines

EMA’s Recombinant Production 
Quality Guide 

Regulatory Briefs
Regulatory briefs are compiled by PDA member volunteers and staff directly from official government/compendial 
releases. Links to additional information and documentation are available at www.pda.org/regulatorynews.

North America
U.S. FDA Publishes Proposed Rule on 
Unique Device Identification Systems
The U.S. FDA has published a proposed 
rule on unique device identification sys-
tems.

Under the terms of the proposed rule, 
FDA would establish a system which 
would require the label of a medical 
device and device packages to include 
a unique device identifier except where 
the rule provides for alternative place-
ment of the unique device identifier or 
provides an exception for a particular 
device or type of device. Each unique 
device identifier would have to be pro-
vided in a plain text version and in a 
form that uses automatic identification 
and data capture technology. 

The rule would require the submission 
of information concerning each device 
to a database that FDA intends to make 
public, to ensure that the unique de-
vice identifier can be used to adequately 
identify the device through its distribu-
tion and use. 

Comments should be submitted by No-
vember 7. 

Europe
New EU Pharmacovigilance Legislation 
New EU pharmacovigilance legislation 
has come into operation.

Comprised  of  Directive  2010/84/EU 
and  Regulation  (EU)  No  1235/2010, 
highlights of the new legislation include: 
•  Establishment of the Pharmacovigi-

lance Risk Assessment Committee 
•  Clarification of the roles and re-

sponsibilities

•  Engagement of more stakeholders 
in the process

•  Improved collection of key informa-
tion on medicines

•  More transparency 
•  Better communication 
EMA Publishes Guideline on Biotech-Derived 
Proteins for Biological Medicinal Products
The European Medicines Agency has re-
leased a guideline on similar biological me-
dicinal products containing biotechnolo-
gy-derived proteins as an active substance.

The guideline explains the quality re-
quirements for a biological medicinal 
product claiming to be similar to anoth-
er one already marketed.

The guideline also addresses the require-
ments regarding manufacturing process-
es, the comparability exercise for qual-
ity, considering the choice of reference 
medicinal product, analytical methods, 
physicochemical characterization, bio-
logical activity, purity and quality at-
tributes for relevant specifications of the 
similar biological medicinal product.

Once finalized, this guideline will replace 
the Guideline On Similar Biological Me-
dicinal Products Containing Biotechnolo-
gy-Derived Proteins As Active Substance: 
Quality Issues that was issued in 2005.

Consultation ends on November 30. 
EMA Publishes Revised Guideline on 
Quality of Biosimilar Medicines
The European Medicines Agency has 
revised a 2006 guideline on the quality 
of biosimilar medicines. 

The revised guideline describes how phar-
maceutical companies should address the 

quality aspects of biosimilar medicines and 
explains the requirements for the manufac-
ture and comparability testing for biological 
medicines claiming to be similar to another 
medicine already on the market.

The guideline is open for consultation 
until November 30.
EMA Adapts Recombinant Production 
Quality Guide to Include Transgenic 
Animal Systems
The European Medicines Agency has 
posted a guideline that has adapted ex-
isting quality guidance for other recom-
binant production systems to transgenic 
animal systems.

The Guideline on Quality of Biological 
Active Substances Produced by Trans-
gene Expression in Animals focuses 
on the quality issues including the se-
lection, generation and control of the 
production animals and evaluation of 
freedom from adventitious agents. 

The guideline is open for consultation 
until November 30. 
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Senior Management Support of ICH Q10 Essential for Compliance
Baltimore, Md. • September 12-13 • www.pda.org/ICHQ10 
Ronald Branning, Genzyme 

Senior management needs to under-
stand that ICH Q10 provides the frame-
work for the creation of an efficient and 
robust production quality system that 
meets regulators compliance expecta-
tions around the world. It is also the 
basis for the fastest and least expensive 
path for product development and ap-
proval by the regula-
tory authorities.

 Modern regulatory 
requirements begin-
ning  with  the  1906 
Pure Food and Drug 
Act through the 
1962 Drug and 1976 
Medical Device GMP regulations have 
been promulgated to enhance public 
health and safety. In addition, a number 
of guidance documents such as those for 
water systems, process validation and 
computerized systems have been widely 
used to clarify the regulations and the 
meaning of “current” in CGMPs. One 
of the more significant guidance docu-
ments is the CDRH quality system for 
devices, the model for FDA’s quality sys-
tems inspections and the forerunner of 
the  ICH  Q10  Pharmaceutical  Quality 
System guideline. 

As regulations and guidance have ma-
tured, regulators’ inspection approaches 
have become more sophisticated. The 
regulators’ expectation is that there is a 

quality system in place with oversight of 
all production and quality operations. 
The increasing number of quality sys-
tem observations, particularly by FDA, 
has led to a growing number of regula-
tory enforcement actions in recent years 
particularly warning letters and consent 
decrees. The solution to regulators’ con-
cerns about quality system failures is a 

successful implementation of ICH Q10 
that results in a comprehensive, integrat-
ed production quality system. 

The production quality system is not just 
a “quality system”; it integrates all the 
engineering, maintenance, supply chain, 
manufacturing, packaging, quality and 
other activities required by a firm to reli-
ably produce safe and effective products.

The heart of the quality system is the 
product description consisting of 
1.  A process map
2.  Definition of product critical quality 

attributes
3. Identification of critical process pa-

rameters that impact product quality
4. Process monitoring and quality con-

trol makes it necessary to maintain a 
robust process 

Product descriptions that are construct-
ed as a product that make their way 
through the development process are the 
basis for designed experiments. These 
help to confirm the critical aspects of the 
product, process, maximize productivity 

and provide evidence 
for regulatory filings, 
which is essential for 
speed to market.

Senior management’s 
understanding of 
ICH  Q10  and  sup-
port for the imple-

mentation of production quality systems 
is essential for compliance. Quality sys-
tems underpin a climate of learning and 
continuous improvement that ensures a 
sustainable quality culture, rapid prod-
uct development, robust processes, safe 
and effective products and more certain 
regulatory approval of products devel-
oped within the quality system structure. 

