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7™ INTERNATIONAL GENERIC DRUG REGULATORS PILOT (IGDRP)
Venue: HOLIDAY INN ORCHARD CITY CENTRE
Singapore
2-5 November, 2014
Chair: HSA, Singapore; Co-chair: TFDA, Chinese Taipei

Day 1: Sunday, 2 November 2014

IGDRP ASMF Working Group
Venue: Orchid Room, Holiday Inn Orchard City Centre
Time Topic Presenter/Discussion Lead
8:30-9:00 Arrival at meeting location
9:00 - 10:00 IGDRP ASMF WG discussion TGA/WHO
10:00 — 10:30 Morning break
9:00 - 12:00 IGDRP ASMF WG discussion TGA/WHO
12:00 - 13:00 Lunch
13:00 - 15:30 IGDRP ASMF WG discussion TGA/WHO
15:30 — 16:00 Afternoon break
16:00 - 17:30 IGDRP ASMF WG discussion TGA/WHO
END OF DAY 1

Day 2: Monday, 3 November 2014

IGDRP ASMF Working Group
Venue: Meeting Room L2-6, HSA Outram Office

Time Topic Presenter/Discussion Lead
8:30-9:00 Arrival at meeting location

9:00 - 12:00 IGDRP ASMF WG discussion WHO

12:00 - End of Day for IGDRP ASMF WG




IGDRP Biowaivers Working Group

Venue: Orchid Room, Holiday Inn Orchard City Centre

Time Topic Presenter/Discussion Lead
8:30-9:00 Arrival at meeting location
9:00-10:30 IGDRP Biowaivers WG discussion WHO
10:30-11:00 Morning break
11:00 - 12:30 IGDRP Biowaivers WG discussion WHO
12:30-13:30 Lunch
13:30 - 15:00 IGDRP Biowaivers WG discussion WHO
15:00 — 15:30 Afternoon break
15:30-17:30 IGDRP Biowaivers WG discussion WHO
END OF DAY 2
Day 3: Tuesday, 4 November 2014
IGDRP Steering Committee
Venue: Orchid Room, Holiday Inn Orchard City Centre

Time Topic Presenter/Discussion Lead
8:30-9:00 Arrival at meeting location
9:00 - 9:15 Official opening and welcome HSA
9:15-19:30 Roundtable Introductions All

Group photo
9:30 - 10:00 Adoption of Agenda Chair/Co-Chair

Adoption of Record of Discussion of 6™

Meeting

Action Items from 6™ Meeting

Objectives for 7" Meeting
10:00 - 10:15 Update and discussion on recent

developments: Swissmedic

| —International Pharmaceutical

Regulators Forum (IPRF)
10:15-10:45 Morning break
10:45-11:30 Update and discussion on recent

developments: TGA

Il — International Coalition of Medicines




Regulatory Authorities (ICMRA) HSA
[Il — ACSS Consortium Generic Medicines
Work-sharing Meeting
11:30-12:00 Draft WHO paper — list of comparator WHO
products
12:00-13:00 | Lunch
13:00 - 14:00 Reporting of ASMF Working Group — TGA/WHO
Workplan endorsement, progress
14:00 — 15:00 Reporting of Biowaivers Working Group — WHO
Workplan endorsement, progress
15:00 —15:30 | Afternoon break
15:30-17:30 Evaluation of IGDRP pilot — TBC
Draft report on self-reflection/assessment of
progress to date
17:30 —18:00 Public statement Chair/Co-Chair
18:00—-19:00 | Teleconference with ICMRA Generics WG
19:30 - Transport to Dinner
20:00 —22:00 | Dinner will be at Jumbo Seafood @ HSA
Dempsey
Transport back to Holiday Inn will be
provided
END OF DAY 3
Day 4: Wednesday, 5 November 2014
IGDRP Steering Committee
Venue: Maharaja Room, Holiday Inn Orchard City Centre
Time Topic Presenter/Discussion Lead
9:00- 9:15 Recap from Day 3 Chair/Co-Chair
9:15—- 9:45 Abridged drug review process in Mexico COFEPRIS
9:45-10:15 Regulatory gap survey — draft paper ANVISA
10:15-10:45 | Break
10:45—-11:15 | Update on EU ASMF Worksharing Pilot EU
11:15-11:45 | Update on Information Sharing Pilot with EU | EU/HC/TGA/TFDA/SM

DCP:

Experience to date, procedures document &

8




webinar, subsequent IGDRP participation

11:45-12:15 Work-/Information-sharing models — HC
e.g. IGDRP DCP model, registration process
diagram
| — Summary of Application Elements HSA
Il — Thought Piece document — endorsement, | HC
proposed work plan
12:15-13:00 | Lunch
13:00 —13:30 | Draft Best Practice Guide for Sharing of CBI Swissmedic
13:30-14:30 | IGDRP:
| — Staff exchange framework/plan TBC
Il — Secretariat and website TGA
14:30 - 15:00 | Break
15:00 - 16:45 | Future of IGDRP :
| — Draft paper HC/Swissmedic
Il — Governance/TOR/IOP TBC
[l — Recommendations TBC
16:45-17:00 Public statement — SC endorsement Chair/Co-Chair
17:00-17:30 | Recap & Wrap-up Chair/Co-Chair

END OF DAY 4
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