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1. F57/08 3 7R

WA 23 2] g = A - Z|(

Al

DAES | FUTEBZERN(F | @A (F)Feasv2Ze
RAAA 27,91 o4 2))
1z =A A (0.5mL) F,
A} 232 BT NHBA & 39 2 (rp287-953, &5
: Ecoli BL21(DE3), ¥1E}: AG287NZ-953-K) 50yg,
DFAR B | AERTETEBTNad AT (rp96le, %5 E.coli
Q57+ 2022.05.19 v op | BL21(DE3), ®E): 961cL-K) 50p,
(&%) A 2B HBP S T A (rp936-741, S
E.coli BL21(DE3), #]E]: 936-741-K) 508,
A BTNZI8/ 2547 £ THAE(OMY, o
N.meningitidis NZ98/254) 254g
O S A o] efo] FAETHZ: AR & FAM
©F 5 57 | 45 271 ool M Neisseria meningitidis Bl &+ 54 srut7a A8k o
@=-< _ _
Abg g | T 130114 F7E HIS 150123, 37F 5
[¢) il-o

2 taAs o 35 9 AEAs 83

DU FE

NZe FRO FFolH AT

Qs 8d | O NuAs | ISR [ 7t xtE dA
3. 7laAls
D= U A4AE (3 WY kA dEAIE)
@pivotal - | non-pivotal
AR | ot WAl HE ool flE AZE 11H~174] Zok
DA
o|orE o] WAl 05 mL : Y/ B Qo7 ACWISS,Y)- CRMI979H 3 ma] 0.5 mL
OFAYH | AP o] WAl /1Y 7HF, 23] 2§ T
271 gz doF 18] 25 Fostn, 119§ WHle 18] 28 £
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A
(m

g pivotal (V72P10) F=521(V72_42)

= AT Hz7 AT zz
ke 375 128 174 88
A LA 375 128 174 88

S
Ho
oX,

- 23k Bof 3 170 Al SBA 971> 1:4 WE-8(H44/76, 5/99, NZ98/254)
A

* 371X BY o7 vl F32l H44/76, 5/99, NZ98/25401 Ci st
human Serum Bactericidal Assay)g @7}

o)z} Hrha%

- 22 Bo & 1709 A H GMT/GMR, SBA &7} 48] =71 WE& GMC
(ELISA, antigen 287-953)

2t 2 E At8stol 28 A 2M(hSBA -

- T Tt A A3 (V72_42)% 5 FAYZAE 2IH(V72P10)E Pl
1. NSBA>14E YERA AJUAA HES
- SRl QG BT 2holl= o] WAl 23 Fof 171Y $ hSBA>
140 =23 AT ALY HEe2 AR
- o] WAl 22 Fof 10 & k=l AlFTEARe] 97%7) 359 A%
3l hSBA=1:45 YERAE Hlsl thE2T(HeF/MenACWY)E Fo3h
ANR@EAL] 17~29%7F YRS, 9= AAJZAIZAME AE
A (100%)°] 3% A EFFol| sl hSBA>1:45 UERAH vls| $of T
o= AR 31~50%7F YERA AT
< E 7IMx| Y 2R} F0f F17HY Aol SBA 27} > 1:491 AICHAIKL HIS(%) (95%0) — PPS >

2|2l AL 2 (V72P10) =2 ol(V72_42)
. Placebo/Men
Vaccine Group rMenB Placebo rMenB ACWY—CRM
N=344 N=116 N=158 N=77
H44/76
Day 1 39% 46% 26% 25%
(34%—44%) (36%-55%) (19%—34%) (16%—36%)
Day 61 100% 50% 97% 29%
(99%-100%) | (40%—59%) (94%—-99%) (19%-40%)
5/99
Day 1 30% 29% 12% 10%
(25%—35%) (21%—-38%) (7%-18%) (5%—19%)
Day 61 100% 31% 97% 17%
(99%-100%) | (23%—41%) (93%—99%) (9%—27%)
NZ98/254
Day 1 34% 38% 16% 17%
(29%-39%) (29%-47%) (11%-22%) (9%—27%)
Day 61 100% 39% 97% 19%
(98%-100%) | (29%-48%) (93%-99%) (11%-30%)

_‘IO_




2. hSBA ¥7}9] 44] (4fold) F7}F

- SRl AN BT oA o] WAle 23 B 171Y & OiRE
NEWGAES Al dFoll diste] 25 48] S7F BQl dbde] diET(9ler
/MenACWY 2 9lofh AlFUIFAELS o4t 2 vkg-o] 2HA] YRt

- o] WAl o & hSBA 97k 4u] F7HEE k=)l AIFUVIAES] 82%~9%6%0l1A,
ANAAFAE A FPAAFEL] 02%~98% A UERFo™, 5 NZ98/54) 4]
7 $e HlES By

- T NZ98/254°] tste] o] MAl Fof 3 hSBA H717} 48) S71et Hl&2
S}l AN FdAEe] AN IAE A AR Hlste] A e vlE-&
et o, ol 242 82% 2 2%tk

3. &4 2879539 tjt ELISA GMC
- 3l 2879539 tigk So] A 71X GMCe =<l AlFuldAtET Al
A FANA B =ker, Zh7 23 9 260 ATk
MAo] 23 Bo] B /)€ &, 39 2879530 thd GMCr dh=<l %
A A GA A ZH2E 1256 2 341801 KT
- GMRS 7AAZHE =S 540, AAAGAIFES 87ulolHoH, 2k
/MenACWY 2 {leFrol e &4 T2 S77F VYeElA] ity

1
[

Of

: %7]'1_—}[::

- o} B & 79 7} Solicited AFs, Unsolicited AEs, SAFs 5
- ¥ 7taAE AINV72 42)8 &5 A JEAIE AIH(V72P10)E Hl
- A" A3

<E. 50 F 7Y 2t 22 9 MA Solicited AEsE E18H A[SI AR} H[E(%) -
Solicited Safety Set >

Vaccine Group rMenB Placebo/MenACWY-CRM

Any Vaccination N=174 N=88

Any 166 (95%) 55 (63%)
Local 166 (95%) 44 (50%)
Systemic 114 (66%) 37 (42%)
Day 1 (Vaccination 1) N=174 N=87

Any 161 (93%) 37 (43%)
Local 160 (92%) 22 (25%)
Systemic 89 (51%) 31 (36%)
Day 31 (Vaccination 2) N=173 N=88

Any 149 (86%) 42 (48%)
Local 145 (84%) 36 (41%)
Systemic 74 (43%) 21 (24%)
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- o] WAl 12} 9 2%} o] F Fhu o]4de] HAIE WS Bug A@o)dAte
BEES = B2 AWAAGANE 2N A 86~93% 2
90~9%5%E THHE frAFSHAT

- 7 BT B, o] WAl Fo| & A w4 9 A AES] thREES
T35 HollA An~FFETh

- o] WAl 13k 22F B $ 7Y Bt HWAEA 2 ARE Hagh AlFuPdRRe]

HEE2, ] TR (V72 42) M= A]tﬂqwxu 16% 2 14%°]3 A
UFAH(V72P10)o N A= AlF gAY 18% 2 13% =2 A7 Tt FARHAT

- A 2 EARA| (B A ](%XJXVH z3 e eas)e s
AE 71 /s B5Y 2Ad o 8% q4¥& = sy 29
T2l NadA(Neisseria adhesin A: 961c), fHbpHSIA AFTMA, factor H binding
protein: 936-741), NHBA(Neisseria 9% 23 3¢ §F T4, Neisseria Heparin Binding
Antigen fusion protein: 287—953)9]' PorA(Outer Membrane Vesicles, OMVE EA)))7 } Az
o2 23k5o] 1o], NadA, fHbp, NHBA 2 PorAd] thd+ & AL
fEan

- =] Al Al A o] %1711% Ao E 28 EoJd o3AE Ao)A,
22 o e # 3*«1 Aol el hSBA>14E urewq_ A o)At

H] &2 A FuAl o A= 97%019“ 18 thzTol A 17~29% %tk
- QoA F38E 6]1/&]0]/\]-/\]64(\/721)10)011 A 23 B 119 & 329 x| mH|
tal hSBA=1:45 UEhd ATl gzt ulg2 AFAATAA 100%<H v
(A A AR A 31-50% 7 HERIE,

