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Date Plan Remark
2011.06.23 (Thu) Taipei- Tokyo-Tachikawa Limousin bus
2011.06.24 (Fr1) (1).Lecture by Bio-safety committee NIID. Dr. Sugiyama
(2) Introduction of QA department, NIID. Dr.Hanada
(3) Introduction of NIID. Dr. Ochiai
2011.06.27(Mon) (1)Courtesy visit and meeting with Deputy Dr. Ichiro
Director — General of NIID. Kurane
(2) Discuss for preparation of Japanese encephalitis Dr. Takasaki
reference standard utilizing quality control of
Japanese encephalitis vaccine
2011.06.28(Tue) (1) Flu research center introduction and QC Lab tour | Dr. Itamura
(2) 13:30 Vistit to Director of IDSC, NIID (Pandemic
and seasonal flu vaccine Postmarket survey Dr. Okabe
system, AEFI information,policy)
(3) Lab tour in Toyama headquarter
Dr. Taya
2011.06.29(Wed)-07.0 | (1) Discuss for preparation of Influenza virus strain Dr. Itamura
1(Fr1) utilizing seasonal and pandemic flu vaccine
production.
(2) Seasonal Flu vaccine Quality Control System
introduction and ABSL3 animal testing facility
tour
(3) Pandemic and pre-pandemic Flu vaccine Quality
Control System introduction
(4) WHO information introduction
(5) Meeting with Director of Flu center for Flu policy | Dr. Tashiro
and Taiwan Flu vaccine 1ssue
2011.07.01(Fr1) General discuss NIID-Tokyo-Toyama Dr. Itamura
17:00pm Dr. Takasaki
Dr. Ochiai
2011.07.2 (Sat) Tachikawa - Tokyo-Narita - Taipel Limousin bus
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AERAFL Y S-E 2009 & 4 FAz12 4 kWi
o A& G FRT S ATARE & § g Pandemic flu i 17
FEENE - pEBRARER A2 Bj\, i J;a Wt ps et
AR GGESF RN EHNRE E A FE 2 P E Y
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- #33 Labs for QC test for vaccine ( BSL-2 Lab) ~ Labs for
pathogenicity tests ( BSL-3 Labs) # Labs for QC tests for
seedvirus £ 9 5% % o

= #3+3 Stock room for seed virus # Rooms for preparation of seed
virus (BSL-3 Labs) £%% % -

= 33 Labs for virological surveillance (BSL-2 Labs) £ R % ¥ °
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( Development of vaccine virus strains suitable for vaccine
production ) ~ # v i * B A R K?é’ﬁ?;’& (Identiﬁcation of virus
strains for vaccine production ) ~ # = 5 F Pl B 77 &% %

( Quality control of vaccine as a National Control Laboratory (NCL)
for lot release test) % 5 & WESRERNE s 2 E 7 B F#E%

19



=2

EREFREFRREAETT AL WEZ X3
( Collaboration with NCLs as a WHO Essential Regulatory
Laboratory (ERL), TFDA, China, Indonesia, Vietham ) - @ p & & &
w2 g pA o AL RBANE FERE 2 H T
a%“ﬁ%iﬂﬁﬁi%%’g%%é%&}%£A§§ﬁ§%
P R gRis M ZEN 0 TR —‘fﬁ’vi 2 & E F £ (1)
Virological strain surveillance @ 4¥ %] {+. Antigenic analysis % Genetic
analysis of circulating virus isolates % (2) Development of vaccine
virus strains : Isolation and passage in chicken embryonated eggs -
Generation of high growth reassortant virus # Suitability of virus
strains for vaccine manufacturing - antigenicity, growth ability % #2
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% o

T etk

B EBE LRI RRE%RE (o B E s P R B
3 +

(3) ~ #7A)im R £ v B 7E¥% 2+ & (National Stockpile Plan )
PAFCH = FIRATAINR AT RE T S22 g %2 < inf7 o
% p 2006 -2010F B 4ot i7— s A2 A nfF o2 3Tl R v W
787 % 3+ % (Pandemic Vaccine National Stockpile Plan ) i & & 3=
AL Tt E ATAlE Wi :/?‘si HR2ZRE o A LR
#4 o M AT B4 3§ NIBRG-144% (A/Vietnam
/1194/04% 33 & i L /zt&) Clade 1 ~ Indo/5/2005(H5N1)/PR8-
IBCDC-RG2#k(A/Indonesia/5/05 % 33 # i L /=4k) Clade2.1% Anhui
/01/2005 (H5N1) / PR8-IBCDC-RG5t& (A/Anhui/1/05% 33 & i L
7=1k) Clade2.3 % = k> B ﬁ? #r7n e Je i NIIDV: R —‘fp‘%i Bye
S AR LT AR
UMES T2 FRPRIZ E > P AFATRRE e 2 |/
% 3+ % o @12 Monovalent Pool Harvest (MPH)Z. #]l &% % p¥% 5 4 >
Ao B £ 91000F 4 2 MPH » e % & EFT &
5320007 ~ 1 * 2 FE 22007F p A FE TR R F g w ek (F
%) HWATAULE S w RE o U PR R 2 BRI
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Gor I (B ) H AR R v ARG o L - o &
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B RREFZABEDRTEBE FERTHI TSR F
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NGRS w et A T WA 5 HSNIATA AR B T g ik
PP oA P W R ek A2 .4 (Minimum Requirements for

