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BEFEAR (prodrome) - ELFETEIR © ZE6E © 0K
WEESR ~ WLAECRAETER R ~ BEEl - 28185
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EERERIET] » RIS - =
RILDIRER FRYN - AR W - R
MAGRRERER G IER » TERAKER - #
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A ARHERL .~ Plaque forming assay * Fyiffi il JEk 4L
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mL) o ST TEE A E E RIS e 6
$H I FE(qPCR) F R T /K I i A E i B
F S 3B &5 - APlaque forming assay Zilfi 22
Bk AR R AT AT EEE . R
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—HE
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1. REHER, ¢ JHEEE fEIn-house standard
TR AR O ) BN BE B
2. —fiElZE : phosphate-gelatin-sucrose
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cell line B ATCC (USA) ~ %0
Fil#1 Tagman PCR core reagent kitff#
H Applied Biosystems (USA) * 5|F
PF (CGGCCAGGCTCGTTGA) * PR
(CCCGACGACTGTGCAATACA) » #
#H(ACATCAACCGTGTTTTT)H H TIB
mobiol (Germany)

Feonax i

AE B EYZ 21 FIE(VCM-620
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Bl I e 48 SR A (ABIT 7500, Applied

Biosystems, USA) °
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6iffi ¢ EE AR E S ERE © LEEAT
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FHREIUE S AT G RE -« 5 HERETER AR
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&~ 7 AR B B AR R AR~ 8.EC
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o 1L F A2 SR EIEENEL -
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REUKE Z R4 - DUEF2UEERE R
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REIFR - KRS ER =T - TR
HVORAFAE IR FE B0 S B B AL R AT
Pk o AR MR E T AR O
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eI EERE - DIERUER ML 2%
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1. MR C-5#Hl ffg 72 T-7 5 #H g 55 2 5 b DA
MEMEEBEEEERZ 2T Z
i - MR EZES < 10ME/
mL » JA60-mmfffEEZ ZMIF (4 x 10°
{E TR/ dish) 55 £ 48-72/NEF - B /KIS
et -

2. W - IR R e K2 EE
HEAT AT AR - R B R R LT
HE  2F R RUE DB A
R o FHREMERR0. ] mLERERCHE
PrEsEE M B A EEREE)
RS M 2 28 - KIS BRILER
E i NESEREI A FE— NI A
AR R R A R E NS B E
TR

3 MR e MR E IR R - BERET R
FH%12.5% coomassie blueil] fifd L] L
0305388 » PEEGRI LB A AE =R
TR 5 ) NG B Sk 5 L 15 o LS 8 7 4R
PFUE S FHEHANE -

(Z)gPCRi%

FFMRC-5# 5% FADMEM - 3017 15 fitd
MR EE BER S EIIE  FBwelld
8000l f2/200 L - JHHEAE : EHEIE

solution /FFEEHEE i KA dn A BE20 6% (3
logi)INZEA ~ EBF - {7 [A) T4 #ifEL.78
f537X(0.25 log,) * 47 HIIIZEB-D » F-H
e SEPY(EFR R (R ) © i Suction
MERESER » INAFEEZE 100 pL > 400
x g Z IR N EE L —/NRF R IR B 0 DA
DMEM mediumiZ% £24-72/NEE o Hwellflll
A4.5% Triton-X solution 10 nL#% B[ AT HETT
qPCRESEE fA-80°C vk IR FE(E FHZE A

— /N o

(B)qPCR BRI

Al B A R 2097 88 2 vortex M B/ Uy GFR
FECURE 2 MR (40X) > El#lqPCR Master
Mix (£=) » PL/UTpipette IIA 2 B 52
JEFMaster Mix 40 pL X HIIERZEZ10 L
T4 HE00(1000 rpm 2 min)ETTqPCR » [ JE
TEREFANZRIY A5 BT« 25 f o B A HE
anqPCREUR I A A 3 Ak ig ek € sl s 2
Ct value 52 Melting curve({EZE 7 IEHERRE -
BIGTESRSmLBEBE—Z2E =+
V)

TR G AR
AT ERITAIEE E R TS A E BT

ESLEVAE VK ERFA o PGS stabilizer = 0 TR AR ATEEE « BRES A R ALRE
&_— “qPCRECEE
1 2 3 4 5 6 7 8 9 |10 | 11 | 12
RS 1: 20(1.31og10) | A | STD [ STD [ STD | SI | S1 | S2 | S2 | S3 | S3 | S4 | S4 | NC
itERE2: 1.78 :B STD | STD [ STD | S1 | S1 | S2 | S2 | 83 | S3 | S4 | S4 | NC
rERE3: 1.78 gfc STD | STD [ STD | S1 | S1 | S2 | S2 | 83 | S3 | S4 | sS4 | NC
FifElE4: 1.78 gkD STD | STD [ STD | SI | S1 | S2 | S2 | S3 | S3 | S4 | S4 | NC
FifEERE1: 20(1.3logl0) | E | S5 [ S5 | S6 | S6 [ S7 [ S7 | S8 | S8 [ 89 | S9 | In | In
FkERg2: 1.78 :F S5 | S5 | S6 | S6 | S7 | S7 | S8 | S8 [ S9 [ S9 | In | In
MiteERE3: 1.78 g:G S5 | S5 | S6 | S6 | S7 | S7 | S8 | S8 | S9 [ 89 [ In | In
WitERs4: 178 g‘H S5 | S5 | S6 | S6 | S7 | S7 | S8 | S8 | S9 [ S9 [ In | In
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R -~ gPCR FEIE1E

