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PART 1 : Self-Learning Lecture (Pre-Recorded)

2021 APEC GRM CoE Workshop Agenda

Open from August 24" 09h00 to September 16" 24h00 (GMT+8 Time)

TOPICS TIME | AFFILIATION/ECONOMY
GRM Core-Curriculum Sessions
Content | Opening Remarks 5 Shih-Chung Chen
1 Mins Minister, Ministry of Health and
Welfare (MOHW)
Shou-Mei Wu
Director General, Taiwan Food and
Drug Administration (TFDA)
Session 1 | Introduction of GRM 30 Chyn-Liang (Cindy) Huang
& Concept of GRM Mins | Senior Technical Specialist,
€@ Achievements of APEC Roadmap to Division of Medicinal Products,
promote GRM in the past decade Taiwan Food and Drug
@ Objective of the training Administration (TFDA)
Session 2 | Planning of Application 50 Finny Liu
& Planning of New Drug Application Mins | APAC Regional Regulatory Policy
& Planning of Generic Drug Application Lead
Roche Singapore
Jocelyn Lee
Senior Regulatory Manager
Project & Regulatory Affairs
Division
TTY Biopharm Co., Ltd.
Session 3 | Preparation of Application Dossier 25 Kumiko Hikida
€ Standard process of application dossier Mins Manager
greparatlon | | | Global Regulatory Affairs
et & el bl Department
Mitsubishi Tanabe Pharma
Cooperation
Hiroko Kawaguchi
Prin. Scientist
Regulatory Affairs Area
MSD. K. K
TOPICS TIME1 AFFILIATION/ECONOMY
Session 4 | Managing and Conducting the Review 20 Shu-Ping Huang
€ Anintroductory overview of managing | Mins Technical Specialist, Division of

the review based on the WHO GRevP
Guidelines for regulatory authorities

Medicinal Products, Taiwan Food
and Drug Administration (TFDA)




Session 5 | Bringing Consistency and Efficiency to 25 Lawrence Liberti
RegulatOI’y DECISIOH-MakIng MinS Adjunct Research Professor
for the construction of a fit-for-purpose q
dossier Graduate P_rogra_m
@ Communicating the agency’s Temple University School of
expectations for the dossier- Pharmacy
pre-submission advice
€ Communicating the agency’s
assessment decision
Session 6 | Communication 15 (Regulator’s Aspect)
€ Overview of Communication Mins | vy-Ju Lin
mechanisms — Review authorities’ .
Aspects Project Manager _
I Center for Drug Evaluation (CDE)
- Communication cycle
management (Industry’s Aspect)
- Timing of Communication Shinji Hatakeyama
- Communication pathways Leader
€ Overview of Communication Regulations and Approvals Expert
mechanisms - Industry Aspects Working Group (RA-EWG), Asia
Partnership Conference of
Pharmaceutical Associations
(APAC)
Topic of Special Interest I: Promoting Regulatory Cooperation
TOPICS TIME | AFFILIATION/ECONOMY
Session 7 | The Access Consortium New Active 30 Michael Shum
Substance working-sharing procedure — | Mins | pirector
An Australian perspective o .
N _I perspectiv _ Application and Advisory
€ Overview of TGA’s reliance pathways
Management

and principles-where does Access fit?
What is Access

2

€ Key features of the work-sharing
procedure

L 4

TGA perspectives

Prescription Medicines
Authorisation Branch

Medicines Regulation Division
Health Products Regulation Group
Australian Government Department
of Health

Topic of Special Interest 11: The Application of RWD/RWE in Regulatory Decision-Making
TOPICS TIME | AFFILIATION/ECONOMY
Session 8 | Considerations of the Application of 15 Chi-Hsun Chen
Making _ Center for Drug Evaluation (CDE)
€ Introduction of RWD/RWE
€ Examples

€ Regulatory Perspective




2021 APEC GRM CoE Workshop Agenda

PART 2: Live Videoconference (via Webex)
DAY 1: September 14" 14h00-16h30 (GMT+8 Time)

TOPICS

TIME

MODERATOR/FACILITATOR

Group Discussion 1:

Case Study: Planning of Submission and Preparation of Application Dossier

Overview of the session

1400-1410

[ Moderator]
Rosa Fu

Associate Director Regulatory Affairs
Eli Lilly and Company
IRPMA

Discussion on generic drugs & new
drugs cases (7 groups)

1410-1510

[ Speaker]
Finny Liu

APAC Regional Regulatory Policy Lead
Roche Singapore
Jocelyn Lee

Senior Regulatory Manager
Project & Regulatory Affairs Division
TTY Biopharm Co., Ltd.