Join us in Baltimore, Md. from Sep-
tember 12-13  for our Responsibilities of 
Executive Management (Operations and 
Quality) – Implementing the Principles of 
ICH Q10 2012 PDA / FDA Pharmaceu-
tical Quality Systems Workshop.

To learn more or to register, visit www.
pda.org/ICHQ10 . 

Senior management’s understanding of ICH Q10 
and support for the implementation of production 

quality systems is essential for compliance

Laboratories. Prior to joining Merck, Greg served 
in varied capacities over ten years at the U.S. 
FDA in the Center for Drug Evaluation & Research 
and also in the Center for Veterinary Medicine.

Anthony Mire-Sluis, PhD, Vice President, 
Corporate, Product and Device Quality, Amgen, 
was previously Principal Advisor, Regulatory 
Science and Review, Office of Biotechnology 
Products, CDER and Head of Analytical Sci-
ences and Standards, Office of the Director, 
CBER, U.S. FDA. He is the Chairman of the IABS 

Biotherapeutics Commit-
tee, Vice Chairman of the 
USP Biologicals Charac-
terization Expert Com-
mittee, an expert for the 
International Committee 
for Harmonization and on 
the board of the Journal of 
Immunological Methods.

G.K. Raju, PhD, Chairman and CEO, Light 
Pharma, has expertise in defining the strate-

gic role of pharmaceutical development and 
manufacturing and enabling its performance 
with the pharmaceutical and biotechnology 
industry. His work focuses on pharmaceutical 
process innovation and addresses issues of 
manufacturing science, regulatory compliance, 
six sigma, operational excellence, systems dy-
namics, organizational learning, process ana-
lytical technology, on-line sensors, economic 
modeling, data analysis, pattern recognition 
and knowledge based systems. 

How to Ensure Quality continued from page 44
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The Parenteral Drug Association presents...

2012 PDA Europe
Pharmaceutical 

Freeze Drying 
Technology

Even though Freeze Drying as a technology has been used 
in pharmaceutical manufacturing for many years, there are 
currently large amounts of new developments going on. This 
conference gives you an excellent opportunity to catch up. 
Some highlights will be:

–  Is each vial really dried under identical conditions?
– Can controlled nucleation technologies improve the situation?
– 100% controls - a fad or the future?
– Dual cartridges - a dosage form with a bright future in 

freeze drying?
– Outsourcing - the future of manufacturing?
– Control and transfer of Freeze Drying processes in the light 

of ObD and PAT
– Is there a need for a PDA Technical Report on Lyophilization?

The conference is a great opportunity for in-depth discussion 
of these topics. Industry experts as well as regulatory agencies 
will be available and discuss with you these topics. 

https://europe.pda.org/FreezeDrying2012

CONFERENCE 18-19 Sep | EXHIBITION 18-19 Oct | TRAINING COURSE 20-21 SepCONFERENCE 18-19 Sep

2012FreezeDry1_1US.indd   1 24.04.12   14:59
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Robust Quality Systems Further Company Goals
Baltimore, Md. • September 10-14 • www.pda.org/pdafda2012

Cochairs Steve Mendivil, Amgen and Susan Schniepp, OSO BioPharmaceuticals Manufacturing

Mark your calendars now and 
plan on joining us at the Marriott Bal-
timore Waterfront Hotel from Septem-
ber 10-12 for the 2012 PDA/FDA Joint 
Regulatory Conference to hear speakers 
from the U.S. FDA provide updates on 
global regulatory strategies, while indus-
try professionals will present case studies 
on how they employ global strategies in 
their daily processes. 

The  2012  Planning  Committee  has 
worked hard over the last year to offer 
attendees new and exciting topics that 
help make this meeting one of PDA’s 
best.  In  joint  collaboration  with  the 
FDA, the committee has designed the 
contents of the pro-
gram to reflect how a 
robust quality system 
can enhance business 
goals and objectives. 

The conference will 
start with a presenta-
tion from the Office 
of the Commissioner and Steven Solo-
mon, Associate Director, Global Opera-
tions and Policy, Office of Regulatory 
Affairs, U.S. FDA. Solomon will give a 
presentation on global regulatory opera-
tions as they relate to the supply chain. 
The second plenary session will focus on 
the changing quality of culture. Greg 
Guyer, Senior Vice President, Global 
Quality at Merck, Sharp & Dohme, 
Anthony Mire-Sluis, Vice President, 
Corporate, Product and Device Qual-
ity, Amgen and G.K. Raju, CEO, Light 
Pharma, will speak about the importance 
of quality at all levels of an organization, 
how it is defined by patient needs and 
the global regulatory environment. [Edi-
tor’s Note: See related article on 44.] 

The third plenary will focus on the 
emerging discipline of contract manu-
facturing organizations from the vari-
ous viewpoints of the contract giver, the 

contract provider and an independent 
third party. EJ Brandreth, Vice Presi-
dent, Quality and Regulatory, Althea 
and Christopher Masterson, Senior 
Director of Quality, Cubist Pharma-
ceuticals are confirmed to speak about 
the dynamics and challenges of manag-
ing CMO relationships. The conference 
will end with a panel of FDA experts 
providing insight on upcoming Center 
Initiatives. FDA representatives from 
The Center for Biologics Evaluation and 
Research, The Center for Drug Evalua-
tion and Research, Center for Devices 
and Radiological Health, Center for 
Veterinary Medicine and Office of Reg-
ulatory Affairs are confirmed to partici-

pate in the closing session.

The conference will be organized into a 
series of concurrent sessions divided into 
three tracks: 
•	Quality and Compliance
•	 Product Development 
•	 Submissions, Innovation and Science

The sessions offered in these tracks will 
build on the plenary talks by providing 
practical applications and case studies. 

The Quality and Compliance track will fo-
cus on the positive impact a functioning 
and sustainable quality system has on the 
business needs of a company. There will 
be talks on quality systems, quality risk 
management implementation, quality 
agreements and investigations. The Prod-
uct Development and Submissions track 
will focus on regulatory concerns associ-
ated with product development. Confer-

ence attendees will hear about regulatory 
submissions and meetings, drug safety, 
user fees and regulatory process from ap-
proval to inspectional readiness. 

