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Cvr	 PDA Micro Conference Filters Fact from Myth

19	 Micro Session Previews USP Chapter, Case Study for Selecting RMM

6	 Chair’s Message: Reflect Back–Going Forward 

7	 Deliver Safe and Effective Products to Patients’ Hands

8	 2010 PDA Board of Directors

9	 Experience With Supply Chain Auditing?

10	 TRI Biotechnology Lab Dedicated to PDA Outstanding Scientist 

12	 Science & Technology Snapshot: An Update on PDA’s Three Scientific Advisory Boards, Task 

Force Corner

22	 Quality & Regulatory Snapshot: A Look Back and a Look Forward, Advisory Board Watch

25	 Current Regulatory Harmonization Processes within the EU

 

30	 Volunteer Spotlights: Stephan O. Krause, PhD; and Wenzel Novak, PhD

31	 Recipients of the 2008 Honor Awards

32	 Welcome New Members to the PDA Community

36	 Faces and Places: PDA’s 4th Annual Global Conference on Pharmaceutical Microbiology

37	 Faces and Places: Workshop on FDA’s New Guidance on Process Validation

38	 Faces and Places: Universe of Pre-filled Syringes and Injection Devices

39	 2010 PDA Cold Chain Conference to Clarify Best Practices

40	 2010 PDA Annual Meeting, Workshop and TRI Courses

41	 The State of Lean/Six Sigma in Pharma and Biotech 

42	 Upcoming PDA Workshops to Discuss Vaccine Developments

44	 Managers Must Utilize Transitional Learning

45	 Initiate “Transfer of Learning“ With TRI’s In-House Training Program

47	 Recession Creates Better Focus, Programs at TRI

48	 Workshop to Address Impact of Biofilms on Bio/Pharma Manufacturing

49	 PDA Workshop To Discuss Aseptic Process Simulation Exercises

35	 New Releases From the PDA Bookstore

48	 Top Ten Bestsellers
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Cover art:
PDA’s Pharmaceutical 
Microbiology 
Conference, now in 
its 4th year, helps the 
industry filter through 
Common Micro Myths

Coming Next Issue:
ICH: The Latest 
Document
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Cover art:
ICH weaves together 
technical standards 
from three regions to 
create harmonized 
regulatory expectations

Coming Next Issue:
Securing the Supply 
Chain
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Cvr Knowledge Management: A Key Aspect of ICH Q8, 9 and 10 Implementation

20 Twelve Q4B Analytical Tests Harmonized—Four to Go

22 Harmonized Implementation is a Key ICH Target

24 ICH Q11 on Track for Step 2 in 2010

25 Harmonizing Metal Limits is Latest ICH Effort

6 PDA Welcomes David Hall as Vice President of Sales

8 Science & Technology Snapshot: Interest Group Briefing; Journal Preview;  
Technical Report Watch

10 Recent Sci Tech Discussions: Micro Growth Promotion Tests and Micro Method Validation

12 PDA Interest Group Leaders

26 Quality & Regulatory Snapshot: Health Authority Special Report

32 Regulatory Briefs 
 
 

34 Tools For Success: Coming Out Of The Recession – Creating An Opportunity Mindset

36 Recipients of the 2008 Honor Awards

38 Chapter Contacts

39 Learn What PDA Has to Offer

40 Welcome New Members to the PDA Community 
 

42 Showcase Your Products and Services

42 Lean/Six Sigma – Fad, Craze or Here to Stay?

43 Manufacturing Excellence: Linking Academic Science to Industrial Science

44 PDA and FDA Seek Supply Chain Solutions

45 Learn About the Technical and Regulatory Challenges Facing Vaccines 
 

46 TRI Offers Nine Training Courses 
 

48 The Heat is On: Endotoxins Reviewed at PDA Meeting

49 Attend Three Berlin Workshops in June 

35 Career Center

39 New Releases from the PDA Bookstore

48 January Top Ten Bestsellers

Volume XLVI • Issue #2	 www.pda.org/pdaletter

Table of Contents

mailto:info@pda.org
http://www.pda.org/pdaletter


Letter  •  March 20104

Cover art:
Industry is taking a 
proactive role in solving 
the problems occurring 
recently in the supply 
chain.