. 0] t"W 12k 2 23 B & sht o] WAlE whES Hagh APt
B

Mg Gl Gl B fAod, o W
F WA B2 ABE UER ARG BT mAT Qo] A2 AR
ol % A4 AR @9 AFWEAlA o Se e nusck o A
13 8 23} Fol 79 B WAEA e ABE st Athanie] wEse,

2 23}
ela} 912k Spivotal) 1kl FAITE ERL Fol F Aolw wd TisAL
kel

A = gAY #Hol A 7ol F AEE Bug @At Wi s

7 AT el AR

=lofl A o] Walo] HAIE AES} HAIER] ¢k AE WHollA #2220 kA

AR flo] Wekde] 3 AR Yehgtt o] WAl Bo $ 7Y Ft

HAIE AES} WAIHA e AEE Bud AR HEES =l
TUZAREANET) ZHAT Aol FAREAS. ASskA] X3 A 34

H R RS A=, %91?1} AEE HI1E2] gt

AV72_42) 3 = AR B#HALFAE; vozpio) A L] H|opAlolR1 o]
Sk AREH| R = % EL 7 AAHOE {3 AfolE HolA| LUt V72 42
o Ao Hel HaedA Ay 9 kA Z2ulddy)
FTARRE ASE YRR o= A AR Faloze] i 7t
7
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4 dum &g (FF 37 47 9 42T dviang e dlstel 2 AR ldsgE 3u2,
T TE awaege) AU gng AdRe) Bee

- Neisseria meningitidiss= A|AIZ 02 Alv4d a3 i
AEA A EA (outbreak)= 4 & Itk IFA U+ &Y
2 Hegrog iy E 57kA] @37l A B, C W-135, Y 9 3t
7HAI7E Alo]l 2 = flon, HIZoe ofxe7t ARl eWAl AT X=
FR1ET (Meningococcal vaccines: WHO position paper 2011). wld A A o=
N. meningitidisoll 9] ¢F 505 79 F#H et 57 e Apgzie] WAzt
(WHO 2002). €7 BS AlAA P& sivitt 29k~8%F Hola wjd 23
~84 Ao A 2lle] He A2 FAHHEH (Girard et al. 2006).

- ZrEol A A 20 w9k AAolr] o] 3] Aoto A N. meningitidis7}
A FHES dodle Al MAE &8 Aol Ad 1049 s<tle
S. pneumoniae, H.influenzae, N. meningitidis7} 34| ©]/d2] =<1 Axofef A
A et F83 Weloldth (Hye Kyung Cho et al, 2010). 1990
HE 2008 37bA] sfinttt gk Aol Aal® N meningitidis Sl
1~3872.2, 20021d (2770)3} 2003 (387; Vyse et al, 2011)°l 4&3] F7}
3FATE 2000~2001 A0l = oA EHE A 9 Co FaErt RuEdiy
(Lee et al, 2003), 2002~2003'32] B 7|9k A AFoNM= dHE Y (BT
1170 % 970 (9/11)), B (1/11), 29E (1/11)7} 2= UTt (Bae et al. 2008).
g AFolAE, ofdd LotellA] FEe b oo Hgo] Qe Zo=
UESTH (Kim et al. 2012).

Zo] Fa Ulow,
_]

23, 3-8 I8 (24 dubgEe] AAZET B, AWaEA 2023)

7} =]

Ut d DESe AAZ R dAGT Fr1FH o7 fdo] wAst=H AR A=
WY WS7) @Al g4 {faolojA &7|7F o @A, JNEEAdTol A Fe B Al HAa
o} 108] o] TAYo] FUisit} E3] ofxgl7l FHEAW I, zulel, dolAg e}, YA,
g, WY, REsunss, $o, Az, ddEde}, odEeTel, £tk Fgotzest FEE, AT,
i 2, A, ECDRE, En)oi = FETHAE FHYES T A9 FEHOZ iR
HAE-L 5~12dmtt #A stEg ‘eudd WE'ga FEC. FUE ME 2 oA
AT Ad Ui Sualdgal HE:AGo] 201095 AHAA AT AR A

g AES A #A o] dAF ZAAste 20179 olF AT AAEE FAHA

etk HS Y HEJgA TS 8 TS Co Wl 7198k, AT Xol
3 B

- FulolA ukrE SR s A veksly] ojdth MY, =A% FUziA,
2743) ALgEojof st BL

C YoM SR FEES A4 Rud WERTHE O BS Zo® FAdArh Ao
HAE10RF W 05~4%)E F83TH qujellAe Hojx wid 250~2,000%¢] AT Ao w
FEA R AR He R Bud oA S S = uid 209 olstolH, T E
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R o] weokd 19883 2003\ ol = 2+2h 429 3} 387 o] it

- IO B O Z = 2000~2001E0 12819 HFA FEHTTSES BsRa, SlE ¥4

A3 17, C3o] 340|th 2008 dFE] 20120l A1 EH

WA S|, o]F HA 870] W-135 EHE 7o) o)

THLOA w7} FEF WA HF Z2

- Ao @A it AR AY gAITE 2002~2003d AW TR £XE A
¥el
=]

=

Bal@o A Y(74), B(1H), 29E(1nﬂ) IATS BYoh 2010~2016'30] =<1 25782 AHA)
NA= B(7H), (4U§) E(3%), W(51), nongroupable(2¥)°e] X1 = AT} 2017~2020'd o
A30E 51719 HFA FHTE x5 3279 @Yo BHFHAJE=Y o5 2571 L B
AT, 774-S 29E Aol

- AR O1F Ho thek AFAF L ATt 2005130l SAHLRE 1249 olFolAIA AFH
AFANAE 08%, 2009 WEw ZlsAY AldAdE o= AdH dAFdAE=
11.8~14.1%, 2010 Q1 AW EA LA AlPH AFolA = 17.6%(F-H T+ 21.7%),
20159 HAES thate g g AFoAE 34%, 2017'd thetw 7|&EAtol A E 2.7~11.8% =
ZAEGY. 8T 2005139 ATellAE YEAHE, 2009@0= C @A47o] 7P Bkoy
201013, 2015 18 ar 20181 8] ATolA+ EF BEAH o] At
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1.2 2Ehilolal 2 WAl - Zebe o

1 #5718 3 37

ZEPE N[ & of=3)
DOAE™ ZEpYHtol B 2Al | @3]AH gkl of) 2~ ()
(AFE-2 A )]
oF% Gl A ZEbgnol 2| (ol 25 AL
WI79-2WC3 Ajuld, MlZF: Vero) 2.2X10° TUC)/
oF% G2 A ZERnol e (ol 25 AL
@FAgHny | SC2-EWCS A, A Vero) 28X10° 1U°1d
Q3171 2007.06.22. Do | S G3 AMY Zepelole (o)) 2 AL
(=) | wirs-awes A g, AEZF: Vero) 2.2X10° U4
OF% G4 A el (o2 25 AL
BrB-2WC3 Aul<g, M Vero) 2.0X10° TU®)%
ok PIA[S] Al 2EMgulolE|2(olg) 27 Al
WI79-2WC3 Ajull g, AEF Vero) 2.3X10° TU°] A}
O WEEE Sk FHO & S e E3US we v|sAe] Bgh AR
®F5 T3 | ol A Gl, G2, G3, G4, GIPIA[8] EHF Eehulole] 2ol & AAA ot
@=-2] ] ]
/K]—i g | 17 00,0203 F7F ¥ 06.06.27. A7t T

3. 7tuAsE
D72 U A (34 AU 2 kA AR
@pivotal I | non-pivotal
AR 4% AF 65127 Bt
DAL

jorz | EEFEIY 20 mL : $12F 20 mL

o}

B Eo]upy ‘

g o1 | 89 A 709 244, 38 BT R
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©AFTIA

A E

2 7(P006, PO07, PO0Y) 91(013-00)
Al AT Ak AW Al ook

LA A 6,161 5,598 115 63

HA A 213" 186 94 52

>
r

o
TUMAR| HAUM Zuts AR (P006)S 3R F0{ = 14U HHME MF T AR AA Zotolo,
MM ZI= PO06, PO07 X PO09 AlRCHAAL Z2IHE Fefet AREM Wl HE = 422 ofufoll 2Bt of &
t

- B7PE

ZEpjole) 2 Bold W% Iga%t W4 F3 B4 G, G2, G3, G4, PIA[S])
717k Fof Mol Hla) 36} 0|4 Z7He AAch el Mg

