PDA

3 Bethesda Metro Center, Suite 1500
Bethesda, MD 20814 USA

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

www.pda.org

PDA Training & Research Institute
c/o UMBC Technology Center

1450 S. Rolling Road

Baltimore, MD 21227 USA

Tel: (410) 455-5800 Fax: (410) 455-5802
E-mail: info-tri@pda.org

PDA Europe Office

Gautam Maitra

Postfach

CH-4002 Basel

Switzerland

Tel: +41 61 321 5630 (Fixnet)

Mobile: +41 79 439 5956

Fax: +41 61 321 8348

E-mail: maitra@pda.org

PDA Board of Directors

Uhair
Hoyd Benjamin, Keystone Pharmaceuticals, Inc.
Uhairtect
Nikki V. Mehringer, Efi Lilly and Company
Secrstary
Jennie Allewell, Cell Therapeutics, Inc.
Treasurer
Richard V. Levy, Ph.D., KNI, A Division of PAREXEL International, LLC
Immedlate Fast Uhair

Robert B. Myers, Beacon Pointe Group

Diectors
Vince R. Anicetti, Genentech, Inc.
Joyce H. Aydlett, Aydlett and Associates, Inc.
Robert L. Dana, Elkhor Associates Inc.
Stephanie R. Gray, GlaxoSmithKline
Kathleen S. Greene, Novartis Pharmaceuticals
Yoshihito Hashimoto, Chiyoda Corp.
Suzanne Levesque, Sabex, Inc.
Tim . Marten, D. Phil., Astraleneca
Georg Roessling, Ph.0., Schering AG
John 6. Shabushnig, Ph.D., Pharmacia Corporation
Lisa M. Skeens, Ph.D., Baxter Healthcare Corporation
Glenn E. Wright, Eli Lilly and Company

The PDA Letter is published monthly by PDA, exclusively for PDA members.
Subscriptions are not available.

Articles in the PDA Letter may be reproduced
with permission—contact the Editor for details.

© PDA 2003
Russell E. Madsen
Acting President
Linda M. Williams
Director, Communications & Marketing
Joseph G. Bury, MBA, CIW
Editor/Web Editor
Janet Raysick
Manager, Publications & Production

Important Dates...

® February 24-28—PDA International
Congress, Prague—caover
® March 1-2—DUPHAT* 2003, page 20

® March 17-21—2003 PDA Spring
Conference, page 16

IN THIS ISSUE...

FDA’'s Concept Paper on Sterile Drug Products Discussed

at PDA Annual Meeting ......cccccovermmiiicinnieessccseree e cseeees s cover
Emer Cooke, Head of Inspections for EMEA, to Keynote

PDA International Congress in Prague...........cccccovieinniniinenninnns cover
Executive MESSAge ..........ccciiiiiiiiiiieeiiee e 4

PDA Partners with the Hollis Group to Offer C3Q™ Methodology
The 2003 PDA Board Members

Process Analytical Technology Initiative on Rapid
Microbiology Methods

Regulatory News ................
International Regulatory Briefs

International Calendar .............ccccoo i 8
European Report ... e 9
EMEA Issues Two Draft Guidances for Comment
PDA Meets with EMEA
Pre-conference Visit to the Czech Republic
Showcase your Company by Exhibiting at
PDA's 2003 EVENS ........ccooviiiiiiiiiiie st 12
Recent Sci-Tech DiSCUSSIONS ..........ccccoviiiiiiiiie i 13
Who is in Charge of Validation?
Meeting NeWS ... 16

Bridging the Gap between Science and Compliance—
2003 PDA Spring Conference
Scientific Considerations for Comparability of Biopharmaceuticals—
PDA and IABs Conference
PDA to Launch 2003 Audio Conference Series and
Regional Conferences
PDA International Pharmaceutical Manufacturing Issues Conference—
Save the Date!
2002 PDA Award Photos and Scenes from the PDA Annual Meeting
PDA Will Offer the ICH Q7A Training Conference in Singapore
Managing for Quality in a Cost-Focused Environment—7aormina
2003 PDA/FDA Joint Regulatory Conference—
September 8-12, 2003