[ Facilitator]
Industry experts from IRPMA

Break Time

1510-1525

Group Presentation (7groups, around 8
min/group)

1525-1615

[ Speaker]
Finny Liu

APAC Regional Regulatory Policy Lead
Roche Singapore
Jocelyn Lee

Senior Regulatory Manager
Project & Regulatory Affairs Division
TTY Biopharm Co., Ltd.

Wrap Up & Take Home Messages

1615-1630

[ Moderator]
Rosa Fu

Associate Director Regulatory Affairs
Eli Lilly and Company

IRPMA

[ Speaker]

Finny Liu

APAC Regional Regulatory Policy Lead
Roche Singapore

Jocelyn Lee

Senior Regulatory Manager
Project & Regulatory Affairs Division
TTY Biopharm Co., Ltd.




DAY 2: September 15", 14h00-17h05 (GMT+8 Time)

TOPICS TIME MODERATOR/FACILITATOR

Group Discussion 11:
Case Study: Managing and Conducting the Review- Fixed Dose Combination Products

Overview of the session 1400-1410 | Chi-Hsun Chen
Senior Clinical Section Chief
Center for Drug Evaluation (CDE)

Presentation by Each Economic (1) 1410-1520 | Representatives of APEC member
(6 economies, 8-15 min/economy) economies

Break Time 1520-1530

Presentation by Each Economic (11) 1530-1640 | Representatives of APEC member
(6 economies, 8-15 min/economy) economies

Break Time 1640-1650

Wrap Up & Take Home Messages 1650-1705 | Chi-Hsun Chen

Senior Clinical Section Chief
Center for Drug Evaluation (CDE)




DAY 3: September 16", 14h00-16h20 (GMT+8 Time)

TOPICS TIME MODERATOR/SPEAKER
15t videoconference
Brief Opening +Virtual Photo Time 1400-1410 Shou-Mei Wu
Director General, Taiwan Food and Drug
Administration (TFDA)
Regulatory Measure in Response to COVID-19 | 1410-1430 Shou-Mei Wu
in Taiwan Director General, Taiwan Food and Drug
Administration (TFDA)
Brief Q&A Session 1430-1435
International Collaboration in time of 1435-1505 Agnés Saint-Raymond
COVID-19: The Need for Regulatory Agility Head of Division International Affairs
Brief Q&A Session 1505-1510 | EMA
Regulatory Challenges Against COVID-19: 1510-1530 Yuriko Takemura
Ex.perience Shar.ing of Japan Coordinator, Division of Asia ll,
Brief Q&A Session 1530-1535 Office of International Programs, PMDA
Break Time 1535-1550
2" Videoconference
Expectations from the workshop 1550-1605 Daisuke Koga
Division Director, Division of Asia Il,
Office of International Programs, PMDA
Shinji Hatakeyama
Leader
RA-EWG, APAC
Ping-Chiang Lyu
Chairman
RAPS Taiwan Chapter
Closing Remarks 1605-1615 Shou-Mei Wu

Virtual Photo time with all workshop participants

Director General, Taiwan Food and Drug
Administration (TFDA)
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Participant_Ellen Sem_Sin Moderator_Chi-Hsun Che Participant - Mia Rivera GRM CoE Secretariat Sherry Wang

Issue 2.2: Description
of Approval Indication

What is your claimed of indication for the FDC in Issue 2.1? Why?

tial hypertension

= Both A and B each have established efficacy in hypertension and approved for
essential hypertension

* Data generated from the RCT can demonstrate superior efficacy on a clinical
outcome at a given time point as it is able to compare ABvs Avs Bvs
placebo.

* The factorial design study in patients may provide further support for the
combined use of active substances at the selected doses. This is a randomised
controlled trial (RCT) that can prove superiority in insufficient responders to
either A or B compared to the FDC AB (fixed combination medicinal product
has greater efficacy in comparison with the respective individual active
substances.

* The study can justify that each substance makes a relevant contribution to the
desired therapeutic effect and that the benefit-risk for the combination is
positive.

Combination Products.
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poAZ e p B 4 Yuriko Takemura, Coordinator of Pharmaceuticals and Medical Devices
Agency (PMDA)# % ;7 . “Regulatory Challenges Against COVID-19: Experience Sharing of
Japan”.
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R % & nvﬂwé}ﬁé}’t 2z2_% & ~ Work sharing

¥ % & &% |33 Orphan Drugs, non-prescription drugs, Biosimilar

Guidelines/Practices: ICH guideline, GCP, Good Revision Practices, specific
quality control of sterile products
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