. B2 JlmAY AT 9F WA FEY QN F Ad9y A

(PO06)E Bl

o] WAl HFAlA e EH FEEMIo|H 2 [gA W =ollA] F3iE A
FEA AN T HILAd FAaHPooe) et vlwstd 7= AT

Sl AT EAlA o] WiAlE 33] Foigh PIAIE AFolA, 32 Fof 14d &
FZEHPO| 2 IgA G777 B Mol vls| 3u) o] F7keE AP uldAte
YEE2 AFYATANAME 947% U vl ekl = 135%™, 32
Eo] 149 & ¥AF3A Gl, G2, G3, G4, P1A[8] 9717 Fo Ao uls
3u) o SIS AU EAY] WMEES AT NA = 36.2%~ 71.3%<1H]
Hl3l ekl M 1.9%~7.7% AT,

ol=ollA FaE AAYGAHP06)NA 32k Fof 149 & FRERato]H 2~
IgA 7P Fof Aol wlsl] 3u) o] F7igk AP dAte] MEES AY
WAl A 952% Ao, EAHFsA Gl, G2, G3, G4, P1A[8] &7t %49
Aol wla] 3u] o] Tt AlFUEAY] WEES AFWATA 22.1%~

76.0% S YEMI AT

< E. 3% F0i = 142 AlFoll So0|H 2H |gAet E@F B3t A G1, G2, G3, G4,

P1A[8]el 77t Fof Hofl vls 38 O|a SIteh AU &AL = & HIE(%) >

2| =l AXL = (PO06) &H=21(013-00)
Rotateq® Rotateq® Placebo
st-Z EHHIO[B{ A |gA 189 94 52
i N 180 (95.2%) 89 (94.7%) 7 (13.5%)
3AF F0f 7 14
(91.2%-97.8%) (88.0%-98.3%) | (5.6%—25.8%)
EHEstetA Gl 208 94 52
_ 158 (76.0%) 67 (71.3%) 2 (3.8%)
3xF F0 = 14¢
(69.6%-81.6%) (61.0%-80.1%) | (0.5%-13.2%)
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2| = AHXIE (P0O06) gH=221(013-00)
Rotateq® Rotateq® Placebo
207 94 52
71 (34.3%) 34 (36.2%) 1 (1.9%)
(27.9%-41.2%) (26.5%-46.7%) | (0.0%-10.3%)
213 94 52
47 (22.1%) 42 (44.7%) 1 (1.9%)
(16.7%—-28.2%) (34.4%-55.3%) | (0.0%-10.3%)
207 94 52
112 (54.1%) 62 (66.0%) 4 (7.7%)
(47.1%—61.0%) (55.5%-75.4%) | (2.1%-18.5%)
203 94 52
109 (53.7%) 65 (69.1%) 3 (5.8%)
(46.6%—60.7%) (568.8%-78.3%) | (1.2%-15.9%)

013-00)$} 92U AAE(P006, PO07, PO09)E ML

QI ZOAIR}R gt=el (013-00)
(Protocols 006, 007, 009)
Rotateq® Placebo Rotateq® Placebo
(N = 6161) (N = 5598) (N =115) (N = 63)
n (%) n (%) n (%) n (%)
A +t| 6138 5573 115 63
5 6130 5560 114 63
5 8 13 1 0
!
843  (13.8) 745  (13.4) 5 (4.4) 0 (0.0)
17 5287  (86.2) | 4815  (86.6) | 110 (96.5) 63 (100.0)
L 2883  (47.0) | 2548  (45.8) 81 (71.1) 43 (68.3)
=z 183 (3.0) 204 (3.7) 6 (5.3) 7 (11.1)
=3t 16 (0.3) 23 (0.4) 1 (0.9) 0 (0.0)
2 (0.0) 2 (0.0) 0 (0.0) 0 (0.0)
45 (0.7) 42 (0.8) 0 (0.0) 0 (0.0)
Al 2H 25 (0.4) 21 (0.4) 0 (0.0) 0 (0.0)
Sthst 14 (0.2) 17 (0.3) 0 (0.0) 0 (0.0)
S st 4 (0.1) 4 (0.1) 0 (0.0) 0 (0.0)
T Protocol 0062 0090 Algets 8 Foigh2 A AA= XM elstS. Protocol 0070A ZEEIS 43|
F0{ 22 AlEM .
tsdol UAAHL AEts| ol UL HES| Z2H0| U= W22 HCHE O abAL|
A S8 2AR AMBIGS
Fn = YB3 AIEUMR 5=
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- ZeEgle] U laPdARe A%

- AR o7 A7 =9l

C REEAATE okEsh Zepulole MK AM)e] FHEE 5714

AaAE ZEpgntolg2olw, Al Zeplo|E 2~ ffe] 9ut A chilzz)
A Zeptolg 2 o] FARthEo] AujdH 4719 Aid EEputol# G,
G2, G3, G4), 83l A ZEeptold 2 fEe Fadway) A4 Zepdtolg
frefe] od A= Thiizo] AujddE AuE Zeplol 2 pap)E T3
ZEH Y wlo] ZepplolH AR S HAAAS At Pt WY
71 dEAA] @kt o] wWizle] Auto|g 2Tt AAde|A] EA|ste] AYUdS
=3

6ol Al 12579 1Ag YFols tde =
o] WAS 33 AA HF 5—046‘}051% Uﬂ FAF kS HIsE 2k
v, ol H, ek, gyl dGAIFo R S8 QT

gl ARl o MAE 33 Bl A, AT gehol ¢l

Eol7 1gA 2 EAHY Gl, G2, G3, G4, P1AR]ol ek A Z3aA)] wks
WAl Bl g fjokrat Hlwdk A, BAHORE fofdk Aol L}E}M#
A F by =3k Sk

’ O — pi =
B2 Grte] 3u) o) IR At A BlEd Sl AR BF

¥ Hl&o] frAFT

Al Fotol] Fojel ZeE L 9)=<le)] Fojd A9}
AR =] AR ekl S BT 7E, AAL BAL = GofolA]
0 =4 BuEdoy, 1 NxE fokFolr Rud A=l fASIITH

- ZEFE o] o ¢ Qe Il TR mi =2 HlEE0-0%)e 2

ke gstEAbAse} SIFelY ARy WA 244 v Bk A9, 29
AN THYIN Y ASHE FFstel 1es) 2 ), Zerlole] Qbay
9 WY S TP RAR} vlmste] WA 2le] 9@ Holrh
e me AFYAARS Gd, FEA 2 NENY Ads IRl
slatol Fsd Ao o

N

(BS 371 44 94 AZT dsbgael Quu sl B Aol Ase. Fa,
23839 A4 4PRE Aol B4

el 999 v ) 949 Bre vind A 939 P}
ol

Uehe A o] d=d, A9E
el Ho] oue & 9= AHY ,
G8AY (O )2 FTHANE dHHOZ ull-9- =2 B 80~90%) = A8t AT

23, -9 I8t (24 dubgEe] AAZET B, AWaEA 2023)

7v =9

- 4] GIP[8], G2P[4], G3P[8], GAPI8], GOPIS 19l 571 @3 ¥o| A A Zeptolg 2 7+de
°F 90% 5 A8, 1 5 GIP[8]°] 7Fd &3ttt ey} ofrfote} ofazgfrto A+ {Falshe
A o] o bt FAlo E 7EA] HFo] FIE ity 22 A Holgtal strgt=
A71e wet fsks @A4go] tE 4 k. 54 @4 A 4% A== ATAVE

it




W =y

HAAs o8 FAY 4t fith

- Syl Eepatolel 2] EHY e Y B¥v AESHOE WslEo] gty g4
ATHSFZHAPE(ELISA) S Al3)g 1987~1989\d0ll= Gl A Ho] 45%= 7P Wk,
1998~1999 = G4 A 58%, Gl EAHE 24%, G2 AHF 13%2] =olUTh =l ZE}
Hlol# 2 wiAle]l =IE7] HZQl 20051 4¥€HE 20079 3€7FA] AldEE AFAE
G1P[8]7} 36% = 7} &3t G3P[8] 16%, G4P[6] 8.9%, GIP[6] 82% <=o.& HAZFJTh

- ZEpbolE 2~ Wale] EEI ™ AZIQ1 2007~2009 e AlE ATelAE GIP[8]7F
33.8%, GIP[8] 30.9%, G3P[8] 122%%] <o 2 HA=Ho] AT A7 AHol| w zo]7}
AR

