
PDA Letter  •  January 2006 

4

Table of Contents

PDA News & 
Notes

Science &  
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Technical 
Resources

12 Viral Safety Evaluation of Biotech Products Used in Clinical Trials
14 Aseptic Technologies and FDA Discuss Closed-Vial Filling Technology 
16 Recent Sci-Tech Discussions: Vacuum Oven Mapping
17 PDA Interest Groups & Leaders

24 Building a Solid Quality Management System
25 PDA Comments on ICH Q9 

26 Member Leadership Opportunities
27 R3-Nordic Secondary Membership Application
28 Israel Chapter Hosts Seminar Comparing European and U.S. Regulations
29 PDA Canada Chapter Hosts First Dinner Meeting in Québec City

30 The “Universe of Pre-Filled Syringes” is Expanding 
31 2006 PDA Pharmaceutical Counterfeiting Conference
 

32 Vice President’s Message: Big Plans for 2006
34 PDA Health Authority Training: Photo Highlights

24 Building a Solid Quality Management System

Cover Communication Key to a Healthy CMO-Client Relationship   

6  Past Leader Spotlight: Nathan Kirsch, PDA President 1965-1966
10 PDA Announces 2006 Board of Directors and Officers 
 PDA Names Georg Roessling, PhD, Senior VP of PDA Europe  
11 PDA 2006 Board of Directors and Officers 

Coming Next 
Month... 
Supply Chain

To advertise in next 
month’s issue on 
Supply Chain contact 
Dorothea McGuire at:  
+1 (301) 656-5900, 
ext. 150 
mcguire@pda.org



PDA Letter  •  February 2006 

�

Table of Contents

PDA News & 
Notes

Science &  
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Technical 
Resources

8	 Recent Sci-Tech Discussions: Temperature Mapping Tolerances 
12	 PDA Interest Groups & Leaders

22	 Regulatory Briefs
23	 PDA Comments on USP General Chapter <1>

24	 Israel Chapter Hosts Annual Meeting
25	 PDA Member Leadership Opportunities
26	 PDA Chapter Contacts

27	 Q&A: Dialogue from the 2005 PDA Aseptic Processing Workshop
29	 Photo Highlights from PDA’s Fall Events
30	 Agenda for the PDA/EMEA Joint Conference Takes Shape
32	 Genentech’s Susan Desmond-Hellmann, MD, to Give Keynote Address at 2006 PDA Annual Meeting

33	 Vice President’s Message: TRI and the Chapters
34	 Kazakhstan Delegation Thanks PDA 

7	 What’s New for 2006 PDA Publications?
9	 PDA Best Sellers

Cover	 The Importance of Secondary Packaging to Parenteral Product Security
14	 Using Nano-Scale Authentication Technologies to Protect Drugs
16	 Multiple On-Product Anti-Counterfeiting Measures: Audio Conference Excerpt

6	 Message from the Chair: Looking to the Future

	

Photos used in cover art supplied by West Pharmaceutical Services, Inc. and Authentix.

Coming Next 
Month...
Validation and  
Risk Management.

Also, the  
2006 PDA  
Annual Meeting 
Show Issue. 

To advertise in next 
month’s issue on 
Validation and Risk 
Managemant 
contact Dorothea 
McGuire at:  
+1 (301) 656-5900, 
ext. 150 
mcguire@pda.org



PDA Letter  •  March 2006 

�

Table of Contents

PDA News & 
Notes

Science &  
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Technical 
Resources

10	 12 PDA IGs Scheduled for 2006 PDA Annual Meeting
12	 Risk Management Task Force Update 
14	 PDA Interest Groups & Leaders

24	 Regulatory Briefs

26	 PDA Chapter Contacts

27	 The Qualified Person at the 2006 PDA/EMEA Joint Conference 
28	 2006 PDA Annual Meeting: Pharmaceutical Manufacturing Science in the 21st Century:   
	 From Innovation to Implementation
29	 Networking News…2006 PDA Annual Meeting

32	 Vice President’s Message: Post-Conference Courses Offer Additional Quality Training
33	 Biennial Training Conference Courses: A New Approach to Training
33	 You Came, You asked, We Delivered!