Coming Next Issue:
Impact and Use of 
ATSM Standards in 
the Pharmaceutical 
Industry
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Cvr Industry Repairing Links in the Supply Chain

18 Collaborate with PDA and FDA on Supply Chain Solutions

19 Strong Quality Agreements: Another Tool for Securing Supplies

21 Global Supply Chain Quality Problems — What Next?
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6 Prepare Appropriate Virus Spikes for Virus Clearance Studies

7 February Blizzard Blankets PDA HQ

22 Quality & Regulatory Snapshot: Meet Hee-Young “Hailey” Park—Our New Intern; 
Harmonization Report

26 Regulatory Briefs

8 Science & Technology Snapshot: The Challenges of Success – Looking Forward to 2010 PDA 
SciTech Activities; Technical Report Watch: In Print

12 We Want You – Project Manager Volunteers

13 PDA Interest Groups & Leaders

28 Tools For Success: Deadly Sins That Stunt Organic Growth

30 PDA WCC Hosts FDA Speaker at Dinner Meeting 

33 James Agalloco Headlines NEPDA Dinner Meeting

34 Volunteer Spotlights

36 Chapter Contacts

37 Please Welcome New PDA Members

38 Two Vaccine Workshops Upcoming in U.S. & Europe

41 Learn About Compliance Training and Performance in a Changing Environment

42 Cold Chain Course to Follow Conference

25 Top Ten Best Sellers

33 New Releases

44 Participate at the Innovative Aseptic Technologies Conference 
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Cover art:
On Tuesday, March 23, 
the White House signed 
into law a Health Care 
Reform Bill. The drug 
industry, for the most 
part, supports the bill.

Coming Next Issue:
Manufacturing 
Excellence — Reports 
from the 2010 Annual 
Meeting
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8 Science & Technology Snapshot: Read the Journal Online in “Full Text“ View and Make 
PowerPoint Slides; Journal Preview: In Print

15 Recent Sci-Tech Discussions: WFI Qualification, RQ of Equipment & Qualification of Tray Drier

20 PDA Interest Groups & Leaders

28 PDA Not Sure of FDA’s Role in Drug Shortages, Per Comments on Absenteeism Guide

29 PDA Seeks Clarification of Existing Combination Products vis-a-vis Proposed GMPs

30 Submission of Duplicate Safety Reports “Burdensome,” PDA Says in Comments on Combo 
Safety Reporting

32 Regulatory Briefs

34 Tools For Success: Faster Profits in Slowing Economies

36 Volunteer Spotlight

38 Welcome New Members To The PDA Community

40 Chapter Contacts

41 Change Your Paradigm: Attend the 2010 PDA/FDA Conference

42 Learn About the Importance of Prefilled Syringes

44 Role of Vaccines Discussed at Conference

45 An Interview with TRI Instructor Barry Friedman

7 Ten Years and Counting!

47 Container Closure Integrity Testing Methodologies

49 Particle Monitoring in Aseptic Production Areas

5 Call for Papers and Posters: Parenterals 2010

7 New Releases

50 Top Ten Best Sellers

Cvr Pharma’s Reaction to Health Care Bill Mixed
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Cover art:
Achieving manufacturing 
excellence involves 
good personnel, 
expanded knowledge of 
the product, and good 
procedures.