- FEdetel] Zeputolei 2 WAle]l BRI 5ol Ad AZIl 20121 10€7H 20139 9€
T FRAE Y] #stE R1sty] YslA 54 PRk 34 HAREoE Jdd FAE o
o2 AP ATNA GIPBJol 36 (41.9%)E 7P EatHaL, TS G2P[4] 1281(14.0%)
G3P[8]7F 62(7.0%) e ol Atk 7 HZY A% Hi=, 2008 d 1€5-E 2020 8€7HA|
FollA A W JAdt AAF S ol HAE AT BA =9 o]d A7lell=
GIP[8](40.3%) ©] 7 &3 3L G2P[4](18.0%), G3P[8](17.3%), GIP[8](9.0%) &°] 1 HAE
ol WAl =91 o] Foll= G8P[8](44.2%)°] MEo] A3t Ao, WA =9 A
3l HEH9 GIP8](5.1%), G2P[4](17.7%), G3P[8](6.2%), GIP[8](15.2%) ol F=3]

A=Ak

=
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2. 22L& old =& €YY FF - wolH2F =Y EE F7}

o=
2.1 AF-FFrtolgix WA - A9z B EA LA
1 #5718 3 37
ool S e
S Hkel #2297}
A =] [ T o = 5] AL S ol of| AT (3
VAR (6,11,16,18,31,33,45,52,58 QsiA = RA=H()
&)1 (54 A 2 )]
1 ZZHEAFA(0.5mL) F,
AfFErtelE 2~ 68 L1 DA (FHAAZY,
< Saccharomyces cerevisiae, W E]: pGAL110
ardEE) 30 rlo| AR
AfFFrtelel 2 118 L1 @ d(FHA4 =,
<3 Saccharomyces cerevisiae, #E: pGAL110
FREEWE) 40 o] =T
AfFFrtelE 2~ 168 L1 DA (FHAA=Y,
< Saccharomyces cerevisiae, ®E|: pGAL110
ERIHEHE) 60 vhol2= 1Y
AfrFFutel2l 2 188 L1 oA (A=,
<3 Saccharomyces cerevisiae, #E: pGAL110
; ERAEHE) 40 vlol2E2 1
Z2]H = = = 3
37k 2016.01.25. GF LT Apsrens a3 U BRddALAZY,
(3-) | & Saccharomyces cerevisiae, ¥E: pGAL110
ERUEE) 30 nlo] =19
AFFErtelel 2 339 L1 @i d(FdxA=,
<3 Saccharomyces cerevisiae, #E: pGAL110
) 20 vlo|AZ 1
AfFEutold 2~ 458 L1 DA (FAAA =Y,
< Saccharomyces cerevisiae, W E|: pGAL110
ERUEE) 20 vlo] =19
AFFFutelgix 528 L1 @ A(FAAA =T,
<3 Saccharomyces cerevisiae, ®E: pGAL110
arddEE) 20 vlolAZ 1
AfFFrtel# 2~ 588 L1 Sl A (FHAA=T,
<5 Saccharomyces cerevisiae, W E|: pGAL110
AR E) 20 rlo| AR
©3% Ao =R T o] S0l ZeBEA YA
1. ofo} 81 o4
T 9~454] ofo} D AAollA I-F-FFHte] 2] 2x(Human Papillomavirus)©ll 2|
_ _ S Yo o g}
g wap | HE A A _
- AFFEuelE 2 16, 18, 31, 33, 45, 52 % 58F el ¥ AFATY, AR,
Quﬁ FE
 qlgrEnlola s 6 1180 <3 4] AR R EY 2o
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—lrl —{ﬂ
N

HPV) 6, 11, 16, 18, 31, 33, 45, 52 % 588 o] g+ =<3
o)&gd el ok

%(Adenocarcinoma in situ, AIS)
E%(Cervical intraepithelial neoplasia, CIN) 17], 27] % 37]
F%(Vulvar intraepithelial neoplasia, VIN) 27] % 37]
S %(Vaginal intraepithelial neoplasia, VaIN) 27] % 37]
T %(Anal intraepithelial neoplasia, AIN) 17], 27] 4 37]

-7 Hko] 2] 2x(Human Papillomavirus)ol 2]k

ﬂkﬂﬂ% 16, 18, 31, 33, 45, 52 % 583l o3 FEY
Fulol# 2 6, 118 2g 47 Al (A

AT FHkol

gag )

2~(HPV) 6, 11, 16, 18, 31, 33, 45, 52, 58l 2|3 t}2-2] A

A = ol WY ok
- F AU T (Anal intraepithelial neoplasia, AIN) 17], 271 ¥ 37]
D=2l ]
Abg g | P 141210, 37) A9 1150610, 317F 5

2 TR Y FE B AEAR 23

O B5 | g2e oby wE= WYY gFulolHaF B9 wE FU)
QA= 81 | A AR O 7teAd O 7IuAs A4
3. 7laA =
O O=7F QAR (/3% FEA, B9l 2 B YAAIE)
@pivotal - | pivotal
DA 5FE 92 HF o)l Y= A% 164264 34
DWINEE | o] WAI(ZFcHEY; WHPV) 05mL : ThZ WAI(7FCH; qHPY) 05mL
‘o/]g}:% * OvHPV vaccine: 9-valent human papillomavirus vaccine, gHPV vaccine: Quadrivalent Human Papillomavirus vaccine
OFAY .
T;% Az |02 1Y F 33, 2% Fof
V503-001 (=71 A4 434 E)
T8 ) g3l
AR NI oY) | HERT (HPY) | AREREE ovHPy) | ZRT (qHPY)
BEANE LA A 7,071 7,078 152 150
k=R 4,792 4,750 114 104
Ha8A 6,016 6,017 126 115
* "ot Jts AIEHARL 7|&
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- 9% BrhaS

- o] "WAlvHPY ®Wal)o] 7}THA (qHPY w3} Blwste] HPV 31/33/45/52/58%
B AFAR, 9 eR, A AW WS ga7E AE WIHPPE I

» Al2ZE AUl 52 271 2 37((CIN 2/3), RAZ2ZE Atmluf MeHAIS), 225 Atmuy
T 27| 2 37|(VIN 2/3), & ML B2 27| & 37|(VaN 2/3)

- AY A3

- V5030010014 g9l AlEtAbAF 2419 Fo| A HPV 31/33/45/52/58% &3
A7, A5, A A3 FEle RuER Ggheh AA 23 TH12,0339)0
Ae F 10679 HPV 31/33/45/52/58% J&% Z}%%‘Pr, o5, 4 3
SHU7F RaEom, o] F 10370] 7 (gHPY W2l)S Fodk o Zol|A]
uhsitt.

o]z} H7HAS
- o] WA GvHPY W4

3.40) 0]
od AL Ade 1

[
P~
>,
N
rir
N
it
OSL‘L
N
XN
o
’,%
E
i)
=

- AN A%

- V503-00191 4 321 AJAthAAl 2369 FollA 9742 HPV 31/33/45/52/58%
HE A& 29 FA7F RaElon, BF gz vsith dx 2y
(11,89278)0ll A= & 84571 HPV 31/33/45/52/5835 o 254 44 st
BaEglom, o] F 810710 7 (gHPY #a)S Fog thETolA Usith

- 7
- 33} T 545 Al HPV 6/11/16/18/31/33/45/52/58% Z+ztoll tidk €4
¥d "k E(PPI A

- A A

- V503-0019] dat B oz} FAEA 7P thg AE Al F3E EA0A 33}
o] & 43 Ao HPV 6/11/16/18/31/33/45/52/58% Ztz}tol tigk &3
A HESEL Tl Al A AR 2l AT gk}l
NG 4 G wHEEC tig 95%Cl F8A7F AA APk
3 95%Cl FAA o i TE5= Ak

E. 3% F0oi = 43 A[F™ol HPV 6/11/16/18/31/33/45/52/58%0ll CHE EH
o HSE(%) >
HA (9vHPV) eF=21(9vHPV)
Anti-HPV 6
Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.8%)
Month 07 99.8% (99.6%-99.9%) 97.9% (92.5%-99.7%)
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HA (9vHPV) eF=21(9vHPV)

Anti-HPV 11

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.8%)

Month 07 100% (99.9%-100%) 100% (96.2%-100%)
Anti-HPV 16

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.5%)

Month 07 100% (99.9%-100%) 100% (96.5%-100%)
Anti-HPV 18

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.3%)