INAUSTIY NEWS ..ot 29
Company, Colleague & Product Announcements
PDA-TRI NEWS ...ttt e e 30
Upcoming PDA-TRI Education Courses
PDA-TRI Location/Lodging Information/
Sponsors & Contributors
Technical & Regulatory Resources Available ................ccccoeienie 34
PDA Chapter Contacts........ccccureerncerrersneessseesseesseesseessseessseessesssessnns 39
PDA Membership Application ...........ccccccoiiiiiiiiiiniciii e 40
PDA Interest Group Contact Information .............ccccoecoiiniiiniinnn. 41
PDA Calendar ...........coociiiiiiiiiieeeseee e e back cover



PDA

3 Bethesda Metro Center, Suite 1500
Bethesda, MD 20814 USA

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

www.pda.org

PDA Training & Research Institute
c/o UMBC Technology Center

1450 S. Rolling Road

Baltimore, MD 21227 USA

Tel: (410) 455-6800 Fax: (410) 455-5802
E-mail: info-tri@pda.org

PDA Europe Office

Gautam Maitra

Director, Europe

Postfach

CH-4002 Basel

Switzerland

Tel: +41 61 321 5630 (Fixnet)

Mobile: +41 79 439 5956

Fax: +41 61 321 8348

E-mail: maitra@pda.org

PDA Board of Directors

Uhair
Hoyd Benjamin, Keystone Pharmaceuticals, Inc.
Uhair-Fleet
Nikki V. Mehringer, i Lilly and Company
Secrelay
Jennie Allewsll, Cell Therapeutics, Inc.
Treasurer
Richard . Levy, Ph.0., KM, A Division of PAREXEL Intemational, LLC
Immedlate Fast thair

Robert B. Myers, Beacon Pointe Group

Digctors
Vince R. Anicetti, Genentech, Inc.
Joyce H. Aydlett, Aydlett and Associates, Inc.
Robert L. Dana, Elkhorn Associates Inc.
Stephanie R. Gray, GlaxoSmithKline
Kathleen S. Greene, Novartis Pharmaceuticals
Yoshihito Hashimoto, Chiyoda Corp.
Suzanne Levesque, Sabex, Inc.
Tim R. Marten, D. Phil., Astraleneca
Georg Roessling, Ph.0., Schering AG
John 6. Shabushnig, Ph.0., Pharmacia Corporatian
Lisa M. Skeens, Ph.D., Baxter Healthcare Corporation
Glenn E. Wright, Eli Lilly and Company

The PDA Letter is published monthly by PDA, exclusively for PDA members.
Subscriptions are not available.

Articles in the PDA Letter may be reproduced
with permission—contact the Editor for details.

© PDA 2003
Russell E. Madsen
Acting President
Linda M. Williams
Director, Communications & Marketing
Joseph G. Bury, MBA, CIW
Editor/Web Editor

Janet Raysick
Manager, Publications & Production

Important Dates...
® March 1—deadline for Call for Papers,
PDA Annual Meeting, page 33

® March 2—Comments on ICH Draft
Guidance on M4 Common Technical
Document, Quality, page 7

® March 17-21—PDA Spring
Conference, cover

IN THIS ISSUE...

PDA Presents “Dispute Resolution” Comments to FDA ............ cover
PDA's Spring Conference Focuses on

Biotechnology ISSUES .........cccccviimiiicinriee e cover
Executive IMEeSSage ......cccccoeiiiiiiiiiiiiiiiiiee e 4

PDA to Provide Regulatory Compliance Courses
for the Italian Inspectorate
Regulatory NEWS ...........ooo e 7
U.S./International Regulatory Briefs
Jesse Goodman, M.D., MPH, Named Director of CBER;
Kathryn Zoon, Ph.D., Moves to NIH