The Innovation and Science track will fo-
cus on future trends in the pharmaceuti-
cal industry with compelling session ti-
tles such as manufacturing in the future, 
cell therapy innovations and emerging 
API regulations. 

There will also be eight breakfast sessions 
offered during the conference on a vari-
ety of topics, including a review of the 
January  2011  of  the  revised U.S.  FDA 
Process Validation Guidance. Twelve 
interest groups—three of which are 

new—will also meet 
at the conference. The 
Pharmacopeial Inter-
est Group will discuss 
the activities and ini-
tiatives of the United 
States, Japanese and 
European Pharmaco-

poeias, the Management of Outsources 
Operations interest group, which will 
open up dialog between attendees on 
how to manage contract operations, and 
the GMP Links to Pharmacovigilance in-
terest group, which will focus on discus-
sions revolving around safety concerns 
associated with particulate matter in par-
enterals and data mining techniques and 
the utility in product quality issues.

Immediately following the Confer-
ence, PDA’s Training and Research Insti-
tute will host six courses on September 
13-14.

Please join us and bring your colleagues to 
Baltimore  for  another  exceptional PDA/
FDA Joint Regulatory Conference and 
courses. We look forward to seeing you.

For more information on the confer-
ence, courses and to register, visit www.
pda.org/pdafda2012. 
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20 July 2012 
 and SAVE!

18-19 September 2012
Ljubljana | Slovenia

The Parenteral Drug Association presents...

2012 PDA Europe
Pharmaceutical 

Freeze Drying 
Technology

Even though Freeze Drying as a technology has been used 
in pharmaceutical manufacturing for many years, there are 
currently large amounts of new developments going on. This 
conference gives you an excellent opportunity to catch up. 
Some highlights will be:

–  Is each vial really dried under identical conditions?
– Can controlled nucleation technologies improve the situation?
– 100% controls - a fad or the future?
– Dual cartridges - a dosage form with a bright future in 

freeze drying?
– Outsourcing - the future of manufacturing?
– Control and transfer of Freeze Drying processes in the light 

of ObD and PAT
– Is there a need for a PDA Technical Report on Lyophilization?

The conference is a great opportunity for in-depth discussion 
of these topics. Industry experts as well as regulatory agencies 
will be available and discuss with you these topics. 

https://europe.pda.org/FreezeDrying2012

CONFERENCE 18-19 Sep | EXHIBITION 18-19 Oct | TRAINING COURSE 20-21 SepCONFERENCE 18-19 Sep

2012FreezeDry1_1US.indd   1 24.04.12   14:59

Please join us and bring your colleagues to 
Baltimore for another exceptional PDA/FDA 

Joint Regulatory Conference and courses



The Parenteral Drug Association presents the...

PDA/FDA Pharmaceutical 
Supply Chain Conference 

Global Supply Chain Integrity – A Shared Responsibility
November 13-14, 2012

Bethesda North Marriott Hotel | Bethesda, Maryland

Improving the integrity of the entire supply chain for pharmaceutical ingredients and finished products ultimately helps 

ensure the quality and safety of medicines for patients. Globalization of pharmaceutical manufacturing and distribution 

is bringing manufacturers and suppliers to public forums such as these to discuss how to manage emerging concerns 

including illegal acts such as counterfeiting, diversion and intentional adulteration.

At the PDA/FDA Pharmaceutical Supply Chain Conference participants will hear regulators as well as industry experts 

present on an array of topics addressing practices and approaches to be considered to ensure the integrity and quality 

of the global supply chain.  

Regulatory speakers confirmed to moderate and/or speak at this meeting include: 

• Lieutenant Commander Eleni 
Anagnostiadis, Pharmacist, 

Consumer Safety Officer, CDER, FDA
• Ilisa Bernstein, PharmD, JD, 

Acting Director, Office of 

Compliance, CDER, FDA 

• Frederick Fricke, Jr., Director, 

Forensic Chemistry Center, ORA, FDA
• Gregg Goneconto, Special Agent, 

Office of Criminal Investigations, FDA
• Gerald Heddell, Director, 

Inspection Enforcement & 

Standards Division, MHRA

• Captain Valerie Jensen, Associate 

Director, Drug Shortage Program, 

CDER, FDA
• Commander Connie Jung, PhD, 

Acting Associate Director for Policy 

and Communications, Office of Drug 

Security, Integrity and Recalls, FDA
• Nancy Kennedy, Special Agent, 

Senior Operations Manager – Drug 

Investigations, Office of Criminal 

Investigations, FDA 
 

• S. Leigh Verbois, PhD, Acting Deputy 

Director, Division of Supply Chain 

Integrity, Office of Drug Security, 

Integrity and Recalls, CDER, FDA
• Steven Wolfgang, PhD, Acting 

Associate Director, Risk Science, 

Intelligence and Prioritization, 

CDER, FDA 
 
 
 
 

Immediately before the conference, PDA’s Training and Research Institute (PDA TRI) will be 

hosting a course, Developing a Robust Supplier Management Process, onsite on November 12.

Visit www.pda.org/supplychain2012 
for more information and to register.

Exhibition: November 13-14 | Course: November 12 

Register Before
August 31, 2012 

 to Receive the Largest 
Savings Deadline for 

This Event!



59Letter •  July/August 2012

P & M
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Whose Learning is it Anyway?
Bethesda, Md. • October 8-11 • www.pda.org/biennial2012
Conference Committee Member Kristina R. Barkhouser, Excelen Performance

Is it time for your annual compliance 
training? Do  you  ever wonder who  re-
ally cares? 

Regulators care that you’ve provided it. 
The U.S. FDA 21 CFR §211.25 states 
that training should be given “with suf-
ficient frequency to assure that employees 
remain familiar with cGMP requirements 
applicable to them.” 

Your quality department 
cares that they can dem-
onstrate to the regulators 
that the training was de-
livered. 

Your managers care that 
they can demonstrate to 
your quality department that training 
was delivered. 