15	 2006 Annual Meeting Recommended Reading
34	 March’s Top Ten Best Sellers

Cover	 A Risk-Based Approach to ERP Systems Validation

6	 Celebrating 60 Years: PDA’s Science Trailblazers  
8	 PDA’s Latest Partnerships to Benefit the Membership

Cover Art: Anaheim, Calif., home to the 2006 PDA Annual Meeting

Coming Next 
Month...
Compliance 
Systems

To advertise in next 
month’s issue on  
Compliance Systems
contact Dorothea 
McGuire at:  
+1 (301) 656-5900, 
ext. 150 
mcguire@pda.org



PDA Letter  •  April 2006 

�

Table of Contents

PDA News & 
Notes

Science &  
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Technical 
Resources

8	 Advancing the Science of Microbiology: Encyclopedia of RMM
10	 Recent Sci-Tech Discussions: GLP/GMP and ISO 9000 Regulations

26	 Regulatory Briefs

28	 PDA Chapter Contacts
29	 Special Offer from “The Gold Sheet” for PDA Members

3	 PDA’s 1st Annual Global Conference on Pharmaceutical Microbiology: Call for Papers/Call for Exhibitors
30	 Are You Ready? Have You Made Training A Winning Strategy?
32	 Nano-Pharmaceuticals – The Road Ahead

34	 Vice President’s Message: Questions (and Answers) About Training
36	 A Call for New Material

2	 April’s Top Ten Best Sellers
8	 Advancing the Science of Microbiology: Encyclopedia of RMM
13	 What’s New from the PDA Bookstore: Spring 2006

Cover	 Personnel Training: A Growing Compliance Concern
19	 Application of Regulatory Principles is Key to Analytical Testing in Clinical Trials

6	 Celebrating 60 Years – Past Leader Spotlight: Michael Korczynski, PhD, PDA President 1990-1991
7	 PDA Congratulates 2005 Honor Award Winners
7	 PDA TR #1 Update; New Membership Manager

Cover art: Students prepare samples for incubation at PDA’s Training and Research Institute.

Coming Next 
Month...
Quality Systems

To advertise in next 
month’s issue on  
Quality Systems
contact Dorothea 
McGuire at:  
+1 (301) 656-5900, 
ext. 150 
mcguire@pda.org



PDA Letter  •  May 2006 

�

Table of Contents

PDA News & 
Notes

Science &  
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Technical 
Resources

12	 Recent Sci-Tech Discussions: GLP/GMP Regulations vs. ISO 9000
16	 PDA Interest Groups & Leaders

Cover	 An Interview with Emer Cooke: The EMEA Inspections Sector

30	 PDA Welcomes its Newest Chapter: The Ireland Chapter 

33	 The Foundation for Business Success – the 2006 PDA/FDA Joint Regulatory Conference
34	 PDA Pharmaceutical Anti-Counterfeiting Forum: Focus on Technology Solutions

35	 Vice President’s Message: PDA Supports FDAAA Scholarship Fund

2	 May’s Top Ten Best Sellers
11	 What’s New from the PDA Bookstore, Spring 2006

20	 Quality System Implementation in Start-up Medical Research Companies

6 	 PDA Past Leader Spotlight: Clarence Kemper, PhD, President 1994-1995	

Cover art:  EMEA Headquaters

Coming Next 
Month...
Automation

To advertise in next 
month’s issue on  
Automation contact  
Angela Sugg at:  
+1 (301) 656-5900, 
ext. 150 
sugg@pda.org



PDA Letter  •  June 2006 

�

Table of Contents

PDA News & 
Notes

Science &  
Technology

Quality & 
Regulatory 

Affairs

Programs & 
Meetings

Membership 
Resources

Features

TRI • Education

Technical 
Resources

9	 PDA’s In-Depth Look at Biopharmaceutical Validation
11	 Recent Sci-Tech Discussions: Manufacturing and the Use of SOPs 
14	 PDA Interest Groups & Leaders

29	 PDA Comments on Proposed Changes to EU GMP Annex 1
30	 Regulatory  Briefs

32	 PDA Chapter Contacts

33	 Annex 13 Two Years Later – Where Do We Stand?

35	 Vice President’s Message: Mid-Year Review

7 	 June Top 10 Bestsellers
22 	 PDA Bookstore

Cover	 A Supplier Approach to Ensuring Process and Product Quality
23	 Compendial Requirements for Automated Microbiological Method Validation: The Role of USP 	
	 Chapter <16> “Automated Methods of Analysis” and the Proposed Chapter <1058> “Analytical 	
	 Instrument Qualification”

6 	 PDA’s New Showplace for Pharma Training and Education

Cover art:  Photos used in the cover art supplied by Millipore. 

