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Regional Seminar for OIE National Focal Points
for Veterinary Products (6" Cycle)

Kuala Lumpur, Malaysia

Provisional Agenda

14-16 January 2020

DAY 1

Tuesday, 14 January 2020

Time Theme Speaker
08:00 - 08:30 | Registration
08:30 - 09:30 | Official opening
Introduction Master of Ceremonies
Welcome Speech and Official Opening by the OIE Delegate of Quaza Nizamuddin Bin Hassan
Malaysia Nizam
OIE Delegate - Malaysia
Address by the OIE Regional Representative Hirofumi Kugita,
OlE RR/AP
Address by Antimicrobial Resistance and Veterinary Products Elisabeth Erlacher-Vindel,
Department (AMR&VPD) OIE AMR&VPD
Short self-introduction by participants All facilitators and participants
Objectives of the seminar Elisabeth Erlacher-Vindel,
General OIE presentation (short video) OIE AMR&VPD
09.30 - 10.00 COFFEE BREAK, GROUP PHOTOGRAPH &PRESS CONFERENCE

Session Chair - Dr Ronello C Abila

Veterinary Medicinal Products

10:00 - 10:20 Country presentations on recent activities Rozanah Asmah Abd Samad,
Malaysia
10:20 - 10:40 Update on the OIE standards and guidelines relevant to veterinary Maria Szabo,
medicinal products OIE AMR&VPD
10:40 - 11:00 Aquatic animal vaccines Nao Nakajima,
OIE Collaborating Centre, NVAL

11:00 - 11:15 | OIE Standards Setting Procedure (video)

Recommendations of the OIE Global Conference on AMR

11:15 - 11:45 Brief introduction and update on presentation of the Elisabeth Erlacher-Vindel,
recommendations including autogenous vaccines OlE AMR&VPD

Australian
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11:45 - 12.05 Examples of existing guidance on autogenous vaccines Jean-Pierre Orand,

ANSES OIE CC

12.05-12.25 | Views and experience on autogenous vaccines Suphot Wattanapansak,

Chulalongkorn University, Thailand

12:25 - 13:00 Discussion Coordinated by OIE and OIE CC
13:00 - 14:00 LUNCH

Session Chair — Dr Rozanah Asmah Abd Samad

Access to quality veterinary products

14:00 - 14:30 Update on VICH, focus on VOF including the VICH 6th Public Bettye Walters, OIE CC FDA

Conference (27-28 February 2019) — Japan’s experience Ken Noda,
OIE FP Japan ; OIE CC, NVAL

14:30 — 14:50 | Applying VICH Quality Guidelines Rick Clayton, HealthforAnimals

14:50 - 15:10 | VICH Outreach Forum member countries’ experience Pramod Kumar Kaushik, India

15:10 - 15:30 Question and answers

15.30 - 15.50 COFFEE BREAK

15:50 - 16.10 Regulatory Authority perspective on veterinary medicinal Ni Made Ria Isriyanthi, Indonesia
products harmonisation in ASEAN

16:10 - 16.30 Industry perspective on convergence/harmonisation Erik de Ridder, HealthforAnimals

16:30 - 17:00 Discussion Coordinated by OIE and OIE CC

17:00 - 17:20 Outcomes of the online questionnaire on the quality of Tikiri Wijayathilaka OIE SRR
veterinary products and pharmacovigilance

19:00 - 21:00 HOST COUNTRY DINNER
Wednesday, 15 January 2020

Time Theme Speaker

Session Chair — Dr Hirofumi Kugita

Pharmacovigilance

09:00 - 09:20 Introduction to pharmacovigilance Linda Walter-Grimm,
CC FDA

09:20 - 09:40 Pharmacovigilance: presentation by the national competent Australia FP TBC
authority

09:40 - 10:00 | Advantages of using the existing pharmacovigilance VICH Erik de Ridder HealthforAnimals
guidelines in a smart way and introducing the Manual for a
basic pharmacovigilance system.

10:00 - 10:20 Member Country experience: Monitoring on quality of veterinary Wenyuan Yang, Chinese Taipei
medicinal products (post-marketing surveillance)

10:20 - 10:50 COFFEE BREAK
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10:50 - 10:55 Introduction of the Pharmacovigilance working groups Linda Walter-Grimm,
CC FDA
10:55 - 12:10 | Working group session 1: Minimum requirements for Fri«ﬁ All, coordinated by OIE CC,
pharmacovigilance HealthforAnimals and OIE HQ
12:10 - 12:50 Feedback from working group session 1: Minimum Friré Rapporteurs
requirements for pharmacovigilance
12:50 - 13:00 Questions and answers All
13:00 - 14:30 LUNCH

Session Chair — Dr Ken Noda - Japan

Falsified - substandard veterinary products

14:30 - 14:50 How to ensure the quality of veterinary medicinal products? Jean-Pierre Orand,
OIE Collaborating Centre, ANSES
14:50 - 15:10 | Country experience: Centralised System of Veterinary Medicines Hiruka Mahath, Bhutan
Procurement, Distribution, and Monitoring
15:10 - 15:40 Global surveillance and monitoring of falsified and substandard Elisabeth Erlacher-Vindel and
veterinary medicinal products Rebecca Hibbard, OIE AMR&VPD
15:40 - 16:100 COFFEE BREAK
Session Chair — Dr Daniel Wilson Edson - Australia
16:10 - 16:30 | WCO and OIE collaboration. Future collaboration with Focal Saori NojimaWorld Customs
Points in order to fight falsified veterinary products Organization (WCO)
16:30 - 16:50 OIE Member Country experience: Promoting access to high Sasi Jaroenpoj, Thailand
quality veterinary antimicrobials
16:50 - 17:10 Discussion All
17:10-17:20 | Introduction of the next day’s Working Group Session on falsified Maria Szabo,
and substandard veterinary products OIE AMR&VPD
19:00 - 20:00 RECEPTION HOSTED BY THE OIE

DAY 3 Thursday, 16 January 2020

Session Chair — Dr Hiruka Mahat - Bhutan

Time Theme Speaker
09:00 - 10:00 | Working group session 2: Surveillance and monitoring of m All, coordinated by OIE CC,
veterinary product quality HealthforAnimals and OIE HQ
10:00 - 10:50 Feedback from working group session 2: Surveillance 3 % Rapporteurs
and monitoring of veterinary product quality
10:50 - 11:20 COFFEE BREAK
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Session Chair — Dr Sasi Jaroenpoj

Antimicrobial Resistance

11:20 - 11:50 Global tripartite and OIE activities on AMR Elisabeth Erlacher-Vindel,
OlE AMR&VPD)

11.50 - 11.55 | Tripartite Video on AMR OlE

11.55-12.15 | OIE regional activities on AMR Hirofumi Kugita,

OIE RR/AP

12:15-13:00 | Questions and Answers All
13:00 - 14:00 LUNCH

14:00 - 14:30 | Antiparasitic resistance: update on the planned activities Maria Szabo,

OIE AMR&VPD

Nick Sangster,

Australian Veterinary Association

14:30 - 15:00 Discussion All

Session Chair — Dr Ronello C Abila

Conclusions and closing

15:00 - 15:20 Achievements and future perspectives Elisabeth Erlacher-Vindel,
OIE AMR&VPD

15:20 - 15:30 Evaluation of the seminar (questionnaire)

15:30 - 16:00 Closing ceremony — Remarks and attendance certificate OIE Delegate

awarding
OIE AMR&VPD
Ronello C Abila, OIE SRR/SEA

16:00 COFFEE BREAK & DEPARTURES




