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NIID Dr. Yoshinobu Horiuchi Dr. Masaaki Iwaki Dr.
Masaki Ochiai 91 3

91 11

18 Dr. Horiuchi
Dr. Sri Kusmartini
Quality Control of DTP Whole Cell Vaccine in NQCLDF Indonesia
NQCLDF National Quality Control Laboratory of

Drug and Food National Regulatory
Authority NQCLDF lot release
CDC field surveillance  NQCLDF
WHO 1S0-25  1S0-17025 NQCLDF  Therapeutic
Product & Hazardous Substance Cosmetic and Traditional Medicine Food
Biological Product Microbiology Biological
Product Toxicology Pharmacology
2002 BCG DPT DT TT Polio Measles Rabies Hep
B 8 868 324 544
DPT
DPT DTwP 50 Dr. Sri Kusmartini
16 DTwP HS activity
HS activity BWD toxicity LP Activity DTP
DTaP DTwP

national Expanded Program on Immunization EPI
Miss Jane Soepardi AEFI Surveillance in Indonesia
AEFI  Adverse Event Following
Immunization Surveillance System under CDC national
AEFI province AEFI district AEFI AEFI
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severe case national AEFI
AEFI
DTP
AEFI National Regulatory Authority

Dr. Teeranart Jivapaisarnpong
Study on pertussis toxin activities of DTP and DTaP vaccines used In
Thailand WHO  critical function for vaccine control
system licensing regulatory GMP inspection lot release system
laboratory testing clinical evaluation post-marketing surveillance

1. review summary production protocol, batch
record active ingredient content
results of quality control tests 2. QC repeat QC
tests of finished product 3.
, quantitative unit 2002 10 2003 9 HS
activity BWD toxicity LPActivity endotoxin LAL DTP
FDA 1983 NADRMC Adverse Drug
Reaction Monitoring Center 1984 NADRMC WHO program for
international Drug Monitoring as 26" member country 1992 ADR
Network 800 1997  NADRMC NAPRMC health
products Rabies
vaccine Tetanus toxoid Pedvax-HIB Influenza DTP

Rabies vaccine

Mrs Kanoktip Thiparat  Adverse events
following immunization  AEFIs surveillance and investigation in

Thailand 1997 AEFI system
AEFI
AEFI network sub-district
health center district district health office province provincial
health office center Bureau of Epidemiology
province AEFI 24 provincial health
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individual case investigation
investigation provincial team
CDC  national Expanded Program on Immunization
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Bureau

outbreak

EPI  FDA

National Regulatory Authority NRA National Adverse Product Reaction
Monitoring Center  NAPRMC National Control Laboratory NCL

Bureau of Epidemiology EPI NRA  NCL
NCL

NRA

Collaborative study on quality control

of DTwP and DTP vaccines used in Taiwan

The

application of CCM method to determine the diphtheria toxoid potency in

combination vaccines for quality control in Taiwan Evaluation of

the residual pertussis toxicity of DTwP and DTaP vaccines available in

Taiwan by the mouse body weight-decreasing test and the mouse

histamine-sensitizing test
Cell Culture Method; CCM
NSD lot 4
0.5 5 ICR strain

450 550 Hartley strain

Bioassay assistant program
CCM

CCM
1U/mL
480

weight-decreasing test

histamine-sensitizing test

Vero

0.75

47 1U/mL
0.0025

DTP
Mouse body
Mouse
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DTP 21
12 DTaP A B CD 5 DTwP
C 4  DTaP-I1PV A 7 A DTaP
34.2 BWDU/mL 0.24 HSU/mL 3 B DTaP 5.9
BWDU/mL 0.10 HSU/mL 1 C DTaP 216 BWDU/mL 0.17 HSU/mL
1 D DTaP 7.2 BWDU/mL 0.11HSU/mL 4 A DTaP-I1PV
37.4 BWDU/mL 0.29 HSU/mL 5 C DTwP 682.2
BWDU/mL 3.85 HSU/mLD DTwP DTaP
A DTaP DTaP-1PV
37
4

The vaccine injury compensation program and adverse
reaction of DTP vaccine in Taiwan
DTP
"A survey of safety and reactogenecity in relation
to toxic reaction of whole-cell and acellular DTP vaccines in a well-baby

clinic”

National Institute of the Control of Pharmaceutical
and Biological Products NICPBP Dr. Zhang Shumin Quality
control of aDTP in China aDTP

acellular pertussis PT FHA 1980
aDTP NICPBP

reference vaccine
reference standard for the toxicity

NICPBP Dr. Lei Dianliang Adverse events
following immunization (AEFI) of DTP vaccines in clinical trials

DTwP 1.2 DTaP 8 Dr. Lei
1980 DTwP  DTaP
DTwP 5% fever (>38.1°C) DTaP
DTaP 15 %

1-5%
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Dr. Sook-Jin Hur
Age related immunoseroepidemiological study to tetanus and pertussis
in Korean population 30
20 anti-PT
Td 20

Dr. Horiuchi Quantitative quality control test results and
their effective utilization in the routine quality control

1.
challenge
2.
adjuvant gel pertussis toxin 4-7
pertussis toxin BWD toxicity
LAL LAL Febrile reaction residual
pertussis toxin activity reversion swelling Dr. Horiuchi
Dr. Motohide Takahashi Dr. Tadashi Fukuda

Establishment of Asian regional reference tetanus toxoid and influence
of difference in mouse strain on tetanus potency test  Dr. Takako Komiya
Utility of the cell culture method CCM for diphtheria toxoid

potency test in ICR mice ddy ICR
CCM
candidate slc:ddy slc:ICR
Crj:ICR slc:ddy
Crj:ICR slc:ICR
slc:ddy

10
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BIKEN  Dr. Yoshikazu TADA Quality Control of APV Bulk
to export to USA  BIKEN Connaught Laboratory Inc.
acellular pertussis vaccine bulk Tripedia
(DTaP) Tripedia BIKEN FDA CBER-ORA
3 / Dr. Horiuchi Dr. Akihiko Yamamoto

Enhanced sensitization of mice with diphtheria tetanus acellular

pertussis vaccine to local swelling reaction to the booster

immunization mouse hind-paw swelling model DTaP booster

swelling pertussis toxin DTaP HS
activity Dr. Masaaki lwaki Diversity
of Corynebacterium diphtheriae antigen genes Dr. Kodama

Genomic DNA analysis of Bordetella pertussis strains clinically

isolated in Japan

1.
2001
NIID

2.

NIID Dr. Takeshi kurata

Dr. Horiuchi

3.
4.

AEFI system
5.
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