Month 07 99.8% (99.7%-99.9%) 99.1% (95.0%—-100%)
Anti-HPV 31

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.2%)

Month 07 99.8% (99.6%-99.9%) 99.1% (95.2%—-100%)
Anti-HPV 33

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.2%)

Month 07 99.7% (99.5%-99.9%) 100% (96.8%-100%)
Anti-HPV 45

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.2%)

Month 07 99.6% (99.4%-99.8%) 99.1% (95.2%—-100%)
Anti-HPV 52

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.6%)

Month 07 99.8% (99.6%-99.9%) 100% (96.4%-100%)
Anti-HPV 58

Day 1 0.0% (0.0%-0.1%) 0.0% (0.0%-3.5%)

Month 07

99.8% (99.6%-99.9%

100% (96.5%—100%)

» ™ M U2 E: HPV type 6, 11, 16, 18, 31, 33, 45, 52, 58 2tztol| thsl cLIAZ =Xet g-HPV E& &7}

> 30, 16, 20, 24, 10, 8, 8, 8, 8 mMU/mLe! AIHCfAX} H|E

: %7]'1_"}[::

- 32k B B 43 Aol HPV 6/11/16/18/31/33/45/52/58% Z+ztoll gk
&-HPV cLIA GMT Huk-g

- A A

- V503-001911 41 32+ Fof % 45 AlFo] HPV 6/11/16/18/31/33/45/52/58%8
ZyZko| gk -HPV cLIA GMT+= =9 Alguidztel A Ald gt
el AR =9l Ao dRke] GMTOl tigk 95%Cl FAX|7F A
AFgAte] g 95%Cl FH A9 tE-E SEE AT
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< . 3% F04 = 4F A[Fol|l HPV 6/11/16/18/31/33/45/52/58&ol| CHEt &-HPV

cLIA GMT >
HA (9vHPV) gh=2l(9vHPV)
Anti-HPV 6
Month 07 893.1 (871.7, 915.1) 820.1 (684.3, 982.8)
Anti-HPV 11
Month 07 666.3 (649.6, 683.4) 613.0 (518.3, 724.9)
Anti-HPV 16
Month 07 3,131.1 (3,057.1, 3,206.9) | 2,641.6 (2,323.2, 3,003.7)
Anti-HPV 18
Month 07 804.6 (782.7, 827.1) 634.9 (531.0, 759.1)
Anti-HPV 31
Month 07 658.4 (636.7, 680.9) 553.9 (455.4, 673.8)
Anti-HPV 33
Month 07 415.9 (405.6, 426.4) 337.2 (297.1, 382.6)
Anti-HPV 45
Month 07 252.8 (246.2, 259.6) 213.8 (183.0, 249.6)
Anti-HPV 52
Month 07 379.7 (371.6, 388.0) 310.5 (262.0, 368.0)
Anti-HPV 58
Month 07 482.5 (469.9, 495.3) 420.1 (361.3, 488.5)
- BI7PAST
- A Rl 3 1-15Y 59 BT AR, A AR 7IRE B)E Bard AEs &
AY Az
< . A R0 T H1~152 Sote| o atAtE >
o2 A HA (9vHPV) gt=el(9vHPV)
N =7,071 N =152
Subjects in population with follow—up
with one or more AEs 6,640  (93.9%) 137 (90.1%)
injection—site 6,423  (90.8%) 133 (87.5%)
non-injection-site 3,948  (55.8%) 70 (46.1%)
with no AEs 431 (6.1%) 15 (9.9%)
with vaccine-related AEs 6,519  (92.2%) 134 (88.2%)
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M (9vHPV) eF=2l(9vHPV)
N =7,071 N =152

injection—-site 6,422 (90.8%) 133 (87.5%)
non-—injection—site 2,086 (29.5%) 19 (12.5%)
with SAEs 25 (0.4%) 1 (0.7%)
with Serious vaccine-related AEs 2 (0.0%) 0 (0.0%)
who died 1 (0.0%) 0 (0.0%)
discontinued due to an AE 7 (0.1%) 0 (0.0%)
discontinued due to a

_ 5 (0.1%) 0 (0.0%)
vaccine—related AE
discontinued due to a SAE 2 (0.0%) 0 (0.0%)
discontinued due to a Serious

, 1 (0.0%) 0 (0.0%)
vaccine-related AEs

- 71hA9E [oleElo] 2 297H6,11,1618,31,33,45,52,58 8) Ml (A 2 3H = 9714
Af-FErtol el 2MHPY) 38 H FARSHAl A% (virus-like particles, VLPs) T8
WA BHAL)ES R AT BAOIT. L1 Bde vholz e
DNAS #al 94 Rovue, AZs 2942 & it o wae
ttd ol 28" 4712 HPV 36, 11, 16 2 183)3 HEo], Frlz oz
57}A] HPV 3831, 33, 45, 52 2 58&)cll tigk L1 @i zo| FAikstd£rE
ARG F2H At WAl HPV #8 #d A4+, 2aH,
A AGLS drshe 8 B 712 dEAA Gdth o] Wil ofs)
T A By vhgo] ddEE o7 Heln.

o] Malo] Sl AR VB03-001-2 16~264] S8 tiFoE o] il
(vHPV) 2| ‘n‘Eé A, 3 dde qHPV 9Ale tixofe s AL
skl Ml gk F2uA, oleie7Hd pivotal A FOIRATE o AR £

oIAE V5030010 ZAE Fmel AFuidAtel tis) ovHPY Wale] fa4,
HoAdA 9 AANE WA 2R v|wste] Hrlsigoh =2l Ol'ﬂ‘l’rfoﬂ/‘ﬂ
Eo)3t ;g_xé HoYy Tl obdA A= 7R R gt

= V2NN S I MY
AGAF e dAF oz FEA Ml tigk Al Al FHE F84 H)
HPV 31/33/45/52/58F #& A&A 744 Sa)olA =<l Ak AA 2o
o] gzl FHrt o Bol RuHATHE =L A¥T: 07, =T 97,
A 2H1h AET 357, tlET 81071).

A HJ71E Yste] ovHPV WAl FEo Al §53H 3-HPV cLIA GMT ¥
g7 dA wEES gHPV WA §of A F=8 -HPV LIA GMT % €%
G REEET Hln Ao, o] AR gl Foel4 9vHPV B_wa
AA BRG] A A vls=g 5 1Y Bk sk Ae0E <l
HAh o] wiale] ¥ oA WM-SEL =9l FTolA 97.9%~100%. HA
R A 99.6%~100% R M, HPV '63% Aelg WMAle x3E FAHY
ZyZvo| gk cLIA GMTY] e 3¢l HehoA 2138 ~ 8201 mMU/mL,

L J

—

2
18
o
OIL
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ZA BG4 2528 ~ 8931 mMU/mLe|tk HPV 1689l tgk cLIA GMT+=
F=12l Aol A 2,641.6 mMU/mL, AA 24 31311 mMU/mLo] 2Tk

- R IS Hste] Wial Rol & 159U B 7|E FARS] o)Al 2
A4l oAb, 12la 59 Bt 71E% Al HlwErt stlen, o A
Sl HdellA] BEE oAbl ZEAY-L HA 3Tl HEHE T
T2 FARSHAT

- o] WAe] pivotal YA V503-001 Tl A F=R9l Heky} A mxicho
&t AR HlaelA F834, A9 2 kA Ade fAskE e, o=
WA AR F=mRloe oihe 7hsd 2oz Atdn

(F5 87 AA B AIER AegREe R st & AFA TIAsE. FalE,
Aa A HA RS ARl F345)

S
12
_L?‘_'.
2
|\
rg

- g HPV 9 39 A3 Byxo] mEW ghee] A 94 Q1T F oF 153%7F
A F A= AFOlE AT HPV el AeH, 353 A5 74
705%7F HPV 168 E 18% w&<l Ao =2 JA =AU 1637 188 Thalo s
A 73 Hedol| E3F HPV #3-& 33, 58, 35, 31, 52, 68, 45FolthF+HE WHxko).
FARGE, gl 4 JedAe 15T AsAF3a ¥ 287 59t
oA HPV 583 HI5o] #Fo8tA =tk 54| AT

- AAAA RS AT 16, 18, 458 ] 7 &I HPV F¥olH, 1
o2 &3 HPV 32 33, 58, 31, 523 ©|th

23, -9 I8t (24 dubgEe] AAZET B, AWaEA 2023)

7L 13U A5 A E
- AFARGS AA Yyt qAoA BAEE O F 1295 AAEH oY, HT 109
W7 A Eo] FE 7ASHE ATFS Holu gtk 19999 109HE 7 18.6 oA 20184
o= 1094 o 105HOE L&A

2 ZAFAE Holu orm 200797AE AFHA

46%% Zrasttrt 1 o3 RE 22%E TAZo] BT 18y ARG %3}
o} ==
=]

HA e AIGDA] ATAFE LIRSS HT 10358 353 U8t A AR
ZAasty g & = gl 20189 F8 ¢
Z45-oko] 15344 AH oA AL

L. 7]el HPV #dA3 Wy E
1) R385 Aot

- AE AR AdHy WA AWtE o g Zylets Ao oo Bkl A RSk

[e]

ARrd IHE EHdAME AT
of ofo] Al WA= wo] AT

2

A8t 83 o2 &4 Ft
2) 271 Ak

- AA7] A E AKET vlolE 2 FOAE HPV 6, 113 o] Atk A27] AbukA g
90% ©]’FolA HPV 6, 110] TAHT.