Coming Next Issue:
Good Distribution 
Practices

To advertise, contact:
info@pda.org
+1 (301) 656-5900 ext. 135

PDA News & 
Notes

Science & 
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Professional 
Resources

Europe

8 Science & Technology Snapshot: Green Packaging = Efficient Packaging; Technical 
Report Watch

10 Recent Sci-Tech Discussions: Filter Validation and Hold Time Studies

12 PDA Interest Groups & Leaders

18 Quality & Regulatory Snapshot: Hailey’s Comments: The Structure of the KFDA; Regulatory 
News; Advisory Board Watch

26 PDA to Agency: Exclude Individual Product Related Filing and CMC Info in SMF

27 PDA Requests Longer Commenting Time

28 Regulatory Briefs

30 Tools For Success: It’s Not Just About Profitability & Survival: Leaders Need to Lead

32 Learning About Drug Product Distribution

34 PDA Japan Chapter Holds 16th Annual Meeting in Tokyo

35 New to PDA? Learn More at a PDA New Member Breakfast 

36 Volunteer Spotlights

39 Chapter Contacts

40 Please Welcome the Following Industry  Leaders to the PDA Community

42 Navigate through Quality and Compliance Issues in the Aftermath of a Merger

42 Advancing Microbial Control, Quality at the Micro Conference 

43 Participate at the 2010 PDA Biennial Training Conference 

44 Missed the TRI Courses at Annual? Sign up for In-house Training

6 Annual Meeting Banquet Honors PDA’s Dedicated Members

48 Pros & Cons of Isolators, RABS & Clean Rooms Discussed

50 Integrating Process, Technology and Regulation at the Parenteral 2010 Conference

13 New Releases & Top 5 Sellers

Cvr Mission Excellence: Over 60 Talks at PDA Annual Meeting on Improving Manufacturing
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Letter  •  June 20104

Cover art:
Good Distribution 
Practices impact every 
aspect of the supply 
chain from manufacture 
to the end user.

Coming Next Issue:
Sterile Drug 
Manufacturing and 
Aseptic Processing

To advertise, contact:
info@pda.org
+1 (301) 656-5900 ext. 135

PDA News & 
Notes

Science & 
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Professional 
Resources

Europe

8 Science & Technology Snapshot: Advisory Board Watch; Journal Preview; Technology Trend

10 Recent Sci-Tech Discussions: Sampling by Production Personnel

11 Technical Report Watch

21 Regulatory Briefs

22 Tools For Success: Focus on Possibilities Not Problems During Difficult Times

24 Metro Chapter Symposium Aims to Reduce Errors

26 Volunteer Spotlight

27 Recipients of the 2009 Honor Awards

28 EM Discussed at PDA Midwest Chapter Meeting

29 Chapter Contacts

30 Please Welcome the Following Industry Leaders to the PDA Community

32 2010 PDA/FDA Joint Regulatory Conference is Coming Soon

33 Extractables Workshop to Follow PDA/FDA Conference

34 Microbes in Space Topic of Micro Meeting Keynote

36 Diagnostic, Therapeutic Sides Bridged at Workshop

38 Faces and Places from the 2009 PDA Annual Meeting: Sessions, Golf, 
The Fun Walk/Run Event, Exhibitors, Fun and Networking

44 Harness the Power of Knowledge at the 2011 Annual Meeting

46 Upcoming PDA Training and Research Institute Courses

7 Past Leader Spotlight: Fred Carleton, President 1977-1979, Executive Director 1988-1991

48 Trends and Challenges Addressed at Parenteral Conference

49 Minimize Glass Breakage With the Pre-filled Syringe IG

5 A New Release & Top 5 Sellers

23 Career Center

Cvr Frederick Carleton Passed Away, May 20

13 Supply Chain Best Practices ID’ed at PDA Workshop

14 The Industry Fights Back

17 The Status of Current Good Distribution Practice (GDP) Regulations in Israel
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Cover art:
Aseptic processing 
and sterile drug 
manufacturing involve 
increased vigilance 
to guard against 
contamination. High-
profile troubles at three 
large manufacturers 
recently underscore the 
difficulty involved.