International Calendar ... 9
European Report ..o e 12
European Briefs
Basel Pharmaceutical Forums
PDA Technical Report No. 32 Update ..........ccccceiiiiiiiniiieeiiee e 16
USP UPdAte .......ooooiiiiciie ettt 18
Recent Sci-Tech DiSCUSSIONS ...........ccooiiiiiiiiieeieeee e 19
Media Fills
Science & Technology ..o 23
Interest Groups Report on Meetings in New Orleans
PDA Forms Pharmaceutical Cold Chain Discussion Group
Meeting NEWS ........ocooiiiiiiiic e 29
Managing for Quality in a Cost-Focused Society—Taormina
GMP Guidance for APIs Training to be Offered in Japan
2003 PDA International Congress, Courses and
Tabletop Exhibits—Singapore
2003 PDA/FDA Joint Regulatory Conference, Courses and
Tabletop Exhibits—Washington, DC
2003 PDA Annual Meeting, Courses and Exhibition—Atlanta
INAUSTrY NEWS ... 34
Company, Colleague & Product Announcements
PDA-TRI NEWS ...ttt ettt s 35
PDA-TRI Director’'s Message
Upcoming PDA-TRI Education Courses
PDA-TRI Location/Lodging Information/
Sponsors & Contributors
Technical & Regulatory Resources Available ...................ccccooceie 38
PDA Chapter Contacts........cccceeeerriernersneesneesseesseesseessseesssesseesseesnns 43
PDA Membership Application ..........ccccccceiiiieiiiiin e 44
PDA Interest Group Contact Information .............ccccoecoiiiiiinninnn. 45
PDA Calendar .........ccccooiiiiieiiieeiee et back cover



PDA

3 Bethesda Metro Center, Suite 1500
Bethesda, MD 20814 USA

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

www.pda.org

PDA Training & Research Institute
c/o UMBC Technology Center

1450 S. Rolling Road

Baltimore, MD 21227 USA

Tel: (410) 455-6800 Fax: (410) 455-5802
E-mail: info-tri@pda.org

PDA Europe Office

Gautam Maitra

Director, Europe

R-1045.P18

Postfach

CH-4002 Basel

Switzerland

Tel: +41 61 321 56 30 (Fixnet)

Mobile: +41 79 439 59 56

Fax: +41 61 321 83 48

E-mail: maitra@pda.org

PDA Board of Directors

Uhair
Hoyd Benjamin, Keystone Pharmaceuticals, Inc.
Lhairflect
Nikki V. Mehringer, Efi Lilly and Company
Secretay
Jennie Allewell, Cell Therapeutics, Inc.
Ineasuer
Richard . Levy, Ph.D., KNI, A Division of PAREXEL International, LLC
Immediate Fast thair

Robert B. Myers, Beacon Pointe Group

Diectors
Vince R. Anicetti, Genentech, Inc.
Joyee H. Aydlstt, Aydlett and Associates, Inc.
Robert L. Dana, Elkhorn Associates Inc.
Stephanie R. Gray, GlaxoSmithKline
Kathleen S. Greene, Novartis Pharmaceuticals
Yoshihito Hashimoto, Chiyoda Corp.
Suzanne Levesque, Sabex, Inc.
TimR. Marten, 0. Phil., AstraZeneca
Georg Roessling, Ph.0., Schering AG
John 6. Shabushnig, Ph.0., Pharmacia Corporation
Lisa M. Skeens, Ph.0., Baxter Healthcare Corporation
Glenn E. Wright, Eli Lilly and Company

The PDA Letter is published monthly by PDA, exclusively for PDA members.
Subscriptions are not available.

Articles in the PDA Letter may be reproduced
with permission—contact the Editor for details.

© PDA 2003
Neal G. Koller
President
Linda M. Williams
Director, Communications & Marketing
Joseph G. Bury, MBA, CIW
Editor/Web Editor
Janet Raysick
Manager, Publications & Production

Important Dates...