Your training department would like to 
deliver something meaningful to train-
ees, but is often up to managers to come 
up with a “one size fits all” training ses-
sion for hundreds or thousands of people 
to ensure minimal interruption to the 
business. So, with these varied interests 
in the delivery of compliance training, 
whose learning is it anyway?

Have you ever wondered what the em-
ployees really care about and for whom 
the training should actually be designed? 
In a culture where tracking training and 
proving that it is delivered is very familiar, 
we would likely find our efforts a huge 
waste of time, if we actually measured the 
return on investment. The intent of the 

training regulations is not just that em-
ployees “remain familiar” with require-
ments, but rather that they apply the 
learning to their daily lives and operate 
in a state of compliance. The preamble to 
the FDA regulations state: “The Commis-
sioner intends that training be meaningful 
to the employee, not a formalistic but useless 
exercise to satisfy a regulation.” 

Therefore, it’s imperative that we begin 
to think of the real customer when it 
comes to delivering compliance training. 
Are you measuring whether or not the 
training was actually meaningful? If your 
training isn’t making a difference in the 
attitudes, skills or knowledge level of em-
ployees, then you’re simply wasting your 
time and money on a “formalistic, useless 
exercise to satisfy a regulation.” 

Training can be designed and delivered 
in a way that engages employees, helping 
them take ownership of the learning and 
apply it to their work! A key to improv-
ing performance is driving ownership of 
learning to the trainees. When training 
is done properly, organizational effec-
tiveness and business results are typically 
enhanced. Leading training profession-

als in the industry know how to accom-
plish and measure this and would love to 
share these insights with you!

The theme of this year’s PDA Biennial 
Training Conference is From Training to 
Learning – Improving Performance in a 
Regulated Environment. This year’s con-
ference will offer a wealth of information 

to help trainers and man-
agers in regulated indus-
tries provide useful train-
ing tips and techniques. 

The conference offers 
three main tracks of con-
current sessions in the 
areas of: 

•	 From Training Programs to Learning 
Programs

•	Training System Effectiveness
•	 From Theory to Practice

Join us at this year’s conference in Bethes-
da, Md. October 8-9 and learn from lead-
ing industry practitioners in the craft of 
compliance training, learning and work-
place performance. This is an outstanding 
opportunity to explore innovative tech-
niques for improving performance in a 
regulated environment.

Immediately following the confer-
ence, PDA’s Training and Research In-
stitute will be hosting three courses from 
October 10-11.

To learn more about the conference, 
courses or to register, visit www.pda.org/
biennial2012. 

It’s imperative that we begin to think of the 
real customer when it comes to delivering 

compliance training



60 Letter •  July/August 2012

P & M

The Parenteral Drug Association presents the...

2012 PDA/FDA Joint Regulatory 
Conference & TRI Courses
Compliance through Quality Systems: Implementing & Advancing 
a Sustainable Global Quality Culture
September 10-12, 2012 | Baltimore Marriott Waterfront Hotel | Baltimore, Maryland

In conjunction with the 2012 PDA/FDA Joint Regulatory Conference & TRI Courses, the PDA Training and 

Research Institute (PDA TRI) is offering six stand-alone courses related to the latest concepts, newly-

enacted regulations and updated processes in the pharmaceutical and biopharmaceutical industries.

• Biopharmaceutical QA/QC for Senior Management | September 13

• Preparing for Regulatory Inspections for the FDA and EMA | 

September 13-14

• Application of a Quality Systems Approach to Pharmaceutical 

CGMPs | September 13-14

• Application of Phase-Appropriate GMP to the Development of 

Protein Bulk Drug Substances – New Course | September 14

• Development of Qualification 

and Validation Protocols – 

A Risk Management 

Approach | September 14

• Good Distribution Practices for 

the Pharmaceutical Supply 

Chain – New Course |  
September 14

For details and to register, visit www.pda.org/pdafda2012
Exhibition: September 10-11 | Post-Conference Workshop: September 12-13 | Courses: September 13-14

Join Us at the Annual Microbiology Conference 
Bethesda, Md. • October 22-26 • www.pda.org/microbiology2012
Planning committee member Osama (Sam) Elrashidy, Bayer Healthcare 

It has been seven years since our first 
PDA microbiology conference and each 
one has been better than the last. This 
year’s conference is scheduled from Oc-
tober 22-24  in Bethesda, Md. and will 
discuss many of the topics that microbi-
ologist and regulators face day-after- day 
to ensure the safety of products before 
they reach end users. 

The PDA annual global conference on 
pharmaceutical microbiology is one of 
the only places where pharmaceutical 
and industrial microbiologists get to-
gether from all over the world to learn 
from each other and exchange valuable 
experience and knowledge.
This conference will cover:
•  Role of microbiology
•  Contamination control

•  Risk management in manufacturing
•  Requirements in maintaining sterility 

of products and services
•  Strategies for maintaining a non-ster-

ile manufacturing environment

The knowledge gained at this confer-
ence will help attendees save time and 
resources as well as to ensure the safety 
and efficacy of pharma and biopharma 
products.

This year, experts in the microbiology 
field will share with us their visions and 
expertise, suppliers will introduce their 
latest equipment and devices that will 
help us in our daily activities and sci-
entists will present their latest research 
findings. On the first day of the con-
ference, Matthew Arduino, Dr. PH, 
Lead Microbiologist, Chief Clinical and 

Environmental Microbiology Branch, 
Centers for Disease Control and Preven-
tion, will kick off the conference with 
a detailed account of outbreaks he has 
dealt with at the CDC over the last 25 
years. On day two, a keynote presenta-
tion by Anders Vinther, PhD, Vice 
President, Roche Quality Biologics Op-
erating Unit, Genentech, will cover ap-
proaches taken to enhance detection and 
prevention of bacterial contamination.