Coming Next Issue:
Preparing for a 
Regulatory Inspection
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8 Science & Technology Snapshot: Advisory Board Watch; Technical Report Watch; Task 
Force Corner; Journal Preview; Preview; In Print

16 Recent Sci-Tech Discussions: In-Process Bulk Sterility Testing

18 Top Ten Myths of Container Closure Integrity Testing

30 Quality & Regulatory Snapshot: Hailey’s Comments: Drug Registration in Korea; 
Preview

34 Design Specification – Missing Link to Knowledge Management

42 PDA Cautions Against Unclear Language in EU GMP

43 PDA Recommends Specific ICH Wording In Chapter 2 of EU GMP

45 Regulatory Briefs

46 Risks to Changing Sterile Drug Sites Discussed

46 Say Hi, Get Answers and Save at the PDA Booth 

48 Volunteer Spotlight: Earl Zablackis

48 Did You Know? Some Facts About PDA

49 Volunteer Spotlight: Stefan Köhler

49 The Membership Committee Would Like to Welcome You to PDA

50 Recipients of the 2009 Honor Awards

51 Please Welcome New PDA Members

52 How Much is Too Much? Train Your Employees Appropriately 

55 Learn About Viral Detection, Control Measures at Workshop

56 An Update on Risk Management of Aseptic Processing

57 End User’s Needs Highlighted at Syringe & Device Meeting 

58 FDA Commissioner Hamburg to Outline Initiatives

58 Maintain Quality in Midst of a Merger at PDA/FDA Session

59 Minimize Patient Risk at Extractables & Leachables Workshop

60 Faces and Places: Photos from the Cold Chain, Supply Chain and Vaccines Meetings

68 Stay in Compliance: Attend A TRI Course at PDA/FDA

6 Raymond Shaw: A Man of Many Roles

70 EU Regulator to Stress Framework, Communication

3 Summer Sale at the PDA Bookstore & Top 5 Sellers

Cvr PDA Remembers Raymond Shaw

21 Industry Faces Challenges in Sterile Drug Manufacturing, Aseptic Processing
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Cover art:
When being inspected, 
your firm is under ex-
treme scrutiny; how you 
prepare prior to and act 
during the inspection can 
impact the final result.

Coming Next Issue:
PDA Training
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8 Science & Technology Snapshot: PDA/ISPE Table Top Exhibit at PDA/FDA Meeting; Technical 
Report Watch; Journal Preview; Interest Group Watch

10 Recent Sci-Tech Discussions: Internal Audit v. Self Inspection

32 Quality & Regulatory Affairs Snapshot: Hailey’s Comments: Korea’s Evolving GMPs; 
Regulatory News: Moving Tow@rds eCTD Submissions

36 PDA Comments: PDA Praises, Criticizes EU Revision of Annex 2

38 Regulatory Briefs

40 Tools For Success: Create More Transparency

42 Volunteer Spotlights: Robert Caunce and Saeed Tafreshi

43 Recipients of the 2009 Honor Awards

45 Learn to Manage and Meet Microbial Risks

46 Innovative Training Strategies Taught at the Biennial Conference

46 Global Experts to Present at Prefilled Syringe & Device Meeting 

47 Ex-Regulator to Share Moist Heat Sterilization Concepts

49 Lyophilization Technology Updates Discussed at Workshop

50 “Train the Trainer” Courses Offered at Biennial Conference

6 PDA Announces Establishment of Missouri Valley Chapter

52 Cold Chain Challenges Discussed at Conference 

52 Learn about Recent Developments at Parenteral Conference 

54 Visual Inspection Forum to Address Regulatory Developments

7 A New Release at the PDA Bookstore & Top 5 Bestsellers

40 Career Center

Cvr Acting Right Can Facilitate a Good Regulatory Inspection

13 Arm Yourself with Knowledge for Your First Inspection

18 Rapid Deployment Tips to Prepare for an Inspection Quickly
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Letter  •  October 20104

Cover art:
PDA’s Training and 
Research Facility has 
been in operation 
since 1997. Started 
by Mike Korczynski, 
TRI is dedicated to 
bringing hands-on and 
lecture-based training 
to pharma/biopharma 
professionals. 

