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Workshop for OIE National Focal Points for Veterinary Products

Siem Reap (Cambodia), 29 June - 1 July 2011

11:00-11:20

08:30-09:00 | Registration of Participants
09:00-09:30 | Inauguration and Opening Cambodian Official
09:30-10:30 | General Presentation of the OIE including the OIE Vademecum A. Bouchot

OIE Activities Linked to Veterinary Products

OIE Reference Laboratories and Collaborating Centres E. Erlacher-Vindel
11:20-11:30 | Rights and Responsibilities of Delegates and Focal Points T. Ishibashi
11:30-11:50 o Good governance and the evaluation of Veterinary Services Q. Tran
11:50-12:10 ‘o International trade: Rights and obligations of OIE Members T. Ishibashi
12:10-12:20 | Questions and answers

13:20-13:50 o  The OIE Manual of Diagnostic Tests and Vaccines for Terrestrial Animals - S. Munstermann
13:50-14:10 o OIE Booklet on Standards for Veterinary Laboratories F. Diaz
14:10-14:30 - o OIE Procedure for the validation and certification of diagnostic assays F. Diaz
, S. Vaughn
14:30-14:45 o Short presentation on OIE Collaborating Centres - J.P Orand
N. Hikichi
14:45-15:00 | Questions and answers

15:30-16:05 | Overview of Existing Structures Relevant for Veterinary Products
o International structures

= CODEX G. Moulin

= VICH M. Smith
16:05-16:20 o The view of IFAH ‘R. Clayton
16:20~17:00 o Regional structures

= European Medicines Agency K. Grein

= ASEAN: Regularisation of Production and Utilisation of Animal Vaccines TBD

= OIE regional experience \ Hnin Thidar Myint
17:00-17:30 o Cambodia, Lao PDR, Vietnam - a case study O. Le Minor
17:30-18:00 | National experiences - Questions and answers




Participant

11:00-12:00

AN

Modalities (Authorisation Process, Surveillance, Distribution, Control)

o Assessment and authorisation of Veterinary Products

Legislation framework

Marketing authorisation and assessment procedures
Quality assessment

Safety assessment/residues

Efficacy assessment

= Assessment of immunologicals

08:45-09:00 | Summary of day one
09:00-09:20 | Terms of Reference and expected actions of OIE Focal Points on veterinary products E. Erlacher-Vindel
09:20-10:20 | Areas of interest of Focal Points on veterinary products

= Antimicrobials G. Moulin

= \/accines N. Nakajima
10:20~10:30 | Questions and answers

G. Moulin

N. Hikichi

12:00-12:30

o Surveillance

= Control laboratories
= Pharmacovigilance
» Residues

J.P. Orand

16:00-18:00

o Preparation of the working sessions (election of rapporteurs)

J.P. Orand

14:00~14:20 o Distribution and use N. Nakajima
14:20-15:00 o -Inspection J.P. Orand
, At manufacture / Wholesaling / Retailing / Prescription / Usage
15:00-15:30 | Introduction to the Working Sessions
o Need for a good governance regarding Veterinary Medicinal Products G. Moulin

Working Groups Sessions

Summary of day two

08:45-09:00 Participant
09:00-09:30 | Veterinary Products Markets — Case Study on their Re-organisation Ch. Baasanjav
09:30-10:30 | Reports from Working Groups and Discussion (plenary) Groups / J.P Orand

11:00-11:30 | Review of the Terms of Reference and Final Discussion E. Erlacher-Vindel
11:30-12:00 | Evaluation A. Bouchot
12:00-12:30 | Conclusions and Closing Ceremony
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OIE Workshop for VMP Focal Point

Report from Group 1

Different Partners in Charge §
VMPs

« All countries in the group know their
\  partners.
+ Different countries have different
control systems of VMPs.

+ In some countries, VMPs are regulated by
the department of livestock/agriculture,

+ In some countries, VMPs are regulated by
Ministry of Health,

+ Some countries have no regulatory body.

Prioritized needs
. Human resource development
. Establishment of laboratory for checking
efficacy of VMPs (pre- or post- approval).
. Conducting monitoring for drug residue
and antimicrobial resistance.
. Catching up the change of disease causing |
pathogens

- Faster approval / rapid change of vaccine
strains

- Incorporation of new technology

. Informal cooperation of VMP authorities 1
Asian region.

20

Working groups
« Jill Mortier / Allen Bryce  AUSTRALIA
« Ainul Haque BANGLADESH
o Lham Tshering BHUTAN

. PAPUA NEW GUINEA
CHINESE TAIPE]

« Andy Keponge Yombo .
» Ya-Fang Liu

« V.R.N.Munasinghe SRI LANKA

« Sasi Jaroenpoj THAILAND

« Nambo Moses VANUATU

« Heuijin Jenny Kim KOREA (REP. OF)
« Ken Noda JAPAN

Tasks and responsibility of fog
points

. # Communicate with the partners about O}
standards and guidelines.

o Fill the gap between OIE standards and

national regulations. b
¢+ Develop national regulations with a help of
"OIE.

+ Promote cooperation among the countries ,
in region and the sub-region. '

+ OIE TORs provide guidance.

Improve participation

., ¢ Informal cooperation of VMP authoritieg
i, in Asian region.
+ Use existing sub-regional organizations, e.

SAARC, ASEAN, SPC?
+ Use regional office?
+ OIE collaboration center?.
+ Set up working group to develop
informal cooperation and information
sharing.
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