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Presenter/Discussion Lead

Day 1: December 3,

2012

9:00- 9:15 Welcoming remarks and introductions Mr. Wang Xiangyu, SFDA
Adoption of agenda

9:15-9:25 Third International Generic Drugs Mr. Wang Xiangyu
Conference

9:25-9:40 Adoption of Washington minutes and Dr. Barbara Davit
review of action items

9:40 - 9:50 Review of IGDRP: objectives and Mike Ward
progress to date

9:50 - 11:00 Recent developments and implications Dr. Harry Rothenfluh, WHO

for collaborative international drug

review:

1. Prequalification of Medicines:
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PRRE

Presenter/Discussion Lead

a Future Concept for
Networking

2. Other developments and
considerations

3. Discussion

11:00 - 11:20 Break
11:20-12:30 Recent developments and implications Continued
for collaborative international drug
review
12:30 - 13:30 Lunch
13:30-14:30 Enablers:
1. Secretariat services 1. Mike Ward
2. Document repository 2. Mike Ward
3. Transparency initiatives 3. Mike Ward
4. Exchange of confidential 4(a) Dr. Gabriela
information: Zenhaeusern,
a) Secure platforms Swissmedic, Dr. Harry
Rothenfluh, Mike Ward
b) Results of survey
(b) Mike Ward
14:30 - 15:00 Regulatory gap analysis Dr. Bianca Zimon Giacomini R.
Tito, ANVISA
15:00 - 15:20 Break
15:20 - 16:30 Update on Consortium generics David Woo, Health Sciences
work-sharing project Authority
Case study: Health Canada-TGA Mark McDonald, TGA
Regulatory Cooperation Initiative Gary Condran, Health Canada
16:30 - 17:30 Generic Drug Review Program and Dr. Barbara Davit

Process

Dr. Joyce Chao-Yi Wang,
Chinese Taipei

Day 2: December 4, 2012

Time Topic Discussion Lead

9:00-9:10 Summary of Day 1 Co-chairs

9:10-10:10 Vision for work-sharing of Active Substance | Dr. Susanne Keitel, EDQM
Master File Assessments: a model for the Mike Ward
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4 E 33! Presenter/Discussion Lead

future?

10:10 - 10:30 | Break

10:30 - 12:00 | Discussions on advancing priority work

areas:

- Active Substance/DMF Working Group | Dr. Mark McDonald

- ICH Quality Guidelines/QbD Working | Dr. Barbara Davit
Group

12:00 -13:00 | Lunch

13:00 - 14:30 - Contract Research Organization Dr. Barbara Davit

Inspection Working Group

- Biowaivers Working Group Dr. Barbara Davit

14:30 - 14:50 | Break

14:50 - 15:15 | Communications and public statement Co-chairs

15:15-15:45 | Next steps: Co-chairs

eReview of action items

e Next meeting and co-chair

15:45- 16:00 Wrap up and photo Co-chairs
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(Overview of Global Generics Regulatory Environment )
09:50 - 10:20 | f[I[s=F ?IW A SRR
(The trend of generic drug development and

regulatory prospective in China)
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(Increased Collaboration Catalyst for Regulatory

Convergence)
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& + Mike Ward (Manager of the International
Programs Division of the Therapeutic Products
Directorate of Health Canada)

10:50 - 11:10 | A4y
11:10 - 11:40
(International Generic Drug Regulators Pilot

(IGDRP))
7 + Mike Ward (Manager of the International
Programs Division of the Therapeutic Products
Directorate of Health Canada)

11:40 - 12:10 | EYVER ﬁ%??il%ﬁi—’
(Regulation on Generic Drugs in the European Union)
7 : Grzegorz Cessak (the President of The Office
for Registration of Medicinal Products, Medical
Devices and Biocidal Products)

12:10-12:30

AR

2D P OBRHBIRT Y AR5
(The trend of global generic drug )

14:00 — 14:30

RIS JEdl RO TE ey S

( The Regulation of Generic Drugs in Canada
Present and Future )
7 # 1 Gary Condran (Senior Scientific Advisor, Bureau
of Pharmaceutical Sciences, Therapeutic Products
Directorate, Health Canada)

14:30 — 15:00

RS FIRE R il R A B P
(The TGA and generic medicines regulation )
## : Dr.Mark McDonald ( Head of Pharmaceutical
Chemistry in the Office of Scientific Evaluation

15:00 — 15:30

EDQM s
( An Overview of The EDQM Certification Procedure )
7 : Susanne Keitel ( Director of EDQM )

