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18th ACTIVE PHARMACEUTICAL INGREDIENTS CONFERENCE (APIC)

in Amsterdam, The Netherlands November 4 to 6, 2015 at Movenpick Hotel
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APIC Program

#F£1HB2015% 11 B4H Wednesday, 4 November 2015

11.00-11.10h

11.50-12.00 h
1410-1420h
15.00-15.10h
16.20-16.30 h

17.10-1720h

09.00-10.15h

1045-12.00 h

14.15-1425h
15.05-15.15h
16.25-16.35h
17.15-1725h
18.05-18.15h
18.15-1830h

09.05-09.15h

09.50-10.00 h

11.05-11.15h
11.50-12.00 h

12.35-12.40 h
12.40-13.00 h

Afternoon Session

An Update on current FDA initiatives including Quality Metrics, Quality Culture and GDUFA

API Quality Metrics — an Industry view
What can the API Industry do to reduce drug shortages?
Current inspection findings: Data Integrity

Alex Viehmann
Betsy Fritschel
Anabela Marcal
Ewan Norton

Risk based approach to implement environmental requirements for chemical API manufacturing

ICH Q3D — what is the impact of this guideline to the API Industry?

#2HB2015% 11 A5H Thursday, 5 November 2015
Morning Session; Parallel Sessions

Parallel Sessions Part A

1 Quality Agreements
2 Post approval change management protocol
3 GMP compliant manufacture of highly potent APIs

Parallel Sessions Part B

4 ICH Q7 Q&A —how to implement

8 Emerging Markets — current regulatory requirements
6 Current regulatory issues and hurdles

Registration requirements of APIs in South Korea

Quality and regulatory expectations of the API Industry customers
Highly potent API's: an inspectorates view

Update on activities regarding ICH Q11

How to implement the new GDP requirements

Panel Discussion

#£3HBE 2015411 H6 B Friday, 6 November 2015

Procedures for post-approval changes in Japan

Last development of Brazilian regulation for active substances
GEEFRZINT 2 hudF v > )b)

ICH Q12 - current status of life cycle management

Denis Comeyne
Janeen Skutnik-Wilkinson

Wiebke Bihker
Marieke van Dalen
N.N.

Anthony Storey
Francois Vandeweyer
Lore Vignoli

Hilde Vanneste
Vicky Waddington

Yong Seok Ko

Koen Nauwelaerts
Mieke van der Meulen
Tim Watson

Uwe Fischbeck

Toru Yamaguchi
N.N.

Luisa Paulo

Working towards harmonisation and regulatory convergence — the experience of EDQM

EMA QWP - aspects of Quality by Design
Final Discussion

Héléne Bruguera
Jean-Louis Robert

Preconferece Seminar Topics

Special GMP Requirements for biotechnological products
Process Validation in the Manufacture of Biotech APIs
Microbial Control Strategy for Cell Culture and Downstream Processing

How to apply the Principles of the FDA Guidance on Method Validation to Biopharmaceuticals —Case Studies
New Aspects of Cleaning Validation — how to implement the Requirements of the revised Annex 15
Quality Aspects of the European Biosimilar Approach

AZXEEESHE
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