® March 31s*—deadline for comments
on draft guidance for industry on
the collection of race and ethnicity
data, page 5

® April 1s*—deadline for Annual
Meeting Call for Papers, page 36

IN THIS ISSUE...

PDA Board of Directors Names Neal G. Koller
PDA President ..........cocociieriiiciiniiei s ccsnree s s ssssee e s s s sssnnse e s ssssssnnnes cover

PDA Meets with USP Water Committee.........ccccoeevvvvnnnennnnnnnnns cover

Upcoming PDA Journal of Pharmaceutical Science

and Technology Table of Contents ............ccccevvieviiii e, 4
Regulatory NEeWS ... 5
U.S. Regulatory Briefs
Phase Two of CBER/CDER Product Consolidation Concludes
Meet the Regulator: David Hussong, Ph.D.
European RePort .........cccciiiiiiiiiiiiiiin et 1

European Regulatory and GMP News
Human Drug CGIMP NOtES .........coccoeiiiiiieeie e 12
Volume 10, Number 2 ¢ Second Quarter, 2002

PDA Technical Report No. 32 Update ..........cccccccevriieiiniiensiiees e, 15

USP UPdate .......ooooiiiii e 18

Science & TechNology ........ccccooviieiiiin e e 20
PDA Interest Group Updates

Recent Sci-Tech DisSCUSSIONS ..........ccccooviiiiiiiiinniee e 23
OOS and Outliers

INAUSTIY NEWS ...t 27
Company, Colleague & Product Announcements

Meeting NEWS ........ocooiiiiiiiic e 31

2003 Taormina International Conference and Tabletop Exhibits—
Managing for Quality in a Cost-Focused Society
2003 PDA International Congress, Courses and
Tabletop Exhibits—Singapore
Conference on Current Issues in Pharmaceutical Manufacturing
PDA/FDA Joint Regulatory Conference, Courses and
Tabletop Exhibits—Washington, D.C.—Navigating CURRENT
GMPs: Catch the Compliance Wave
2003 PDA Spring Conference Exhibitors Listing
2003 PDA Annual Meeting, Courses and Exhibition—Atlanta
PDA Good Electronic Records Management Conference (GERM) 2003

International Calendar ..o 31
Chapter NEWS .......ccceiiiiii et 38

Sterile Manufacturing Practices in the Third Millennium
PDA-TRI NEWS ...ttt 39

Aseptic Processing Training Program at PDA-TRI

Upcoming PDA-TRI Education Courses

PDA-TRI Location/Lodging Information/

Sponsors & Contributors

Technical & Regulatory Resources Available ................ccccoeiiennie 42
PDA Chapter Contacts .........cccoooeririmriiieeercee e eee e se e 47
PDA Membership Application ...........cccccciiiiiiiiiiiiiiii e 48
PDA Interest Group Contact Information .............cccceceiiiiiiniienn. 49

PDA Calendar ........cccccceviieeiiiiiiiiiieeeeeeeeeeeeee e back covar



PDA

3 Bethesda Metro Center, Suite 1500
Bethesda, MD 20814 USA

Tel: (301) 656-5900 Fax: (301) 986-0296
E-mail: info@pda.org

www.pda.org

PDA Training & Research Institute
c/o UMBC Technology Center

1450 S. Rolling Road

Baltimore, MD 21227 USA

Tel: (410) 455-5800 Fax: (410) 455-5802
E-mail: info-tri@pda.org

PDA Europe Office

Gautam Maitra

Director, Europe

R-1045.P18

Postfach

CH-4002 Basel

Switzerland

Tel: +41 61 321 56 30 (Fixnet)

Mobile: +41 79 439 59 56

Fax: +41 61 321 83 48

E-mail: maitra@pda.org

PDA Board of Directors

Uhair
Hoyd Benjamin, Keystone Pharmaceuticals, Inc.
UhairHect
Nikki V. Mehringer, Efi Lilly and Company
Secretay
Jennie Allewell, Cell Therapeutics, Inc.
Ineasuer
Richard V. Levy, Ph.0., KNI, A Division of PAREXEL International, LLC
Immediate Fast thair