Coming Next Issue:
Top Stories from the 
PDA/FDA Meeting
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10 Scientific & Technology Snapshot: PCMO Risk-Based Manufacturing TF Leader Gives 
Update; Technical Report Watch; Journal POV; In Print

15 Recent Sci-Tech Discussions: Presence of Mold in Grade C Rooms

16 PDA Interest Groups & Leaders

26 Challenges in Aseptic Production of Sterile Biologics

32 PDA Requests Scientific Discussion on CMC Draft Guidance

33 Regulatory Briefs

34 The Art of Finding More Time 

36 Volunteer Spotlight: Daikichiro Murakami and Ano Xidias

37 Recipients of the 2009 Honor Awards

37 Enhance Your Job Search Through PDA’s Career Center 

39 Chapter Contacts

40 Please Welcome New PDA Members

42 Knowledge Management Focus of 2011 Annual Meeting

43 Best Practices for Moist Heat Sterilization Presented

44 Learn About Energy Efficient Pharmaceutical Manufacturing 

44 Mitigate the Risk of Adventitious Viruses

45 Aseptic Processing Issues and Approaches

46 New Courses Still Available in Final Months of 2010

6 2011 PDA Board of Directors Nominees 

48 Recent Developments in Parenterals Discussed at Conference

49 New Perspectives for Analytical Methods & Validation Procedures

25 New Release at the PDA Bookstore & Top 5 Sellers

Cvr Meet TRI Instructor Dave Matsuhiro

22 Meet the Instructors!

24 Need Training? Give TRI a Try 
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Letter  •  November/December 20104

Cover art:
The only place you’ll 
be able to interact with 
more FDA officials than 
the PDA/FDA Joint 
Regulatory Conference 
is at the FDA’s 
headquarters in White 
Oak, Md. 

Coming Next Issue:
Advances in Cold 
Chain Technology
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8 Technology Trend: GSK Takes the Green Revolution to the Plant…Roof; Technical Report 
Watch; Journal Preview; Journal POV

12 PDA Interest Groups & Leaders

22 Hailey’s Comments: KFDA’s GMP Inspections; Regulatory Analysis: Electronic Regulatory 
Submissions – Investment in Higher Level e-Skills Necessary

34 The Case for an Excipient Master File System

36 Regulatory Briefs

38 PDA Comments: PDA Suggests Moderate Changes to Draft Guidance

39 PDA Comments: PDA Concerned Over Clarity of WHO Draft Document

41 Vaccine, Biological Production Discussed at PDADV Meeting

42 Tools For Success: Nailing That Next Presentation

44 Volunteer Spotlights: Bengt Ljungqvist & Jette Christensen

45 Recipients of the 2009 Honor Awards

47 Chapter Contacts

48 Welcome New Members to the PDA Community

50 Develop Strategies to Harness Knowledge at Annual Meeting

51 The Difference Between Atypical Actives and Excipients

52 Faces & Places: PDA/FDA Joint Regulatory Conference

58 Big Changes at TRI in 2011

6 PDA/FDA Conference Deemed an Overwhelming Success 

6 Technical Report 32 Auditor Requalifications On Hold

6 Share Your Opinions in Customer Satisfaction Survey

6 Authors Wanted

7 Goodbye PDA

59 2011 PDA Europe Activities and Events

13 PDA Bookstore Winter Sale

43 September’s Top 5 Bestsellers

Cvr AstraZeneca CEO Energizes 2010 PDA/FDA Conference Audience

14 U.S. FDA Poised to Join PIC/S 

17 Goals Met in International Pilot Program for Joint API Inspections 

20 PAT an “Enabler” of ICH Pharmaceutical Quality Vision

21 Managing the Supply Chain – One Supplier at a Time
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