This year we are also adding a very in-
teresting new session that answers ques-
tions related to applying the appropriate 
mathematical principles to the compen-
dial testing methods. Be sure to check 
out the “Do the Math” session on day 
two of the conference. Our popular ses-
sions on regulatory and USP updates, 
urban myths and future leaders will also 
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Thermal Protection Significant Tenet to Conference
Berlin, Germany • October 9-12 • europe.pda.org/ColdChain2012
Erik J. van Asselt, PhD, PCCIG EU Branch Leader and Rafik H.Bishara, PhD, PCCIG USA Branch Leader

If you are a patient and obtain medica-
tion from your physician, pharmacist or 
care taker, you hope that that product 
helps you to recover as soon as possible. 
If you use a pharmaceutical temperature 
sensitive product, you expect that all sup-
ply chain stakeholders take care of their 
responsibility to provide optimal ther-
mal protection to the product 
during manufacturing, stor-
age and distribution--any fail-
ure might impact your health 
and recovery. In the upcom-
ing Pharmaceutical Cold 
Chain Management & Good 
Distribution Practices confer-
ence and training course in 
Berlin from October 9-12, thermal pro-
tection and supply chain integrity are the 
two central themes.

Active and passive systems such as tem-
perature-controlled trucks and thermal 
packouts are currently well-established 
thermal protection practices. These 
systems maintain cold chain products 
within the required shipping tempera-
ture range. However, new regulations 
are appearing, which compel manufac-
turers and wholesalers to apply ther-
mal protection to room temperature 
pharmaceutical products as well. This 

change in mindset impacts distribution 
practices worldwide and drives compa-
nies to search for new thermal protective 
solutions, temperature monitors as well 
as to apply additional risk management 
principles. In the upcoming conference, 
these aspects will be presented by various 
speakers from the pharmaceutical indus-

try, suppliers and regulators.

In Europe and in the United States, new 
regulations are in development regard-
ing pharmaceutical supply chain integ-
rity. The aim is to minimize supply chain 
risks to medicines from the sourcing of 
pharmaceutical raw materials up to de-
livery to the patient. During this time, 
the product quality, safety and efficacy 
should be maintained by preventing 
product adulteration, counterfeiting, 
theft and diversion; however, the com-
plex global supply chain for pharmaceu-
ticals, cost pressures and the presence of 

bad actors make this an intricate quest. 
But, effective supplier partnerships, 
quality management systems and track 
& trace tools reduce the supply chain 
risk. These aspects and others will be 
further explained by several experienced 
speakers during our conference.

For the third time, the successful “PDA 
Good Temperature-Con-
trolled Management Practi-
ces” course will be held from 
October 11-12 following the 
conference. Participants will 
get insight into the global 
GDP regulation, PDA Cold 
Chain Interest Group Tech-
nical Reports, cold chain risk 

management, development and quali-
fication of active and passive systems as 
well as temperature monitoring and data 
analysis. In this interactive course, train-
ees will have the opportunity to learn the 
best cold chain practices from interna-
tional field experts.

On behalf of the PDA Europe and Pro-
gram Planning Committee, we encour-
age and welcome you to sign up for this 
event. This will be your next step to learn 
and contribute to how to provide effec-
tive medicines to patients worldwide.

See you in Berlin in October. 

be held throughout the conference. 

Additionally, sessions will be covering 
the following topics:
•  Advances in microbiological control 

during pharmaceutical manufacturing
•  Preparing the QC micro workforce of 

the future

•  Real time microbial detection and qual-
ity control

•  Control of product package integrity 
and seal quality

•  Biofilms, biotechnology and hold time

Join us at our meeting and expand and 
share your knowledge and expertise with 
many pharmaceutical and industrial mi-

crobiologists from all over the world. 

Immediately following the conference, 
PDA’s Training and Research Institute 
will be hosting five courses from Octo-
ber 25-26. 

For details on the conference, courses or 
to register, please visit www.pda.org/mi-
crobiology2012. 

For the third time, the successful  
“PDA Good Temperature-Controlled 
Management Practices” course will be 

held from October 11-12
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Innovation is Key at Prefilled Conference 
Las Vegas, Nev. • October 15-17 • www.pda.org/prefilled2012
Yu Hu, PhD, Eli Lilly & Company

As we approach this year’s Universe of 
Pre-Filled Syringes and Injection Devices 
meeting, we look forward to welcoming 
you to Las Vegas, Nev. October 15–19. 

Since the introduction of the annual 
PDA meeting focusing on prefilled sy-
ringes  and  associated  injection  devices, 
we have seen a significant growth in this 
type of packaging and delivery system. 
It has long been acknowledged that pre-
filled syringes offer significant benefits 
to both the user and drug manufacturer. 
With the growth of therapies aimed at 
chronic conditions such as Rheumatoid 
Arthritis, Multiple Sclerosis and other au-
toimmune diseases, the preferred packag-
ing and delivery system has become the 
prefilled syringe in combination with an 
autoinjector. This trend is set to continue 
and drive future innovation.

It is rare to see a segment of the industry 
where so many factors have an influence, 
and  create  challenges/opportunities  for 
all involved. These include:
•  Growth in specific-market segments, 

increasing competitive pressures and 
the ongoing need for lifecycle man-
agement

•  Regulatory trends, increased scrutiny 
by regulatory agencies and drive to-
wards improved quality

•  Continuing innovation from packag-
ing and delivery system suppliers

•  Increasing requirements for pharma-
ceutical and biotech companies and a 
market that is often sensitive to change

•  Patients, family members and caregiv-
ers assuming more responsibility for 
treatment,  including  more  injectable 
therapies

To address challenges we are facing, it 
is crucial to continue on the path of in-
novation as we have been on for many 

years. This comprehensive program is 
intended to integrate the unmet market 
needs and bring it all together for to-
morrow’s success, and we have been de-

lighted with the support from present-
ers, exhibitors, sponsors and participants 
from very diverse industry, academic 
and regulatory backgrounds.

Consider just a few of the many sessions 
to  be  held  over  this  exciting  2  ½  day 
conference:
•  A keynote will provide attendees with 

the opportunity of what it is like to 
be a patient struggling from a chronic 
disease and how using the tools of 
our industry have greatly affected the 
quality of their life.

•  A number of compelling revelations 
of new methods and techniques from 
the “front lines,” which will show you 
how to increase patient compliance 
and safety in difficult to treat patients.

