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. Quuality initiatives
. Manufactuering initiatives

11:00 Morning tea break

11.15 Plant tour

12:00 Group Photo
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Chair: Dr Mark McDonald, Therapeutic Goods

Host: Therapeutic Goods Administration

Administration

Day 1: Thursday, 23 May 2013

Presenter/Discussion

Time Topic
Lead
8:30 — Arrive at Sirius building, Furzer St, Woden
9:00 TGA staff will greet you in the foyer to arrange building passes and escort you to the meeting room
9:00 - Dr John Skerritt,
Official opening and welcome
9:15 National Manager, TGA
Introductions
9:15 - . Dr Mark McDonald,
Adoption of agenda
9:30 TGA
Adoption of Nanchang minutes
9:30 — Update on ICH Regulators Forum: Outcomes and future
Health Canada
9:50 collaboration
Quick update on progress in HoA Consortium working groups
(5 min each)
e New Chemical Entities TGA
9:50 —
¢ Communication TGA
10:15
e |T architecture Swissmedic
e Compliance and Enforcement Swissmedic
e Benefit/Risk Template HSA
10:15 —
Break
10:30
10:30 — Update on progress / Outcomes of Consortium Generics face to )
, Consortium members
11:00 face meeting
11:00 — Worksharing Case Study: Completion of Phase 1: Health Canada - | Mr Michael Wiseman,
11:30 TGA Regulatory Cooperation Initiative TGA
11:30 - : . Dr Héléne Bruguera,
Update on EU ASMF Working Group
12:15 . EDQM
1215~
Lunch
13:15




13:15 -
— Advancing priority work in Active Substance / DMF Mr Mike Ward, HC
14:00 — '
T Break / TGA to provide transfers to TGA building in Symonston
14:30 - i s
156 Transfer from Woden to the TGA for delegates - Building tour of the TGA
17:00 Day finishes at the TGA
Transfers to dinner from hotel — locations of pick-up/drop off to be advised
19:00 Participants are welcome to continue their networking and worksharing discussions at a dinner (venue
] and cost to each delegate to be confirmed). TGA will provide transfers to and from dinner for all
interested participants.




Day 2: Friday, 24 May 2013

8:30 — Arrive at Sirius building, Furzer St, Woden
9:00 TGA staff will meet you in the foyer to escort delegates to the meeting room
1 9:00
. Summary of Day 1 Dr Mark McDonald, TGA
9:15 - o o i o :
155 Advancing priority work in Biowaivers Mr Mike Ward, HC
10:00 — :
Regulatory Gap Analysis ANVISA
10:30
10:00 —
Break
10:20
10:20 — | Discussion on secure platforms for exchange of _
) Mr Mike Ward, HC
11:00 commercial information

Discussion on public perception of Generic vs. Innovator
11:00 —

medicines/drugs Mr Mike Ward, HC
11:40

Develop strategy for engagement with stakeholders
11:40 = | Discussion on EU decentralised procedure and potential

) ) Dr Peter Bachmann, BfArM

12:30 collaboration outside Europe
12:30 -

Lunch
13:30
13:30 -
[30 WHO approach to reference products ' Dr. Harry Rothenfluh, WHO

14:30 — | WHO proposal — Application process for WHO
) ] Dr. Harry Rothenfluh, WHO
14:45 Prequalification

14:45 —
Break
15:00
14:50 —
(51 Public statement Dr Mark McDonald, TGA
Next steps:
15:15 - '
o e Review of action items Dr Mark McDonald, TGA
e Next meeting and co-chair
9
15:45 — | Wrap up and photo Dr Mark McDonald, TGA




16:00

16:00

Day finishes at Sirius Building, Furzer St, Woden
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