Robert B. Myers, Beacon Pointe Group

Diectors
Vince R. Anicetti, Genentech, Inc.
Joyee H. Aydlstt, Aydlett and Associates, Inc.
Robert L. Dana, Elkhorn Associates Inc.
Stephanie R. Gray, GlaxoSmithKline
Kathleen S. Greene, Novartis Pharmaceuticals
Yoshihito Hashimoto, Chiyoda Corp.
Suzanne Levesque, Sabex, Inc.
TimR. Marten, D. Phil., AstraZeneca
Georg Roessling, Ph.0., Schering AG
John 6. Shabushnig, Ph.0., Pharmacia Corporation
Lisa M. Skeens, Ph.0., Baxter Healthcare Corporation
Glenn E. Wright, Eli Lilly and Company

The PDA Letter is published monthly by PDA, exclusively for PDA members.
Subscriptions are not available.

Articles in the PDA Letter may be reproduced
with permission—contact the Editor for details.

© PDA 2003
Neal G. Koller
President
Linda M. Williams
Director, Communications & Marketing
Joseph G. Bury, MBA, CIW

Editor/Web Editor

Janet Raysick

Publications Manager

Important Dates...

® May 14—deadline for 2004 PDA
International Congress, Basel, Call
for Papers

® May 31—last day for members to
receive discounts on PDA Techni-
cal Reports, see page 12

IN THIS ISSUE...

FDA Completes First Steps to Improve Regulation of

Pharmaceutical Manufacturing ........ccccoevmiiimimiiiiineens cover
PDA Course for Italian Inspectorate ..........ccccovmieieimnnnnens cover
2003 PDA International Congress—Singapore ................. cover
Executive MeSSage .......ccccceurmrmimmimummieineinresese s s nmnnss 4
Regulatory NeWs .......ccciciimiieimeiimmireireiseisarene s s s saenss 5

U.S. Regulatory Briefs

FDA 2003 Budget Includes $5.3 Million for Expansion of Generic
Drug Program, Additional Reviewers, and Plant Inspectors

Pharmaceutical CGMPs for the 21st Century, Who's Who on the
Working Groups

Considerations Regarding Pharmaceutical Company Employees
Who Have Received the Smallpox Vaccine

European Report
European News
LI 53 S U Yo P Y 10

International Calendar .........ccceeieieiciirrrr e 10

Science & Technology

PQRI Aseptic Processing Working Group Develops Comments
on Aseptic Processing Guidance

PDA Publishes “Points to Consider for Aseptic Processing”

“Process Analytical Technology (PAT)—Moving from Inspection
to Prevention?”

Recent Sci-Tech DiSCUSSIONS .......ccouimimiiimimiiiim s 16

Interpretation of Standard Test Limits at the Boundary Value and
Frequency of HEPA Filter Testing

Industry News

Company, Colleague & Product Announcements

Meeting News

ICH Q7A Good Manufacturing Practice Guidance for Active
Pharmaceutical Ingredients

Puerto Rico Conference on Current Issues in Pharmaceutical Manufacturing

2003 PDA/FDA Joint Regulatory Conference—Navigating Current
GMPs: Catch the Compliance Wave

2003 PDA Annual Meeting, Courses and Exhibition

Prague 2003 .........ccoirmimmrermrnre e s s 27
Chapter NeWs ... s s s s s 28
FDA and EU Health Authorities On-Site to Answer Questions

PDA-TRI NEWS ...cciuimuimurmrmirminemermasmssmssmsasasnasmssmssmssmsnmsnmsnnss 29
PDA-TRI Director’'s Message

Upcoming PDA-TRI Course Series/Laboratory Education Courses
PDA-TRI Location/Lodging Information/Sponsors & Contributors
Technical & Regulatory Resources Available ........................ 34
PDA Chapter Contacts..........ccooemuiiimiiimeiiieeiinesiree e eaas 39
PDA Membership Application .......cccoimimiiiimiiiiiccrreeaes 40
PDA Interest Group Contact Information .........cccoeminininnanees 41