•  Novel technologies that are helping to 
meet the needs of the market by im-
proving administration, compliance, 
safety, costs and accuracy through the 
use of a novel integrated approach to 
prefilled syringes and injection devices.

•  Discussions and new advances in ma-
terial construction, manufacturing 
processes, and other improvements 
that ensure a dynamic future for the 
drug delivery arena in the future.

•  A series of presentations on new and 
challenging guidelines from myriad of 
regulatory agencies that continue to 

challenge and demand new approach-
es from manufacturers such as combi-
nation products and human factors.

•  A first look at how a design of experi-

ments are being used to gain a deeper 
understanding and offer optimal for-
mulations and delivery systems for 
complex combinations of formulation 
parameters with differing syringe con-
figurations.

•  Emerging market assessments that 
will provide you with unique insights 
on regulatory, technical and scientific 
challenges in a dynamic world fol-
lowed by a panel of industry and regu-
latory experts.

This is an excellent opportunity to in-
teract with peers and industry experts in 
this growing field, and we look forward 
to  welcoming  you  to  Las  Vegas,  Nev.! 
Whether you are new to the field or 
an industry veteran, you will take away 
practical knowledge to put immediately 
into use as well as meet new colleagues 
and contacts. We invite you to partici-
pate in the 2012 PDA Universe of Pre-
Filled Syringes and Injection Devices, Oc-
tober 15-17, in Las Vegas, Nev. 

Immediately following the conference, 
PDA TRI will be hosting three courses 
from October 18-19. 

Please  visit  www.pda.org/prefilled2012 
for more information about the confer-
ence, TRI courses or to register.

We hope to see you soon! 

This is an excellent opportunity to interact with peers 
and industry experts in this growing field, and we 
look forward to welcoming you to Las Vegas, Nev.!



63Letter •  July/August 2012

P & M

25-28 September 2012
RAMADA Hotel Berlin-Alexanderplatz
Berlin | Germany

CONFERENCE 25-26 Sep | EXHIBITION 25-26 Sep | TRAINING COURSE 27-28 Sep 27-28 Sep 

See the Highlights:
 
∏ Recent compendial and regulatory activities
– Regulatory inspection trends
– What's new from the pharmacopoe and health authorities

∏ New inspection technologies
– Particles
–  Protein aggregates
–  Freeze dried products
–  Automated integrity and leak testing

∏ Special considerations for the inspection of biopharmaceuticals
–  Monoclonal antibodies
– Freeze dried products and liquids in pre-filled syringes

∏ Preparation and use of standards and defect sets

∏ Classification of defects and preparation of defect libraries

∏  Qualification of manual and validation of automated  
inspection systems

2012 PDA
Visual Inspection
Forum

Training Course 
An Introduction on 
Visual Inspection - 

Make sure your 
seat!

You will have a plenty of case studies, You will have a plenty of case studies, 
networking and discussion opportunities. networking and discussion opportunities. 
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TRI

Two New Courses Offered at PDA/FDA
Baltimore, Md. • September 14 • www.pda.org/pdafda2012

Stephanie Ko, PDA

This September, the Train-
ing and Research Institute will be pre-
senting two new courses on September 
14 in conjunction with the 2012 PDA/
FDA Joint Regulatory Conference in Bal-
timore, Md. 

What  is  unique  about  these  courses? 
They are exclusive, offered only by PDA. 
They are also based on PDA’s very own 
technical reports and PCMOSM (Para-
digm Change in Manufacturing Op-
erations) documents, reflecting industry 
best practices. 

“Application of Phase-
Appropriate GMP  
to the Development of 
Protein Bulk Drug Sub-
stances,” will be taught 
by John Geigert, PhD, 
RAC, President, Bio-
Pharmaceutical Qual-
ity Solutions. This is a can’t-miss course 
based on the manufacturer’s need to 
implement a pharmaceutical quality sys-
tem that ensures the safety and quality of 
products intended for use in clinical tri-
als and provides the basis for subsequent 
assurance of the equivalence of prod-
ucts used in trials to products submit-
ted for marketing approval. Participants 
will be able to discuss current CGMP 
principles important for manufacturing 
pre-marketing therapeutic bulk protein 
and be given an introduction to a phase-
appropriate approach to the implemen-
tation of CGMP. This phase-appropriate 
approach enables sponsors to supply safe 
clinical materials for studies in humans 
while maintaining manufacturing flex-
ibility at non-commercial scales and 
during scale up and process transfer to 

commercial facilities. 

Examples will be provided of approaches 
towards CGMP compliance during clin-
ical studies. Through lecture and discus-
sion, an overview will be presented of the 
expectations across regulatory authorities 
as products proceed from the discovery/
R&D stage through completion of phase 
3 clinical trials. At the completion of this 
course, attendees will have an under-
standing of the importance and under-
lying principles for a phase-appropriate 
approach to CGMPs to the development 
of protein bulk drug substances.

“Good Distribution Practices for the 
Pharmaceutical Supply Chain” will 
be taught by Karl Kussow, Manager, 
Quality and Validation, FedEx Custom 
Critical. This course was developed in 
response to a new regulatory guidance 
that requires the temperature sensitivity 
of all shipments to be defined and the 
distribution methods to be qualified. 
Shipping and storage methods must 
also be qualified and appropriately con-
trolled  and/or  monitored  to  prove  the 
product was not harmed by the ambient 
environment. Specifically, this means 
that shipments that have historically 
been distributed in the “ambient” envi-
ronment may soon be required to have 
temperature controls or monitoring ap-
plied. The increase in costs associated 
with this added control or monitoring is 

a large concern; therefore, companies are 
making it a priority to create strategies 
that reduce the financial impact of these 
new GDP expectations.

Participants will be thoroughly engaged 
through lecture, discussion, case studies 
and exercises, where they will learn the 
tough choices involved in meeting the 
expectations of good distribution practice 
on a global scale. Students will understand 
the risks and opportunities associated 
with shipment of temperature sensitive 
products. Upon completion of the course, 

participants will be able to 
describe strategy options 
for implementing practic-
es that meet GDP guide-
lines and explain the pros 
and cons associated with 
the strategies available for 
their individual products.

