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Important Dates...

® June 1—EMEA xenogeneic cell therapy medicinal
products “points to consider” document” becomes
effective, page 18.

® June 8—FDA E-Labeling Rule becomes effective, page 20.

® July 1—EMEA Note for Guidance on Minimising Risk
of TSE becomes applicable, page 18.

@ July 5—Deadline for public comment on FDA CDER
Draft Guidance on CMC submissions for drug
substances.
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Important Dates...
@ April 26—FDA to require certain human drugs and
biological product labels to carry bar codes, page 15

® May 16-21—>5th Biennial PDA Training Conference, cover

® May 17-21—Singapore Congress, cover

® June 1—EMEA xenogeneic cell therapy medicinal
products “points to consider” document becomes
effective

® June 8—FDA E-Labeling Rule becomes effective

® July 1—EMEA Note for Guidance on Minimising Risk
of TSE becomes applicable

® July 5—Deadline for public comment on FDA CDER
Draft Guidance on CMC submissions for drug
substances
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Important Dates...

® June 1—EMEA xenogeneic cell therapy medicinal
products “points to consider” document becomes
effective

® June 8—FDA E-Labeling Rule becomes effective

® June 11—FDA public meeting on Part 11

® July 1—EMEA Note for Guidance on Minimising Risk
of TSE becomes applicable

® July 5—Deadline for public comment on FDA CDER
Draft Guidance on CMC submissions for drug
substances
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Important Dates...

o July 1—EMEA Note for Guidance on Minimising Risk
of TSE becomes applicable

o July 5—Deadline for public comment on FDA CDER
Draft Guidance on CMC submissions for drug
substances

o July 6—Deadline for public comment on CDER/CBER
draft guidances on risk management.

o July 6—Deadline for public comment on FDA
combination products rule changes.

o August 31—EMEA API Master File guideline
becomes effective

o Septemher 7-8—PDA/BFS Inter’l. Operators Association
Joint Workshop on Blow/Fill/Seal Processing Holopack

Verpackungstechnick GmbH, Germany

o Septemher 20-24—2004 PDA/FDA Joint Reg. Conf.,

Courses & Tabletop Exhibits: The New Guidances Omni

Shoreham Hotel, Washington, D.C.
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Important Dates...

« August 31—EMEA API Master File guideline
becomes effective

« September 7-8—PDA/BFS Inter’l. Operators Association
Joint Workshop on Blow/Fill/Seal Processing Holopack
Verpackungstechnick GmbH, Germany

« Septemher 20-24—2004 PDA/FDA Joint Reg. Conf.,
Courses & Tabletop Exhibits: The New Guidances Omni
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Important Dates...

« September 7-8—PDA-BFS Joint Workshop on Blow/

Fill/Seal Processing, Sulzbach-Laufen, Germany

« Septemher 14—PDA UK and Ireland Chapter Presents:

“The Training Process,” Horley, UK

« Septemhber 20-24—2004 PDA/FDA Joint Reg. Conf.,
Courses & Tabletop Exhibits: The New Guidances,
Omni Shoreham Hotel, Washington, D.C.

« October 6-7—PDA and PDA Central Europe Chapter
Present: “Hands On” Visual Inspection Problem
Solving, Berlin, Germany

« October 18-19—PDA and PDA Central Europe Chapter

Present: Pre-Filled Syringes: New Tips and
Strategies, Hanover, Germany
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Important Dates...

« Novemher 1—Papers Due For PDA Viral & TSE Safety

Conference

« November 1—Papers Due For PDA Extractables/
Leachables Forum

« Novemher 16—Aseptic Processing: The New Reality,

Frankfurt, Germany

« November 17-19—Practical Aspects of Aseptic
Processing, Basel, Switzerland

« December 6-7—New Sucess Factors for Bio/
Pharmaceuticals Manufacturing in Europe, Paris,
France

« February 28-March 4, 2005—PDA International
Conference, Rome ltaly
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