Coming Next 
Month...
Aseptic Processing/ 
Sterile Products

To advertise in next 
month’s issue on 
Aseptic Processing/ 
Sterile Products 
contact  Angela Sugg 
at: +1 (301) 656-5900, 
ext. 150 
sugg@pda.org



PDA Letter •  July/August 2006

4

Table of Contents

PDA News &
Notes

Science &
Technology

Quality &
Regulatory

Affairs

Programs &
Meetings

Membership
Resources

Features

TRI • Education

Technical
Resources

8 EM of Manufacturing and Storage Areas for Non-Sterile

Oral Solid Drugs: A Survey

13 Recent Sci-Tech Discussions: Environmental Monitoring, Terminal Sterilization

 and Precipitation

Cvr The “Product Quality Review” vs. The “Annual Product Review”—Are They the Same?

37 PDA Comments on EDQM Particulate Contamination Document

39 Regulatory Briefs

40 A New Focus on Chapters

42 The Future of Validation…Now

43 Where will you be October 12-13?

44 The Foundation for Business Success: Continuous Improvement

Throughout the Product Life Cycle

45 2006 PDA/FDA Conference Gala Extravaganza Best Yet!

52 Planning Nearly Complete for Joint ISPE/PDA Workshops on ICH Q8/Q9

53 PDA Continues to Explore the Pre-Filled Universe

54 Vice President’s Message: Moving Pangs

7 PDA Bestsellers

12 PDA Bookstore: What’s New

18  60 Years of PDA Contribution: Parenteral Science, Technology and Regulations
20  Time-Out for Hold Time Validations
24  Automating Aseptic Processing to the Max
34  The Risk of Microbiological Contamination

6 ARC Benefi ts Focus of PDA/FDA Conference Breakfast Session

Cover art:  Images of robotic arms in use at Vetter Pharma-Fertigung and Handai Biken

To advertise in next
month’s issue on
Biopharmaceutical
Manufacturing
Capacity contact
Angela Sugg at:
+1 (301) 656-5900,
ext. 150
sugg@pda.org

Coming Next
Month...
Biopharmaceutical
Manufacturing
Capacity



PDA Letter •  September 2006

4

Table of Contents

PDA News &
Notes

Science &
Technology

Quality &
Regulatory

Affairs

Programs &
Meetings

Membership
Resources

Features

TRI • Education

Professional
Resources

10 PDA’s Prefi lled Syringes and Injection Devices Interest Group

12 Feedback Workshops for 2006 Revision of PDA TR-1

16 Recent Sci-Tech Discussions: Validating Cleaning Practices and Microbiological Count

Tests for Disinfectant Solutions

24 EMEA “Questions and Answers”

26 Regulatory Briefs

28 Chapter Contacts

29 PDA’s First Cold Chain Management Workshop in Europe

30 Final Plans in Place for Premier PDA/EMEA Joint Conference

31 PDA TRI Courses Add Value to PDA/EMEA Experience

32 USP, Regulators and PDA Plan Global Conference on Pharma Microbiology

33 Report from the May 2006 PDA Biennial Training Conference

34 Vice President’s Message: New Facility Countdown: Volunteer Design Team Named

3 PDA Bookstore Bestsellers

23 Careers

Cvr Times are Changing: The Role of the Qualifi ed Person in the 21st Century

6 Celebrating 60 Years: Ed Fry, PDA’s Regulatory Ambassador

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

Cover art: In October, PDA will help bridge industry and the EMEA at the
fi rst annual PDA/EMEA Joint Conference in London (Tower Bridge shown).

To advertise in next
month’s issue on
Pharmaceutical
Development contact
Cindy Tabb at:
+1 (301) 656-5900,
ext. 222
tabb@pda.org

Coming Next
Month...
Pharmaceutical
Development

[Editor’s Note:
The article on
Biopharm. Manufac-
turing Capacity will
appear in a future
issue.]