Students will receive copies of PDA 
Technical Report No. 46, Last Mile: Guid-
ance for Good Distribution Practices for 
Pharmaceutical Products to the End User, 
and PDA Technical Report No. 52, Guid-
ance for Good Distribution Practices for 
the Pharmaceutical Supply Chain. 

This is your opportunity! Become a more 
valuable professional with new tools and 
knowledge that can be applied imme-
diately when you return to your job. In 
addition, this is your chance to network 
with others and meet the experts in the 
field. Get the most out of your trip by 
attending the conference and a training 
course–you won’t be disappointed!

Please  go  to  www.pda.org/pdafda2012 
for a list of other training courses offered 
throughout the year. 

Get the most out of your trip by attending 
the conference and a training course–you 

won’t be disappointed!

Parenteral Drug Association Training 
and Research Institute (PDA TRI)

Upcoming Laboratory and Classroom Training for 
Pharmaceutical and Biopharmaceutical Professionals

September 2012
2012 PDA FDA Joint Regulatory 
Conference Course Series
September 13-14 | Baltimore Marriott 
Waterfront Hotel in Baltimore, Maryland 
www.pda.org/pdafdacourses2012

•	 Biopharmaceutical	QA/QC	for	Senior	
Management	|	September	13

•	 Quality	Management	Best	Practices:	
Real	World	Approaches	to	Meeting	the	
Expectations	of	Q10	and	Case	Studies	in	
Quality	Management	Failure	|	September	13

•	 Application	of	a	Quality	Systems	Approach	to	
Pharmaceutical	CGMPs	|	September	13-14

•	 Preparing	for	Regulatory	Inspections	for	the	
FDA	and	EMA	|	September	13-14

•	 Application	of	Phase-Appropriate	GMP	to	the	
Development	of	Protein	Bulk	Drug	Substances	|	
September	14	–	New Course

•	 Development	of	Qualification	and	Validation	
Protocols	–	A	Risk	Management	Approach	|	
September	14

•	 Good	Distribution	Practices	for	the	
Pharmaceutical	Supply	Chain	|	September	14	–	
New Course

October 2012

Developing a Moist Heat Sterilization 
Program within FDA Requirements
October 2-4 | Bethesda, Maryland 

www.pda.org/moistheat2012

Developing and Validating a 
Contamination Control, Cleaning 
and Disinfection Program for 
Controlled Environments

October 9-10 | Bethesda, Maryland 
www.pda.org/contamination2012

2012 PDA Biennial Training 
Conference Course Series
October 10-11 | Hyatt Regency in 
Bethesda, Maryland 
www.pda.org/biennialcourses2012

•	 Qualifying	Your	SMEs	as	Trainers	|	October	10
•	 Learning,	Knowledge	Management	and	

Impact:	Moving	from	Theory	to	Practice	|	
October	10-11	–	New Course

•	 FDA	Inspection	Readiness	for	a	Training	
Systems	Audit	|	October	11

The Universe of Pre-filled Syringes and 
Injection Devices Course Series
October 18-19 | Red Rock Resort and Spa 
in Las Vegas, Nevada 
www.pda.org/prefilledcourses2012

•	 Combination	Products:	Principles,	Regulations,	
Current	Issues	and	Solutions	|	October	18

•	 Technical	Development	of	Pre-filled	Syringes,	
Autoinjectors	and	Injection	Pens	|	October	18

•	 Syringes	and	Elastomers:	Understanding	
the	Effects	on	Quality	and	Demonstrating	the	
Production	Process,	Influences	and	Needs	|	
October	19

PDA’s 7th Annual Global Conference 
on Pharmaceutical Microbiology 
Course Series
October 25-26 | Bethesda North 
Marriott Hotel in Bethesda, Maryland 
www.pda.org/microcourses2012

•	 Alternative	Methods	for	Mycoplasma	Testing	|	
October	25	–	New Course

•	 Biofilms	|	October	25	–	New Course
•	 Evaluation,	Validation	and	Implementation	

of	New	Microbiological	Testing	Methods	|	
October	25	–	New Course

•	 Microbiological	Issues	in	Non-Sterile	
Manufacturing	|	October	26	

•	 Investigating	Microbial	Data	Deviations	|	
October	26	–	New Course

Validation of Biotechnology-Related 
Cleaning Processes

October 30-November 1 | Bethesda, Maryland 
www.pda.org/biotechnology2012

November 2012
Steam in Place
November 2 | Bethesda, Maryland 
www.pda.org/steam2012

2012 PDA FDA Pharmaceutical Supply 
Chain Conference Course Series
November 12 | Bethesda, Maryland 
www.pda.org/supplychaincourses2012

•	 Developing	a	Robust	Supplier	Management	
Process	|	November	12

DoE Basics for Validation 
by Design
November 13-14 | Bethesda, Maryland 

www.pda.org/doe2012

Single-Use Systems for 
Manufacturing of Parenteral 
Products – New Course

November 14-15 | Bethesda, Maryland 
www.pda.org/suscourse2012

Qualification of Pharmaceutical 
Systems – New Course
November 27-29 | Bethesda, Maryland 

www.pda.org/pharmasystems2012

For more information 
on these and other 
upcoming PDA TRI 

courses please visit 
www.pda.org/course

The 2012 
Aseptic Processing 
Training Program  

is SOLD OUT! 
Visit www.pda.org/aseptic 

to sign up to receive 
an email notice when 

registration opens for the 
next session.

Laboratory	Courses

The	PDA	Training	and	Research	Institute	is	accredited	by	the	Accreditation	Council	
for	Pharmacy	Education	(ACPE)	as	a	provider	of	continuing	pharmacy	education.
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Editor’s Message 

PDA/FDA and Sterile Processing

It would be  remiss  of me  to write  about  the  July/August PDA Letter without first 
mentioning the great design work of PDA’s Katja Yount, Publication Design Special-
ist. Walter Morris, Director of Publishing, PDA, came up with the idea of a “faux” 
cover that would allow us to illustrate the articles we are publishing to promote the 
upcoming PDA/FDA Joint Regulatory Conference, but would also allow us to high-
light articles related to sterile processing, our theme for the issue’s feature stories. Katja 
took the idea and designed the great cover that displays a globalized supply chain route. 

