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CERIER £ 1

2"Y INTERNATIONAL GENERIC DRUG REGULATORS PROGRAMME (IGDRP)
VENUE: Ritz Carlton, Seoul, South Korea
2 - 5 NOVEMBER 2015

CHAIR: MFDS, South Korea; CO-CHAIR: MCC, South Africa and TGA
IGDRP Meeting Agenda

MONDAY 2 NOVEMBER 2015

8:30-9:00 Arrival at the meeting location

9:00-10:00 | 1. IGDRP ASMF WG discussion TGA /WHO
10:00-10:30 Break/Photos
10:30-12:00 | 2. IGDRP ASMF WG discussion TGA /WHO
12:00-13:00 Lunch
13:00-15:00 | 3. IGDRP ASMF WG discussion TGA /WHO
15:00-15:30 Afternoon Tea break
15:30-17:30 | 4. IGDRP ASMF WG discussion TGA /WHO

End of work day 1

8:30-9:00 Arrival at the meeting location

9:00-10:00 1. IGDRP Biowaiver WG discussion HC /WHO

10:00-10:30 Break/Photos

10:30-12:00 2. IGDRP Biowaiver WG discussion HC /WHO

12:00-13:00 Lunch

13:00-15:00 3. IGDRP Biowaiver WG discussion HC/WHO

15:00-15:30 Afternoon Tea break

15:30-17:30 4, IGDRP Biowaiver WG discussion HC /WHO
End of work day 1
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TUESDAY 3 NOVEMBER 2015

8:30-9:00 Arrival at the meeting location
9:00-10:00 IGDRP ASMF WG discussion TGA /WHO
10:00-10:30 Break
10:30-12:00 IGDRP ASMF WG discussion TGA /WHO
12:00-13:00 Lunch
13:00-15:00 IGDRP ASMF WG discussion TGA /WHO
15:00-15:30 Afternoon Tea break
15:30-17:30 Wrap up: TGA / WHO

Review action items and leads

Finalise website statement

Agree on focus for SC update on Wednesday

End of work day 2

8:30-9:00 Arrival at the meeting location
9:00-10:00 IGDRP Biowaiver WG discussion WHO
10:00-10:30 Break
10:30-12:00 IGDRP Biowaiver WG discussion HC /WHO
12:00-13:00 Lunch
13:00-15:00 IGDRP Biowaiver WG discussion HC /WHO
15:00-15:30 Afternoon Tea break
15:30-17:30 Wrap up: HC / WHO

Review action items and leads

Finalise website statement

Agree on focus for SC update on Wednesday

End of work day 2
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TUESDAY 3 NOVEMBER 2015

13:00-14:00 Evaluate pilots :
- What applications have been received Mariana Gebara
- What has worked well, what were the Coghlan
challenges Peter Bachmann
- Recommendations for future of pilots and/or | Gary Condron
lessons for future information sharing pilots
14:00-14:30 Evaluator discussion on applications received All
under DCP and CP
14:30-15:30 Wrap up: All
e Finalise website statement
e Agree on focus for SC update on
Wednesday
End of work day 2

15:45-17:00

Recap of previous discussions and progress
e Review discussion paper;
e Next steps;
e Agree on recommendations to present to
SC

Mariana Gebara
Coghlan/All

End of work day 2




WEDNESDAY 4 NOVEMBER 2015

Steering Committee Day 1

Time
& Topic Lead
Agenda item
8:30-9:00 Arrival at the meeting location
9:00-9:30 1. Welcome and introductions Chair
9:30-9:45 2. Endorse Agenda Chair / Co chair
Endorse Minutes of IGDRP1 McC
9:45-10:15 3. Update on action items from the 1* IGDRP
meeting
Presentations by MFDS
10:15-10:30 | 4. Overview of generics regulation process in MEFEDS
Korea
10:30-11:00 Break/Photos
ASMF / DMF working group update ]
Mariana Gebara
e Endorse new mandate and work plan
11:00-11:30 ) Coghlan/ Antony
5. e Endorse working group updates for Fak
ake
website
Biowaiver working group update o
Craig Simon/
e Endorse new mandate and work plan .
11:30-12:00 | 6. ) Alfredo Garcia
e Endorse working group updates for ]
. Arieta
website
IT Business needs working group update
e Endorse work plan/ IT proposal Mariana Gebara
12:00-12:30 | 7. )
e Endorse working group updates for Coghlan
website
12:30-13:30 Lunch
e Final Regulatory Gap Surve ANVISA
13:30-14:15 | 8. 8 y=ap Y o /
o Agree on next steps for publication PMDA
Update on ACSS Generics working group )
o Mariana Gebara
e Summary of Application Elements
14:15- 15:00 | 9. Coghlan/ HSA
e Presentation on ACSS DCP trials
15:00-15:30 Afternoon Tea break
15:30-16:30 | 10. | Update on other international activities
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e |ICMRA
o IMC

o Generics

e |PRF
e EU ASMF work sharing pilot

Gary Condran/
Mariana Gebara

Coghlan

Chantal Pfaffli
Paul Marshall/
MHRA

16:30-17:00

11.

EDQM data sharing with IGDRP & IDMP

Helene Bruguera
/MCC

End of SC Day 1
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THURSDAY 5 NOVEMBER 2015

Steering Committee Day 2

Time
& Topic Lead
Agenda item
8:30-9:00 Arrival at the meeting location

9:00-9:15 1.

Recap from Day 1

Chair / Co chair

9:15-10:00 2.