Reagents Final Conc. Volume (uL) Cycle Temperature Time
Deionized water 21.5 1 cycle 50°C 2 minutes
10x Buffer A 1x 5 1 cycle 95°C 10 minutes
25 mM MgCI2 3 mM 6 40 cycle 95°C 15 seconds
dCTP 0.2 mM 1 60°C 1 minute
dGTP 0.2 mM 1
dATP 0.2 mM 1
dUTP 0.4 mM 2 o e SRR A A 2 SEE e (Varilrix) S SERE RV R
AmpErase (1 U/uL) 0.01 U/uL 0.5 BE A 7 RIS RUE MR 7K £ 1 (Varivax) » FH
Primer PF (20 uM) 200 nM 0.5 AT ERE BN E L KE AR R
Primer PR (20 uM) 200 nM 0.5 T RS ME/KIE & i (Varivax) » ARG (# #1 5
Probe V (10 uM) 100 nM 0.5 PRIGE MK i (Varivax)E T Tl i ks
pomerase (Uly  OOSUBL 05 smimea iy
zzrtl;)late (diluted lysate) 10 pL ;(; AetmR103E2 A B AN - il A EEE
ARSI EE R ZE IR B ER
HEETHh Bl AR 2 T{EHE R (V1668 ~ V2261 »
ILEF R EE AR - EITEALEEE S R V2262 ~ V2263 ~ V2301 ~» V2321 » V2339) HEF
ML %izimﬁlzﬂ Imbﬁﬁntﬂ 26PF A E R R A o ?Ha%%ﬁ@u AR
EIEIFE MG VEE SRR EEE & BERERTEL26M BN 2% I
50000 v
40000
v
L ] v e
T %0001 v O e :
E 2 o g o v
™ L] . .
20000 v v
L] L
10000
o
51 52 83 54 55 56 s7 58 59 510

sample number

B— - ARUEMEKERBEE B MEISIES1-S10 2 MBS BRER
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@ LE ik V &4tk (qPCR %)

3
O R BARER ====== ZHAE TR (1x10 PFU/mL)
B— - ARCEM KSR SR B HMEIGEES11-S20 2 AEHERAER

40000 1 - -
. v
30000 - v v
o 3
ol $ -
= o . .
£ 20000 1 * *
[-™ . L
10000 4
_Y
s21 522 523 S 525 526
sample number

@ Edik V Btk (QPCR k)

3
O R BAR 5 ======: XM FMR (1x10 PFU/mL)
B= - ARUCEMKERBEES21-S26 B Bit R
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RS EE S M R A E | B
S{E MBS A (50 A B B R %48 (19.2%) » &
EARE AT S AT - fEkFEH R
it L FEE A S 43— R BE R e P B A T fc 8%
(3.8%) ;5 i & PR A = (I fih 5t B (2 R 48 26 T R
| B AT R B ek e RS E R B
#(11.5%) » BERIUKFEZE £ B MR SH - R
2R A 2 A P B B (7.7%) (@ ) -
LR EST 8T - HAIE A -~ FT B
BT (18R AT (i FH B /2 15 i1 (69%) 5 T 6
@R AT TR (23%) + B FESRE
E2R R EE R (8%) -

= KEEERUES RO

R EIET AR EE SR 261K E
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PFU/mL) » &8 F100% - SUE A 55
FLIE— 2 E = o qPCRIEWIH i B SR B B
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T B Al S NETE 02 — R R AT - A AEE
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3 FEFEBRR I it » (st — 3 it
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LE 7 A E Ry W 22 7K I 2% o e ZE o R B 2
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E

1. ARG RG22 T 2 A R LT SR i
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SREURERTI @ AR TR RE R RS © R
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AR H AR AR T I A ] -

2. KRR S AR AT 26 R 7K S P BB R
B AERBEUR R SITE BRI E
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B S RO E AR - (E Rl B AR
- AL IR - AT e
EFHENEFRENR - HREPEE
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WA ~ BRI RAT « R RO R
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Assessing and Monitoring the Varicella Vaccine Cold
Chain System Taiwan, 2014

CHANG-WEN CHI, HUI-CHIA CHAN, HUEY-JEN DUH,
YU-HUI HUANG, YAO-CHENG LIN, HSING-CHUN TSAI,
LI-LING HUANG AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

The varicella vaccine has been used to protect children, from 12 months of age and older, from a
varicella virus infection through active immunization. The vaccine is composed of live-attenuated viruses
which require specific conditions during storage and handling, in order to not compromise its potency.
The varicella vaccine should be stored under the recommended temperature range (from 2°C to 8°C),
particularly in location with a subtropical climate. In 2014, we conducted a study to evaluate and monitor
the cold chain system used in Taiwan for storing the varicella vaccine. A total of 26 varicella vaccine
samples were collected from 22 cities and counties of Taiwan designated by the CDC. Among the samples
taken, 24 samples came from health stations, while the other 2 came from local hospitals. The samples
collected were then assayed for its potency. Our results showed that all of the varicella vaccine samples
had met the requirements under the potency test. In addition to assessing the storage of the vaccines,
each location was inspected and analyzed. The results of this investigation will serve to be a reference for
future concurrent risk assessment. Proper storage and handling management, and persistent monitoring
of the cold chain system will ensure the quality and potency of vaccines administered in Taiwan and

worldwide.

Key words: varicella vaccine, post-market surveillance