T} HPV 24 9 E

- BE Ag7Ro] HPV el 23k Aol7|=
ofuth HPV Zd- dfg- &slH, tiFfiE &




o] A&HE A, AGBHEE AA ASATEeR BHD o] ATk HPV 2 ellA]
S 7A ATAFYeE IPst=d A= 100d o] AZde] Aele Aoz

ool 717 = o] 2020d HPV 24 4
WS 2020 AEH AAE mE™E 202008 HPV 249 F 4

10,9453 02 FA A= 1179 (1.1%), Ao+ 10,82878(98.9%)¢] Hi=om, A
20~40th7} 66.8%, 60T ©]4to] 151% 2 H L% ST}

- 20213 ICO/IARC HPV information centre®llA] &= oJAde] HPV A& RS AEES
25 et 243 Ad, 0.7~702%7HA ThFst e 254 olske] HPV THE&°] 286%=
P =or g2 AFdelE 10~12% Ae2 HuET)

2) A7 Eded HPV &2

-y Tol vl 18815 A9 AAARN ARE nig oz BN Ky wmEw A
HPV &2 278%%, 19T HPV ZHEELS 222%, AP HPV ZHEES 114%
Fow 714 w@ol AEH HPV 8- HPV 52(3.2%), 58(2.7%), 16(2.0%), 56(1.9%), 51(1.8%)
o]t} dE¥E HPV ZEE-L 304 olslollA 361%E 7FF &9kl 30~3941% 262%, 40~49A41=
27.6%, 50~59X1= 26.7% 3.2 60~6941= 294%, 704 o)delA 305% = T FThE S
Bk =23 FgAg G FoAe] HPV e 21.9% (28, 16.3%), ASCUS/AGUS
N = 504%(LA T, 44.7%), LSILAAE 89.9% (A FT, 80.3%), ASC-HolA= 93.4%
(AT, 921%), HSILAN M= 98.9% (LA T T, 98.9%)% EFSIT

- o] Fo] 1995~2007'd74A) S-ElviEt HPV ZHES Bud 18719 d7da13saeE)e 3
ste] HlERRAS 3 Ay, FA ARl 9] HPV ZAHEES 204%, 19187 HPV ZFHES
16.7% A3 AFg7d 5 A AEI(ASCUS, CIN 1) Aol o] HPV ZAEES 632%, LAPT
HPV ZFH&2S 563% Atk %3 CIN 2/3 == CIS $kAbo|Ae] HPV &2 85.6%,
AT HPV &2 83.7% L A 7d 74 SAtol| 4] HPV ZEE2 883%, 1L d
HPV ZHn]&L 846%% Aoz FRIFT AgAE Add L A5 5ol HPV

T3 ZAE9ES BH HPV 160 Elue} A7 Fdsol A 71 Sdstgl o, HPV 16,
18] AA| Az7dHel 65.1%E AAskAAL 5709 F2 1T HPV(16, 18, 58, 33, 52)
So] Ag7ARete] 808% = A& Th

- 2021d ICO/IARC HPV information centrel|A #4%t 250 olstA -yt A
Ag 7ol HPV 16/18 AEES 63%, Aew Ao 85 WA= 382%, iew AsdF
WA= 6.7%, Ad4FLANAAE 68.0%=2 UERg O, A 4Ag7 T4 HPV 16°] 71
St on 11 thy o & HPV 58/52/18/56/35/51/39/33/59 <=0] At

3) HPV A4 FHE

@A B FAY HPV AEEs FAHAY F e HAHES 2ARE dFE9A HPV
HAAHFHES 15~20%2 Ao = Vet 20099 -gjube}l 9-594] duled A 1,094 S that
°Z ZARF HPV 16 T+ 189 AHFHELS 87%F Ul OH, 25~294] A& 7ol A]
134%% 718 =3%a1, 30t o] % 7.6%=E FolA|tirt 40tholl A 109% = THA st HAade
HH o HPV 163 HPV 189 EHAHES 27 74%S} 27% 2 BRI E ST

o|N
e
X
f
o
N
>
)
o
N [o
f
>
Tl
=

4
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2.2 HEFw A - 2| }13F

1. FE778

2 ST

DA =8

Z W3 (T

ALU(CRM197) | D314+ A=rs}o) 21A °K(F)
ol o 3l /\])

357

1Z B EA A (0.5mL) <,
AAHHE T ES AT =(EAHE 1, 3, 4, 5, 64,
6B, 7F, 9V, 14, 18C, 19A, 19F, 23F) - t]=H|2]o}
@z 5 | CRM197 S AHGA  (FF S pneunoniae
2010.03.19 oy | Strains(BHF 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C,

(+73) 19A, 19F, 23F), C dphtheriae C7(3197) strain),
(WE]: pPX3520) 62.8 ug
(8H% 13456A7F9V,1418C19A19F,23F 21224
+8 4 36B 441¢+CRM197TH 232

Agkst MY 25

(ot
ol
i
©
E
ofy
2
i
4
12
4
of,
ot
[
k)
e

!
>

W
N

1 A% 65 ol 3HE B7A 71A9] Yo, ofgle] B i
1) A% 6% ol 3HE TH7A 749 Fol, ojzlo] B Fandel 4

HBATHEHE 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F) 2.2
Jete] 7= AFA A& o

2) A% 67 ol dHE WTA 74A 2] go}, ofdlo] Bl HAdo A
HBATHEHE 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F) 2.2
A3t 7= 54 Fold o
o, 843 1, 3, 5 6A, 7F, 19A°) o3 FA4 Folgd uigk 84 A5
o] &7FsdtA Ft.

3) AF 65 ol &HE TH7A 74A ] Fol, ojdo] g HadelA
HBATHEHE 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F) 0.2
Aate] 7= HH o

2. 184 ©]4<] *éo

1) 184 ol’del A W HATHEAD 1, 3, 4,
19A, 19F, 23F) 2 st A7l HEY

2) 184 o]/de] A l A ﬂl%%&(@%fﬂ
19A, 19F, 23F) 2 A3t A7 3,

ol o] efo = <l %E% AHEHg-of 7] %3 Aol

o M=

5, 6A, 6B, 7F, 9V, 14, 18C,

Olo
>~

[¢]

@=- <)
A g | T

9 2009.12. 37}, W= 2010.02. 37}
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2 ATAE B 4E B AEAR 27

DU 5 | Azg ofy == d9Pe] dF-npoleaF Y EE 37}

o el | O staAs Wl O 7haAs @A
3. 7R R
O7TE TU YAAIE (24 A 2 A LAAIE)

@pivotal 1% | non-pivotal

@AAIA | AR W HE olge) gl A4 AF 2L 428~98Y) Fot

@Y INEE
ojoE o] WAl 137} Tk 05mL : THERWA (e, w7 771 valzgaa) 05mlL
@qumm _ _ ~ )
o 7‘};{ AT 2, 4, 6NL1x 33) 2 AF 121L G 138), F 43 28 Fo
i Pivotal (6096A1-004) =2l (6096A1-010-KP)
N Agaa AgHa CES R
A
e || E8A 332 88 89
A4 252 85 88
MM JImAMdYEAIZol= C2 ofAlof H|0|E{[6096A1-3004-TW (CHEZH 2 6096A1-3003-JA (2&)]2te| H|LEAMO|
Za=S
Ohig-i: A/l
Uzt HrhHs
- Fob 7123EE3) 1Y = HETH 1gG FA 5 > 035ug/mlE 28T
Al AR HlE
- A A
guaay | 708 FF EAY A4l diste, FoF 712AF F Ul IgG = =
e 035ug/mbE AT AFNGAS] vl F WAl o BEoA HA 97.6%

Rk

AR

- HE T 137 WAl F71E 67lle] Ao disiAE 6A(ZRAHE
6A°] 7-F- BHlE&E 97.6% A E AT ZE 43
1Rl IeG &% > 035pg/mlE S AlgdddAte] Hlgo

e A
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< FE.3R(TIE) Fol = 1702 Aol HEF A 196G M ST = 0.3549/me!