Biological Products ) i& {7 5B fesk 2 4p B & PR L F 7

¥ Z 7 F

I AECY

Inactivated vinus pool monovalent bulk final lot
Control test -
manufacturer manufacturhitiD (national contmerdabactyrer NIID

Staining test o)
Sterility test o o
Pyrogen test o) o)
Endotoxin test O o
Test for freedom from abnormalftoxicity e} e}
Test for mouse leucocytes-decrdasing toxicity
Test for protein content o) o)
Test for thimerosal content o
Test for formaldehyde content e}
Test for egg albumin content o
Test for aluminum content e} e}
Potency test

Single radial immunodiffusion fest o o

HA content test (0) (0)
Inactivation test o)
Identity test o

EXE &
mu_

3
2

EXIE

D]




(5) ~paIFB2nERTAEE ARETRER

PAD BB H B2 Ky 357 Influenza HA vaccine
(> 3er k2 2 & Bl g % w ) Influenza vaccine
inactivated (> 3eP KiRz 3 FE i 2p & g AW ) % Influenza
vaccine (H5N1) adjuvanted with aluminactivated ( " 3¢ %F & Jq 7 e
AR A2 A E D2 BpF R EY ) F2fAIAR AT o R AT &
2ot w1914 Influenza HA vaccine & 27w s NIID g & o 22 B
PR RBNE RS ISR AT 2 AT R AT B E
EpAFRBRMIES A2 LR RIS THR%EZ 3 BE
& 2L:( 1 )R ¥ source materials( # 4% Egg, Cell, Cell culture medium,
Seed virus ) 2. ¢ ¥ % # % > (2)monovalent virus pools (Inactivation,
Purity, Virus disruption (split vaccines)) 2 ¢ #% #&5% % (3) final
bulk or final lot( Hemagglutinin content, Adjuvant content, Safety) 2.
FIE RS T L ST HRERED EMFEL 72 w2 g i
4= (inactivated influenza vaccine : WHO TRS 927 Annex 3, 2005)
(cell line : WHO TRS 878 Annex 1 ,1998)% R 7J4p I #& 5k & &
( Minimum Requirements for Biological Products : Japan) -

VAR S R&LE DY o P R B MR
3#% (Inactivate test) ~ 4 3|:#5% (Fractionation )% SRID(single
radial Immunodiffusion test) % = # 38 P

7 ;& v 285 (Inactivate test) ::EZR 47 SRR KRPIFRY
EIFNr ¢ F 4 RIS % > BICAErc P AT > S5 mp & T
QFERBIT 2 X BFRFI RN T ELETPRF ATER
# > Vi X IFN gamma 2.+ 3§ > FIPER A ERBIFIIRE £ 0
SR 9 LR A

AR RN A CRERNUEREE - Rk (MPH)
SRR TRRR i ¢ AR mE & 2 pd B B2 HA
titer 2 # Pl % > B & Bdp i TR AR 2 A 4T LT E B A A
2P 2 HfREARELTE = D o

Single Radial Immunodiffusion test 2. - F# %4 : ¥ /L &
Inter-laboratory reproducibility of SRD assay ~ Interference of SRD
assay by adjuvant in vaccine % Lot variation ( Variation of

inactivation among monovalent virus pools) %> & 2. %3 2 9

YRS Y

Tieskz Aph 2 ERE > 2 Wd Rl

= o
?‘I\
5
=
;.‘ﬂ
=
(\s
A
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No. vaccine lots

monovalent pulk final lot
Control test ,
manufacturer manufactudID (national co

Staining test ¢}
Sterility test ¢} ¢} o}
Pyrogen test o}
Test for freedom from abnormalftoxicity o) o)
Test for mouse leucocytes-decrgasing toxicity ¢} ¢}
Test for mouse body weight-dedreasing toxicity ¢}
Test for hydrogen ion concentration ¢}
Fractionation test ¢) ¢) o)
Test for freedom from ether ¢} ¢}
Test for protein content ¢) o)
Test for thimerosal content ¢}
Test for formaldehyde content ¢} ¢}
Potency test

Single radial immunodiffusion fest ¢} ¢}

Immunogenicity test (0) (0)
Inactivation test O
Identity test o

P A2000~2010F £ &M iR Fw 2 74 p Ay 2 R&RPE

product

(GSK)

200

ROORODZO0GR00L00R0068007200800

Prepandemic (HEN1) monovalent bulk

Prepandemic (H5N1) final product

Fandemic (H1N1) imported (Novartis)

18

Pandemic (H1N1) imported (GSK)

43

Pandemic (H1MN 1} domestic

75

Seasonal 38 45 | 51 80

74

78 74 76 79 TO
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