Updates on information and work sharing

models (Pilots with EU Decentralised and

Centralised Procedures):

e Experiences to date, procedures document &
webinar

e Endorse updates to website

All

10:00-10:30 Morning tea break
Discuss future of IGDRP 2016 and post 2016
e Evaluation of the IGDRP activities/outcomes
e Secretariat
Mariana Gebara
10:30-12:30 | 3. e Goverhance
) ) Coghlan
e Engagement strategy for other international
stakeholders & Industry
e Staff exchanges under RCI
12:30-13:30 Lunch
Presentations by Observers
e Interest in IGDRP/value they can
13:30-14:00 | 4. ) ] ) ] tbc
provide/Overview of generics regulation
process
e Endorse draft steering committee website
14:00-14:30 | 5. statement and updates Chair/Co chair

e next meeting-host and date

End of SC Day 2
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2015 APEC Harmonization Center Generic Drugs Workshop

November 6, 2015Ritz-Carlton Hotel, Seoul, Korea

2015 APEC Harmonization Center Generic Drugs Workshop : Time, Topics, Speakers

Time Topics Speakers

Friday, November 6, 2015

09:00 - Yeowon Sohn (AHC)
Opening and Welcoming Remarks

09:15 Kyeong-Ho Lee (KPMA)

09:15 -

09:30 Keynote Speech: Importance of Generic Drugs Mark McDonald (WHO)

09:30 -

Group Photo and Coffee Break
09:45

Session I: International Regulatory Harmonization Activities on Generic Drugs
Chair: Antony Fake (WHO)

09:45 - |IGDRP Working Group Activity Updates Craig Simon (Health
10:00 |- Biowaiver Working Group Canada)
10:00 -
10415 - Drug Master Files (DMFs) Working Group Antony Fake (WHO)
10:15 -

Q&A
10:30

Session Il: Global Regulatory Requirements for Bioequivalence (BE), Biowaivers, and Drug
Substance (DSs)/Drug Master Files (DMFs)
Chair: Mark Mcdonald (WHO)

Requirements for BE, Biowaiver, and DSs/DMFs

10:30 - Craig Simon (Health
1) Health Canada
10:45 Canada)
- Overview of BE Requirements
2) ANVISA
10:45 - Gustavo Mendes Lima
- Regulation in BE and Biowaiver: Trend and
11:05 Santos (ANVISA)
Challenges

11:05- (3) BfArM
Peter Bachmann (BfArM)
11:25 | - EU Requirements on BE and Biowaiver

11:40- |4) WHO

Antony Fake (WHO)
12:00 | - Prequalification Team - DMFs and BE
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2015 APEC Harmonization Center Generic Drugs Workshop : Time, Topics, Speakers

Time Topics Speakers
Friday, November 6, 2015
12:00- |5) Health Canada Gary Condran (Health
12:20 | - Regulatory Consideration for DSs and DMFs Canada)
6) EDQM
12:20- | - Regulatory Consideration for DSs
Susanne Keitel (EDQM)
12:40 | - Active Substance Master Files (ASMFs)
and Certificates of Suitability (CEPs)
Craig Simon (Health
Canada)
Gustavo Mendes Lima
Santos (ANVISA)
12:40 -
13:00 Q&A and Discussion Peter Bachmann (BfArM)
' Gary Condran (Health
Canada)
Antony Fake (WHO)
Susanne Keitel (EDQM)
13:00 -
Lunch
14:00

Session Ill: Generic Drug Review Efficiencies

Chair: Mariana Gebara-Coghlan (DoH, Australia)

Regulatory Perspective (Generic Drug Review Best

14:00 - |Practices)
14:25 (1) Chinese Taipei
Jo-Feng Chi (TFDA)
- Generic Marketing Authorization in Taiwan
14:25 - 2) Singapore
Jalene Poh (HSA)
14:50 | - Singapore HSA's perspective
14:50 - Jo-Feng Chi (TFDA)
Q&A and Discussion
15:15 Jalene Poh (HSA)
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2015 APEC Harmonization Center Generic Drugs Workshop : Time, Topics, Speakers

Time Topics Speakers
Friday, November 6, 2015
15:15 -
Coffee Break
15:30

Session IV: Regulatory Updates on Generic Drugs in APEC Member Economies
Chair: Susanne Keitel (EDQM)

Approval Process and Regulatory Updates on Generic

15:30 - |Drugs
Mariana Gebara-Coghlan
15:50 |1) Australia )
) ~ |(DoH, Australia)
- Regulatory Update on Generic Drugs in Australia
2) Mexico
15:50 - Francisco Garcia Zetina
- Mexico's Regulatory Update and Approval Process
16:10 (COFEPRIS)
on Generic Drugs
3) Malaysia )
16:10 - Mazuwin Zainal Abidin
- Approval Process and Regulatory Updates on )
16:30 (MoH, Malaysia)
Generic Drugs
Antony Fake (WHO)
Mark McDonald (WHO)
Panel Discussion on the APEC Generic Drugs Susanne Keitel (EDQM)
Harmonization Peter Bachmann (BfArM)
16:30 - |- Current Updates for Specific Topics:
Jalene Poh (HSA
17:20 e.g. Requirements for Stability Test, GMP ( )
Requi ts, and A | Application F . . .
equirements, and Approval Application Form Francisco Garcia Zetina
- Other Areas in Need of Regulatory Harmonization (COFEPRIS)
17:20 -
17-40 Closing Remarks and Presentation of Certificates Yeowon Sohn (AHC)
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