For actual cover, Katja photographed “cleanroom technician” Stephanie Ko, Senior 
Manager, Lecture Education, in PDA’s TRI facility demonstrating how to sanitize a 
cleanroom with a mop.

This issue also includes a “lessons learned” article from the cochairs of the  2012 PDA 
Innovation & Best Practices on Sterile Technology Conference. Two articles highlighting 
the upcoming PDA/FDA meeting in September are also in this issue (see pages 38 
and 44). 

Be sure to check out the Faces and Places section. We have included pictures  from 
the PDA/PIC/S workshop, Glass Quality Conference and PDA/FDA Virus and TSE 
Safety Conference.
Goodbye… Hello

For almost five years, I’ve had the pleasure of working on the PDA Letter and sharing 
my challenges  and  triumphs with Walt  and Katja. We’ve  commiserated with  each 
other when we needed to work late at the office to finish an issue of the Letter or 
computers shut down when an important story was being written or designed (and 
not yet saved!).

As a part of the Letter staff, I’ve had a chance to meet and work with numerous mem-
bers who were part of committees, interest groups, task forces and advisory boards. 
I’ve also worked very closely with the PDA Letter Editorial Committee. This group 
of men and women works tirelessly to help us vet articles of interest and relevance to 
the membership.

While my time with the Letter has been very fun and educational, I recently decided 
to move to the Marketing department at PDA to broaden my skill set.

I would like to thank everyone who has helped me and encouraged me in the last few 
years—I would list names, but I fear the list is too lengthy to include in this space. 
But, please know that I really appreciate all the help, kind words and constructive 
feedback that has been directed my way and  hope that it continues in my new role. 

Please know that only my title will change—I will still be only a phone call or email 
away. 
Emily Hough 

Letter

The Parenteral Drug Association presents the...

The Universe of 
Pre-filled Syringes 

and Injection Devices
Integrating the Unmet Market Needs: 

Bringing it All Together for Tomorrow’s Success

October 15-17, 2012 
Red Rock Resort and Spa | Las Vegas, Nevada

Our industry is entering a challenging phase for the next decade. Costs and regulatory demands exert 
downward pressure on our ability to introduce devices that are safe and effective. To address challenges we are facing, 

it is crucial to continue on the path of innovation as we have been on for many years.

The Universe of Pre-filled Syringes & Injection Devices will bring together industry and regulatory experts to share their 

experiences, new developments, regulatory considerations, challenges and industry trends in this exciting area.

Highlights of this meeting include:

• Opening Keynote Address by 

W. Bradley Fain, PhD, Georgia Tech 

Research Institute (Sponsored 

by West Pharmaceuticals) on 

Addressing the Needs of the Patient
• Numerous plenary, concurrent, 

interest group and breakfast sessions 

 

• Closing plenary session on 

Global Market Assessments and 
Panel Discussion featuring:

• Brigitte Reutter-Haerle, Vetter 
Pharma International

• Ian Thompson, Ypsomed
• Sheldon Moberg, Amgen, Inc. 

• Kingman Ng, PhD, Novartis 
Vaccines & Diagnostics 

• Thomas Schoenknecht, PhD, 

SCHOTT
• Klaus Schreiber, Robert Bosch
• FDA Representatives Invited 

Immediately following the conference, PDA’s Training and Research Institute (PDA TRI) will be hosting 

three courses onsite October 18-19.

Visit www.pda.org/prefilled2012 
for more information and to register.

Exhibition: October 15-16  |  Courses: October 18-19

Register before 
August 3rd 
and Save up 

to $400
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2012 PDA/FDA Joint 
Regulatory Conference

Compliance through Quality Systems: Implementing 
& Advancing a Sustainable Global Quality Culture

September 10-12, 2012
Baltimore Marriott Waterfront Hotel | Baltimore, Maryland

The 2012 Planning Committee would like to welcome you to the 2012 PDA/FDA Joint 
Regulatory Conference. New and exciting topics make this meeting one of the best in the 
industry and we have an impressive line-up to share. 

In joint collaboration with the FDA, the committee has designed this program to reflect 
how a robust quality system can enhance business goals and objectives. The conference 

will jump start with a presentation from the Office of the Commissioner and Steven 
Solomon, Associate Director for Global Operations and Policy with FDA’s Office of Regulatory 

Affairs who will speak on The Global Regulatory Operations as it Relates to the Supply Chain. The 
conference will conclude with a panel of FDA experts providing insight into upcoming Center Initiatives.

In between the opening and the closing sessions, the conference will offer three great plenary sessions:

• The first plenary is titled Changing the Quality Culture. Our confirmed speakers are ready to talk about the 
importance of quality at all levels of an organization and how it is defined by patient needs and the global 
regulatory environment

• The second plenary will focus on Contract Manufacturing Organizations (CMO). Contract Manufacturing is an 
emerging discipline in the pharmaceutical industry and this session is designed to offer perspectives on CMOs 
from various points of view: the contract giver, the contract provider and an independent third party

• The last plenary session, on Wednesday morning, will feature an update from the Compliance Directors of each 
Center of the FDA – a can’t miss session!

Immediately following the conference:

• On September 12-13, the Responsibilities of Executive Management (Operations and Quality) – 
Implementing the Principles of ICH Q10: 2012 PDA/FDA Pharmaceutical Quality Systems Workshop will be hosted

• PDA’s Training and Research Institute (PDA TRI) will be hosting seven stand-alone training courses 
on-site on September 13-14.

Visit www.pda.org/pdafda2012 for more information.

Exhibition: September 10-11
Post-Conference Workshop: September 12-13  

Courses: September 13-14

Register for the 
2012 PDA/FDA Joint 

Regulatory Conference 
Before July 16, 2012 – 
the Largest Registration 

Discount!