PDA Calendar ......ccccceeieimiciercreraressssssssmsnsmsesmsesesasanes back cover



PDA

3 Bethesda Metro Center, Suite 1500
Bethesda, MD 20814 USA

Tel: (301) 656-5900 Fax: (301) 986-0296
E-mail: info@pda.org

www.pda.org

PDA Training & Research Institute
c/o UMBC Technology Center

1450 S. Rolling Road

Baltimore, MD 21227 USA

Tel: (410) 455-6800 Fax: (410) 455-5802
E-mail: info-tri@pda.org

PDA Europe Office

Gautam Maitra

Director, Europe

R-1045.P18

Postfach

CH-4002 Basel

Switzerland

Tel: +41 61 321 56 30 (Fixnet)

Mobile: +41 79 439 59 56

Fax: +41 61 321 83 48

E-mail: maitra@pda.org

PDA Board of Directors

Uhair
Hoyd Benjamin, Keystone Pharmaceuticals, Inc.
Lhairflect
Nikki V. Mehringer, Efi Lilly and Company
Secretay
Jennie Allewell, Cell Therapeutics, Inc.
Ineasuer
Richard . Levy, Ph.D., KNI, A Division of PAREXEL International, LLC
Immediate Fast thair

Robert B. Myers, Beacon Pointe Group

Diectors
Vince R. Anicetti, Genentech, Inc.
Joyee H. Aydlstt, Aydlett and Associates, Inc.
Robert L. Dana, Elkhorn Associates Inc.
Stephanie R. Gray, GlaxoSmithKline
Kathleen S. Greene, Novartis Pharmaceuticals
Yoshihito Hashimoto, Chiyoda Corp.
Suzanne Levesque, Sabex, Inc.
TimR. Marten, 0. Phil., AstraZeneca
Georg Roessling, Ph.0., Schering AG
John 6. Shabushnig, Ph.0., Pharmacia Corporation
Lisa M. Skeens, Ph.0., Baxter Healthcare Corporation
Glenn E. Wright, Eli Lilly and Company

The PDA Letter is published monthly by PDA, exclusively for PDA members.
Subscriptions are not available.

Articles in the PDA Letter may be reproduced
with permission—contact the Editor for details.

© PDA 2003
Neal G. Koller
President
Linda M. Williams
Director, Communications & Marketing
Joseph G. Bury, MBA, CIW
Editor/Web Editor
Janet Raysick
Production Manager

Important Dates...

® June 12—deadline for written comments on
Proposed Rule on Bar Code Label for Human Drug
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Important Dates...

® January 31, 2004—deadline for entries for 2004
Trainer’s Choice Awards—see page 27

® PDA/FDA Hatel Discount Dzadline—August 1st ar
until room block is filled. Reserve your room today!
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Important Dates...

® September 1, 2003—registration deadlinz for the
Taormina International Conference, page 23

@ October 10, 2003—deadlinz to sign up far hosting a
brealfast roundtable discussion at the 2003 PDA
Annual Meeting, page 20

® January 31, 2004—2004 Trainer’s Choice Award Call
for Entries deadline, page 27
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Important Dates...

® December 4, 2003—Public Comment period closes
for FDA draft guidance, see page 19.

@ December 4-5, 2003—Blend Uniformity Workshop,
see page 22.

@ March 8-12, 2004—SciTech Summit™, see page 32
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Important Dates...

® January 31, 2004—deadline for comment on EMEA
Note for Guidance on Assessing the Risk for Virus
Transmission, page 14

@ February 16-20, 2004—2004 PDA International
Congress, Courses and Tahletop Exhibition, page 19

@ March 8, 2004—deadline for comment on FDA CDER
Draft Guidance on Powder Blends and Finished
Dosage Units, page 14

©® March 8-12, 2004—SciTech Summit™, page 18
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