PDA Letter •  October 2006

4

Table of Contents

PDA News &
Notes

Science &
Technology

Quality &
Regulatory

Affairs

Programs &
Meetings

Membership
Resources

Features

TRI • Education

Professional
Resources

9 In Focus: The TR-1 Feedback Tour, Summer 2006

11 PAT: This is Like Déjà vu All Over Again

16 Recent Sci-Tech Discussions: Total Organic Carbon in Cleaning Validation and Vet Drug Production in

Human Drug Plants

24 Solving the Over-Inspection Problem

27 FDA Posts New Level 2 Guidance on the cGMP Q&A Web Page

29 Regulatory Briefs

30 PDA Call for Speakers for Inclusion on a Newly Created Speaker List

31 Chapter Contacts

32 PDA’s First-Ever Emerging Manufacturing and QC Technologies Conference

34 The TRI Move: New Floor Plan Completed!

3 October Best Sellers

31 PDA Career Center

8 Featured Publications: Risk Management Series

Cvr Critical or Primrose Path: Can the U.S. FDA Solve the “Pipeline Problem”?

6 PDA Thanks All the Members Who Visited 3 Metro Center…

Cover art: FDA aims to have the Critical Path to drug approvals operate less like a mountain pass and
more like a superhighway.

To advertise in next
month’s issue on
FDA and EMEA End of
Year Wrap-Up contact
Cindy Tabb at: +1
(301) 656-5900,
ext. 222
tabb@pda.org

Coming Next
Month...
FDA and EMEA End
of Year Wrap-Up



PDA Letter •  November/December 2006

4

Table of Contents

PDA News &
Notes

Science &
Technology

Quality &
Regulatory

Affairs

Programs &
Meetings

Membership
Resources

Features

TRI • Education

Professional
Resources

8 ISO/IEC 17025:2005 and Pharmaceutical Testing Laboratories

10 Recent Sci-Tech Discussions: Stopper Inoculation, EMEA PQRs and Quality Agreements

14 IG Contacts

28 Impact of Drug Preapproval Inspections on Drug Product Review Times

32 PDA Comments on ICH Q4B

33 Regulatory Briefs

22 Participate in PDA: Write and/or Review Technical Reports

34 New Face Brings Enthusiasm to PDA

34 PDA Welcomes New President of Central Europe Chapter

35 Chapter Contacts

36 In Focus: PDA/FDA & PDA/EMEA Plenary Sessions

38 In Focus: PDA/FDA & PDA/EMEA Break-Out Sessions

40 In Focus: PDA/FDA Exhibits and Networking

42 In Focus: PDA/FDA Nourishing the Mind, the Body and the Spirit

44 PDA Returns to Las Vegas!

45 FDA Initiatives Spark Interest in Emerging Technologies

46 Vice President’s Message: Goodbye 2006, Hello 2007

3 PDA Web Seminars

7 New PDA/DHI Publications

11 PDA Bookstore Bestsellers

15 PDA Career Center

Cvr The Ultimate Connection: PDA’s Joint Regulatory Conferences Facilitate Dialogue
 and Understanding
17 European Regulatory Process Mapped at 1st PDA/EMEA Joint Conference

18 2006 PDA/FDA Conference: Kellogg School Professor Links Quality to Upper Management

23 2006 PDA/FDA Conference: FDA Compliance and Inspection Trends Session Draws Standing

Room Only Audience

6 President’s Message

Cover art: PDA connected industry with FDA and EMEA in September and October.

To advertise in next
month’s issue on
Risk Management/
Assessment contact
Cindy Tabb at:
+1 (301) 656-5900,
ext. 222
tabb@pda.org

Coming Next
Month...
Risk Management/
Assessment


	Pages from january-2006.pdf
	Pages from february-2006.pdf
	Pages from march-2006.pdf
	Pages from april-2006.pdf
	Pages from may-2006.pdf
	Pages from june-2006.pdf
	Pages from july-august-2006.pdf
	Pages from september-2006.pdf
	Pages from october-2006.pdf
	Pages from november-december-2006.pdf

