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OIE Regional Workshop on Risk Analysis for Veterinary Vaccines

-practical application including vaccines related to new and emerging technologies-

(Tokyo, Japan, 1-3 March 2011)

Program
Monday, 28 February Arrival of Participants
Tuseday, 1 March
Froin -| To Session Item Speaker
8:30 |-| 9:00 Registration

Dr Itsuo Shimohira

(1) Remarks from OIE Asia-Pacific
(OIE Asia-Pacific)

(2) Remarks from OIE Collaborating ~ |PT Masato Sakai
Centre for Diagnosis and Control of (NVAL)

Animal Diseases and Related Veterinary | kenichi Sakamoto

9:00 |-| 9:40 | Opening Session

Product Assessment in Asia (NIAH)
|Dr Kazuki Ikeda
{3) Remarks from Host Country
4 (MAFF Japan)
(4) Information from Secretariat OIE Asia-Pacific
9:40 |-110:00 Group Photo Session/Coffee Break
Session I (1) Background and objective of Dr Sayuri Iwaki
10:00}-110:30
General Workshop » (OIE Asia-Pacific)




10:30

11:00

Introduction

(2) Risk analysis model currently used

Dr Richard Hill
(USDA-APHIS)

(3) Report on Regional Activities in

Mr Asfri W. Rangkuti

11:00| |11:30
ASEAN (ASEAN Sec.)
11:30| |11:45 4)Q&A
(1) Risk Analysis for veterinary :
Dr Shigeyuki
Session Il vaccines in Japan
Nakamura
Case study - Outline of Risk Analysis for veterinary
11:45| (12:30 lication of inesin] and
-application of |vaccines in Japan
bp P Dr Koji Oishi
risk analysis- |- Documents Necessary for Risk
(NVAL)

Assessment of biological products

Lunch

12:301-113:30
13:30| {14:00
14:00) {14:30

14:30

14:50

Session II (cont)

(2) Risk Analysis for veterinary

vaccines in Australia

Dr Sam Hamilton
(DAFF)

(3) Risk Analysis for veterinary

vaccines in USA

Dr Richard Hill
(USDA-APHIS)

(4) Discussion

14:50|-115:20 Coffee Break
(1) Recent Discussion at OIE ad hoc
Dr Donna Hutchings
16:00 Group on Vaccines in relation to New

15:20

16:00

16:30

16:30

17:00

17:00

17:20

Session 111
New and
Emerging
Technologies for
Veterinary

Vaccines

(OIE ad hoc Group)
and Emerging Technologies
(2) Additional asssessment required for
recombinant vaccine under Dr Hideto Sekiguchi
Pharmaceutical Affairs Law and (MAFF Japan)

Cartagena Protocol in Japan

(3) Development of veterinary biologics

using emerging technology

Dr Shigeki Inumaru
(NIAH)

(4) Discussion




Wednesday, 2 March

NVAL

From To Session Item Speaker
(1) Summary of paper based country
reports concerning risk analysis of
9:00 |-| 9:30 .
veterinary vaccines (including Dr Shoko Iwamoto
recombinant vaccine) (NVAL)
9:30 |-| 9:40 . (2) Introduction of Group Discussion
Session 1V
Group Discussion |(3) Group Discussion
" Application of |Group 1: Factors for rapid supply of
Risk Analysis to |veterinary vaccines against
Veterinary emerging and
Vaccines”  |re-emerging disease outbreaks.
9:40 (-10:30 ) . |led by experts
Group 2: How to improve test capability
in the Region?
Group 3: How to respond rapidly and
adequately to Adverse Events
(AE) of veterinary vaccines?
10:30(-11:00 Coffee Break
(4) Group Discussion (continue) and
11:00|-|12:00; Session IV (cont) ) ]
preparation of presentation
1 112:00)-\13:30 Move to NIAH and Lunch
Dr Kenichi Sakamoto
, Introduction of |Activities and future plan of NVAL and
13:30;-|13:50 and Dr Masato Sakai
Labo Tour NIAH as the OIE Collaborating Centre
(NIAH/NVAL)
NIAH Kodaira
13:50|-117:00 Labo Tour




Thursday, 3 March

From|-| To Session Item Speaker

9:00 |-| 9:45 | Session IV (cont) |(5) Presentation of Group Discussion

Dr Hirotaka Makie

9:45 |-|10:05 (1) VICH Global Outreach activity
(MAFF Japan)

Session V (2) Diagnosis and Control of FMD

, , Dr Kenichi Sakamoto
10:05|-|10:50| Specific topics  |outbreak in Japan 2010 - from the view

NIAH
related to of using vaccine ( )
vaccines : . Dr Alexandre
10:50| ({11:20 (3) OIE Vaccine Bank for the region Bouchot
‘ (OIE SRR)
11:20)-|11:50 Coffee Break
Session VI .
Discussion and Adoption of Conclusions
11:50) |12:30| Conclusions and
- and Recommendations
Recommendations
(1) Remarks from OIE Collaborating
Centre for Diagnosis and Control of Dr Masato Sakai
Animal Diseases and Related Veterinary |(NVAL)
12:30|-|13:00) Closing Session Product Assessment in Asia
) Dr Itsuo Shimohira
(2) Remarks from OIE Asija-Pacific )
(OIE Asia-Pacific)

13:00| |14:00| Lunch
Revision of Criteria for ASEAN Animal Vaccine Laboratory
14:00| |16:00) ASEAN Session
- Accreditation
Friday, 4 March Departure of Participants
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f. SE/ETE H(genotype stability) : F{ i A EESE B LS (R B
R YA EBERE i vitro RS - IIBIRE > R
SRR R G U A P 2 «

9. MEIRERSE M (phenotype stability) : PEIR A PIBSR L BRI
BEMERTAIRE - SRR YR MR E PR T R e
FEEAE - |

h. SR (tissue tropism)HIaiiE: © ALERAEMTARMRIA LR
SRR TR T R R, » SR -

. AEEBLE overdose) I © 1T HHEEIR R —EERENZ R
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0 SR SR RS IR s R E S AR - RS RRLTaE
PR~ PR AR E AR SR S -
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RRMTTREESR S (ow: L) = TREFFAARERLE -
i (medium : M) = R EBHETEERE - & (high  H) = R
BRI TIREERE -

b. T4 (consequence rating) : FEEE - A4 « AR
SRR MBS E (ow: L) = REBFRENBRENR
B (RS R BRI  EEE RN - f1 (medium ;
M) = R B S Es  SrF  BE R LS EBE A HE
E . B AHEEE) - (high s H) = FRBEBENSER
B (R REANEK A IES - L) .

c. FEETEREEII% R (degree of certainty rating) : IS EBRICIFTRENE:
AT 9 e L e MR A A, e
(certain ; C) = ST E L EERIBEIBITTR - T
%2(moderately certain ; MC) = 7 2 Bl RS0
£ o FoREsE(uncertain ; U) = ZF5E R GIRI SRR -

d. SHETE{LEM (calculating the expected risk) : EIRRE SRR ~
[ - FIHEE RS RS FHE B - SR
1805 IR BT B o B B A L)
TR R B R W A R B R
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W AT EITE A E - e MR A B R U
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R e (R R S B R R N R T (B 5
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MRS ERE - - & RS E LR
ERBEEY: - FERRSRE - o - BB RER AR
(decision-making):Z #kHE °
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