AT &AL 5

al
=<

H|E(%) (95%Cl) >

?_[_

=21(6096A1-010-KP)

Serotype Zp|HLH3 =2 LH(77F) H| € X}o|

4 83 85 —

Xt £ = 83 (100.0%) 85 (100.0%) 0.0

174 € (95.7%-100.0%) | (95.8%-100.0%) (4.4, 4.4)

6B 83 85

Xt £ = 82 (98.8%) 85 (100.0%) -1.2

174 € (93.5%-100.0%) | (95.8%—100.0%) (-6.5, 3.2)

9V 83 85 -

Xt £ = 83 (100.0%) 85 (100.0%) 0.0
e 174 € (95.7%-100.0%) | (95.8%-100.0%) (4.4, 4.4)
e° 14 83 84 -
[ Xt £ = 83 (100.0%) 84 (100.0%) 0.0
=Rsk= o

174 € (95.7%-100.0%) | (95.7%-100.0%) (4.4, 4.5)

18C 83 85 -

Xt £ = 83 (100.0%) 85 (100.0%) 0.0

171 & (95.7%-100.0%) | (95.8%-100.0%) (4.4, 4.4)

19F 83 85 —

3k Fof & 81 (97.6%) 84 (98.8%) -1.2

174 & (91.6%-99.7%) | (93.6%—100.0%) (-7.3, 4.2)

23F 83 85 —

Xt £ = 82 (98.8%) 84 (98.8%) -0.0

174 &l (93.5%-100.0%) | (93.6%-100.0%) (-5.5, 5.3)

1 83 85 -

3x Fo{ & 83 (100.0%) 2 (2.4%) 97.6

174 & (95.7%-100.0%) (0.3%-8.2%) (91.8, 99.7)

3 83 85 —

3% Fof & 83 (100.0%) 2 (2.4%) 97.6

174 ¢ (95.7%-100.0%) (0.3%-8.2%) (91.8, 99.7)

5 83 80 -
=7} 3x Fo{ & 83 (100.0%) 46 (57.5%) 42.5
671 174 & (95.7%-100.0%) | (45.9%-68.5%) (31.5, 54.1)

6A 83 83 —
2EHY | 3z 50f = 81 (97.6%) 60 (72.3%) 25.3

174 ¢ (91.6%-97.7%) | (61.4%-81.6%) (15.2, 36.3)

7F 83 84 -

3xt Fof = 83 (100.0%) 4 (4.8%) 95.2

174 & (95.7%-100.0%) | (1.3%—11.7%) (88.3, 98.7)

19A 83 82 -

Xt £ = 83 (100.0%) 82 (100.0%) 0.0

174 ¢ (95.7%-100.0%) | (95.6%-100.0%) (4.5, 4.4)
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) %7]' L_Z'?.:
- Yo} 33] B(7124%) $ HE T 1gG GMC (ug/ml)e] HlaL (1371} 771

- AE A3
- 7MY 5 8AHE Ao gishd,
FTEE 13719 77F g Zholl o
- HET 137F @Al F7HE 6
(BHE 3)FH 744pg/nl(BHFHL) oAtk

(ot

o} 7|xHF & UL =4
2 fARHA T
Mol AP tisiAE 1.6ug/ml

IgG

2 of

N\
EH

C3RHZIE) Fod = 10 AEo HB T 19G GMC (ug/mf) (95%Cl) >

2H=21(6096A1-010-KP)
Serotype To|HLH 3 =Z2|HILH(77}) Ratio
4 83 85 —
3X F0of = 5.40 6.97 0.77
1704 (4.62, 6.30) (5.94, 8.18) (0.62, 0.97)
6B 83 85 —
3X Fof = 5.71 4.88 1.17
170 & (4.64, 7.03) (3.96, 6.01) (0.87, 1.57)
9V 83 85 —
3xt Fof ¥ 3.33 3.78 0.88
e 170 & (2.90, 3.83) (3.31, 4.33) (0.73, 1.07)
e° 14 83 84 -
774 A
I 3xt Fof ¥ 14.83 16.29 0.91
=% |y (12.38, 17.77) (13.36, 19.85) (0.70, 1.19)
18C 83 85 —
3xt Fof ¥ 4.57 4.73 0.97
170 & (3.98, 5.24) (4.09, 5.47) (0.79, 1.18)
19F 83 85 —
3xt Fof ¥ 3.88 4.20 0.92
170 & (3.18, 4.72) (3.55, 4.96) (0.71, 1.19)
23F 83 85 —
3xt Fof ¥ 4.29 411 1.04
171 & (3.56, 5.16) (3.40, 4.98) (0.80, 1.36)
1 83 85 —
3xt Fof ¥ 7.44 0.02 329.44
] 170 & (6.25, 8.85) (0.02, 0.03) (242.98, 446.67)
= 3 83 85 -
67H 3xt Fof ¥ 1.60 0.04 40.79
@y (14 (1.35, 1.89) (0.03, 0.05) (30.27, 54.97)
5 83 80 —
3X Fof = 5.06 0.39 13.12
170 & (4.37, 5.85) (0.30, 0.49) (9.92, 17.34)
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H=221(6096A1-010-KP)
Serotype z2|HLH3 =z (L7271 Ratio
6A 83 83 -
3X Fof = 5.73 0.64 9.01
170 & (4.64, 7.07) (0.49, 0.82) (6.46, 12.56)
7F 83 84 -
3xt Fof ¥ 6.97 0.04 165.90
170 & (6.07, 8.00) (0.03, 0.05) (122.95, 223.85)
19A 83 82 -
3X Fof = 5.94 2.65 2.24
170 & (5.13, 6.89) (2.29, 3.06) (1.83, 2.75)

- = 7HAE ZIH609%6A1-010-KP) & 2= UGN D A IH6096A1-004)F Hl L
1. Fo} 33 BA(V12HF) F AETH G I F= > 0B/uegmE 24T
A @A) HES vl

MLl 1gG &% > 035ug/mlE 243 AlguldAte] v&2 4 3
AL e dAHF tial =l o= WUUJAE 2P ol FA
sk dAE 30 Wi 72HFT F UHEl G v% =

2% AR HeS o= HAUIGANE ZR-GANA 635%, =<
ol 4 100.0% 3tk

< E.3AHZIE) Fof = 17HE AFo HBFT 19G &M SE = 0.3549/ml2l
Al &AL 5= 5 B[E(%) (95%Cl) >

ol =l AHXILE (004) 3H=21(010)
Serotype Za|HLH3 Z2|HLH3
4 252 83
35 20f = 14 238 (94.4%) 83 (100.0%)
(90.9%-96.9%) (95.7%-100.0%)
6B 252 83
33 Sof = 174g 220 (87.3%) 82 (98.8%)
(82.5%-91.1%) (93.5%—-100.0%)
oV 252 83
sx =0 = 1749 228 (90.5%) 83 (100.0%)
(86.2%-93.8%) (95.7%-100.0%)
14 251 83
a5 =of = 1749 245 (97.6%) 83 (100.0%)
(94.9%-99.1%) (95.7%-100.0%)
18C 252 83
sx =0 = 1749 244 (96.8%) 83 (100.0%)
(93.8%-98.6%) (95.7%-100.0%)
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°| =2 &AL = (004)

g+=21(010)
Serotype oML 3 Z2|HLH3
19F 252 83
3% £=0f 5 7Y 247 (98.0%)

23F

(95.4%-99.4%)

81 (97.6%)
(91.6%-99.7%)

252

83

33t £0f ¥ 170

228 (90.5%)
(86.2%-93.8%)
252

82 (98.8%)
(93.5%-100.0%)

83

3xt £0f ¥ 170

241 (95.6%)
(92.3%-97.8%)