15:30 - 15:50

15:50 - 16:20

2 IR B ¢ ]
( Generics Market Overview: Global vs. China)
## © Dr. Brian Mi General Manager (IMS Market

11




Research Consulting (Shanghai) Co., Ltd.)
16:20 — 16:50 | Fropiss [[ﬁ:t{l M
(Overview of Generic Drug Registration in
Singapore )
## © Dr. Sannie Chong ( Director, Generics and
Biosimilars Branch )
16:50 — 17:10 | [p! EHIH
ST 12 5106 |1 (M)

2ET SRR

(The system and standard of Generic Drug)

09:00 - 09:30

FI UGS € e Py T B

( Technical requirements of Generic Drug in China)
7 # : Dr. Huang Xiaolong (Center for Drug Evaluation,
State Food and Drug Administration of China)

09:30 — 10:00

5 [ FDA Sl SR R4

( FDA's inspection requirement in China)
&  Wang Gang (Assistant Director for the U.S.
FDA China Office in Beijing )

10:00 - 10:30

B £ &’Tﬂﬂﬁﬁ'ﬁlﬁl fuETel

(New Developments in US Generic Regulatory and
AP| Requirements )
##  Wang Gang (Assistant Director for the U.S.
FDA China Office in Beijing )

10:45 - 11:15

*Hi

11:15-11:45

FOEEE T ] R P I

( Generic Market Entry into China: The challenges
and opportunities. )
#H ° Lesley White (Regional Director of Regulatory
Affairs Hospira in Asia Pacific)

11:15 - 11:45

X ¢ AR

( Experience in Application of ANDAs for US Market )
7 * Chen Yisheng (Vice President of Nantong
Lianya Pharmaceutical )

12:15-12:45

N S EAE S

12




( Controlled Release Formulations for Generics )
7 # * Kinam Park (Purdue University Showalter

Distinguished Professor of Biomedical Engineering )

= P RFA

I%EJ (Industry related )

14:00 - 14:30

[P (5 £ i PR

( M&A Opportunities for Chinese Pharmaceutical
Companies in EU)
## * Jesse Schulman (Managing Director,

Stravencon Corporate Finance Ltd )

14:30 - 15:00

“ II[ES«"Q ’—’f&- fﬂ‘ f[ﬁj jﬁ

( M&A Opportunities for Chinese Pharmaceutical
Companies in US)
7  Zhao Ke ( General Manager of Shanghai
Anbison Lab. Co. Ltd.)

15:00 - 15:30

&P T B R A e

( Biosimilar Global development )
## * Kimberly Greco ( Director Strategic Planning &
Operations, member of Amgen’s Biosimilar Policy and
Strategy Team)

15:30 - 16:00

PG e S B B o [
(Decade Review and Future Prospect of Chinese
Pharmaceutical Companies' Step into US market)
## * RonLiu (President and CEO, AustarPharma
LLC.)

16:00 - 16:15

16:15 - 16:45

v%F [FI]‘—FU/;T:E—F’L [fl
(Panel Dlscussmn/Q&A)

16:45 - 17:

By

(Closing Speech)
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Thank you for your Attention!
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12/03 Lan Thrussell World Health Head of Inspection
Organization Prequalification of Medicines
Programme
Quality Assurance and
Safety: Medicines
12/03 Dr. Harry Rothenfluh World Health Manager, Prequalification of
Organization Medicines Programme
Quality Assurance and
Safety: Medicines
12/03 Dr. Susanne Keitel European Directorate  |Director
for the Quality of
Medicines &
HealthCare (EDQM)
12/03 Barbara M. Davit, Ph.D., |U.S. Food and Drug Director
J.D. Administration Division of Bioequivalence 11
Center for Drug
Evaluation and Research
12/03 Dr Mark McDonald Australian Government |Head
Department of Health  |Office of Scientific
and Ageing Evaluation
Therapeutic Goods Market Authorization Group
Administration
12/03 Amo Nolting Swissmedic Pharmacokineticist
Swiss Agency for Clinical Reviewer Division
Therapeutic Products  |Clinical Review
12/03 Seo, Kyung-Won Korea Food & Drug Director
Administration Bioequivalence Evaluation
Pharmaceutical Safety  [Division
Bureau Drug Evaluation Department
12/03 Nobumasa Nakashima, |Pharmaceuticals and Office Director
Ph.D. Medical Devices Office of International
Agency Program
Japan
12/03 Wang Xiangyu State Food and Drug Deputy Director
Administration
12/03 Woo David Health Sciences Regulatory Consultant
Authority Generic & Biosimilars
Singapore Branch

Pre-Marketing Division
Health Products Regulation
Group
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12/04

Louis Xiong

The administrative
Committee of Nanchang
Hi-Tech Industrial
Development Zone
Investment Promotion
Bureau

Deputy Director
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