83 (100.0%)

249

(95.7%-100.0%)
83

33t £0f ¥ 170

158 (63.5%)
(57.1%-69.4%)

83 (100.0%)

252

(95.7%-100.0%)
83

3% 20 = 170g

6A

226 (89.7%)
(85.2%-93.1%)

83 (100.0%)
(95.7%-100.0%)

252

83

3% 20 = 170g

7F

242 (96.0%)
(92.8%-98.1%)

81 (97.6%)

252

(91.6%-97.7%)
83

3% 20 = 170g

19A

248 (98.4%)
(96.0%-99.6%)

83 (100.0%)

251

(95.7%-100.0%)
83

3% 20 = 170g

247 (98.4%)

(96.0%-99.6%)

83 (100.0%)
(95.7%-100.0%)

2. Yo} 33

(B 14) oIATH
- 712AE F e H
Al

A3 (004) Bk

Eo(7123%) ¥ HHETHE IgG GMC (ug/mt)e] ¥lx
- AT 137 DA 238 AR Aol dhatd, Yot 712AHE
F 1890l IgG GMCe] 9= ¥4 Lopg/nt (B4 3)FH ~ 14.83ug/nl

A% IgG GMCx =91(010) AEAIEANA &=
o =A #EEHYoH, o= 4
71 H9IE 049ug/ml (B F 3)FH ~ 474pg/ml (BHEF 14) oA

Z A=

A
=

U7FAIE (004) ol A

< H.3A(IIE) B = 170 AP HE A 1gG GMC (ug/ml) (95%Cl) >
2| =2l AXtLE (004) gH=21(010)
Serotype Zo|H L3 Zo[HLH3
4 252 83
3t £ = 170 ¥ 1.31 5.40
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o| =2l AHXIE (004) gH=21(010)
Serotype Z2|HILH 3 TE[HLH3
(1.19, 1.45) (4.62, 6.30)
6B 252 83
_ 2.10 5.71
3% Fof ¥ 17Hd
(1.77, 2.49) (4.64, 7.03)
Qv 252 83
_ 0.98 3.33
3x 0o = 170
(0.89, 1.08) (2.90, 3.83)
14 251 83
i 4.74 14.83
3A 0o = 170
(4.18, 5.39) (12.38, 17.77)
18C 252 83
_ 1.37 4.57
3% Fof & 17Hd
(1.24, 1.52) (3.98, 5.24)
19F 252 83
1.85 3.88
3 £ & 170 ¥
T (1.69, 2.04) (3.18, 4.72)
23F 252 83
_ 1.33 4.29
3 £ & 170 ¥
(1.17, 1.51) (3.56, 5.16)
1 252 83
_ 2.03 7.44
3x 0o = 170
(1.78, 2.32) (6.25, 8.85)
3 249 83
_ 0.49 1.60
3z 0 ¥ 174g
(0.43, 0.55) (1.35, 1.89)
5 252 83
_ 1.33 5.06
3 F0{ & 170
(1.18, 1.50) (4.37, 5.85)
6A 252 83
_ 2.19 5.73
3% Fof & 17Hd
(1.93, 2.48) (4.64, 7.07)
7F 252 83
_ 2.57 6.97
3% 0 ¥ 174g
(2.28, 2.89) (6.07, 8.00)
19A 251 83
2.07 5.94
3 F0{ & 170
T (1.87, 2.30) (5.13, 6.89)
oFA A - Bl 3 443 w4 9, AN 9, Al AHE & 2, AEs,

SAFEs
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- UG oAbl AET E UIRT BT 48%(ZH7t 47/839, 4v/84)
HuEglon, S ekEol/dnhe2 HaxA] it
< E. 3Xt Fo{ = 4 7t I BEEE2 BT A AR HIE(%) >
Vaccine Group Z2|HLH3 =277}
Local Reaction N n % N n %
Tenderness
Any 64 15 23.4 59 16 27 .1
Significant 58 0 0.0 54 1 1.9
Swelling
Any 65 18 27.7 60 14 23.3
Mild 62 13 21.0 59 13 22.0
Moderate 62 7 11.3 57 4 7.0
Severe 58 0 0.0 53 0 0.0
Redness
Any 63 19 30.2 61 16 26.2
Mild 60 12 20.0 60 15 25.0
Moderate 61 7 11.5 54 3 5.6
Severe 58 0 0.0 53 0 0.0
Any of the above 66 31 47.0 64 25 39.1

N = number of subjects reporting yes for at least 1 day or no for all days
n = number of subjects reporting the specific characteristic

Significant = present and interfered with limb movement

Mild 0.5~2.0cm; Moderate 2.5~7.0cm; Severe > 7.0cm

< E. 3% F0{ 3 42 2t A ghE S 200k AR} HE(%) >

Vaccine Group Z2(HLH3 Za(H L (77F)
Systemic Event N n % N n %
Fever

=38TC but =39TC 59 8 13.6 54 5 9.3
>39C but 40T 58 0 0.0 51 1 2.0
>40°C 58 0 0.0 51 0 0.0
Decreased appetite 61 14 23.0 57 16 28.1
Irritability 62 13 21.0 60 25 41.7
Increased sleep 61 18 29.5 57 12 211
Decreased sleep 61 10 16.4 58 17 29.3

Use of medication
to treat symptoms 58 6 10.3 54 6 111
to prevent symptoms 58 4 6.9 55 6 10.9

to treat and prevent
58 3 5.2 54 4 7.4
symptoms

to treat or prevent

58 7 12.1 55 8 14.5
symptoms

Any systemic event 65 34 52.3 64 34 53.1

N = number of subjects reporting yes for at least 1 day or no for all days
n = number of subjects reporting the event
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= ZFRA R AIH096A1-010KP) % 915 BADIAE AIH6096A1-004)E 1l
- 33 B & 3N, B D)2 dAGEAE BATA 79kt
247y 379~787%, AA 825%Fom, = mATolME 4Uzt 7zt
234~30.2%, ZA| 47.0% Ak

E 3A FO & =4 PSS H0oh ARt 8IE(%) >

Vaccine Group g|§_o:;gx}5(oo4) 3':h_1w"|(()1())
Z2|H|LH3 Z2(H|LH3

Local Reaction N n % N n %
Tenderness

Any 178 140 78.7 64 15 23.4

Significant 91 8 8.8 58 0 0.0
Swelling

Any 116 44 37.9 65 18 27.7

Mild 113 40 35.4 62 13 21.0

Moderate 91 6 6.6 62 7 11.3

Severe 87 0 0.0 58 0 0.0
Redness

Any 131 64 48.9 63 19 30.2

Mild 128 61 47.7 60 12 20.0

Moderate 91 5 5.5 61 7 11.5

Severe 87 0 0.0 58 0 0.0
Any of the above 189 156 82.5 66 31 47.0

N = number of subjects reporting yes for at least 1 day or no for all days
n = number of subjects reporting the specific characteristic

Significant = present and interfered with limb movement

Mild 0.5~2.0cm; Moderate 2.5~7.0cm; Severe > 7.0cm

0107t = 3%t F0{ T 47t 004 F= 3% Fof = 72 20 E FAEg

-3 Rel T oAAMS(RY, A872, AT WA, $UL FERs
ASEH LA A, PR A A8 HUYRAY
17 p=3

vaccine Group 2| = AXL2(004) gt=21(010)
Z2[HLH3 Z2|H|LH3

Systemic Event N n % N n %
Fever
=38TC but =39TC 123 49 39.8 59 8 13.6
>39C but =40C 94 8 8.5 58 0 0.0
>40C 87 0 0.0 58 0 0.0
Decreased appetite 147 87 59.2 61 14 23.0
Irritability 216 191 88.4 62 13 21.0
Increased sleep 164 117 71.3 61 18 29.5
Decreased sleep 154 93 60.4 61 10 16.4
Use of medication
to treat symptoms 203 167 82.3 58 6 10.3
to prevent symptoms 202 164 81.2 58 4 6.9
Any systemic event 244 228 93.4 65 34 52.3

N = number of subjects reporting yes for at least 1 day or no for all days
n = number of subjects reporting the event

_36_




c o] wa(zeuuisR) hRA B FF 7 ERF U wjUye
olw] s7td Zeuivk(77het AT =l ZHaAIE (010 ) o=
%]’E}X}E(OOAL ﬂ——rL)cﬂ] 3t AFE BlwoA FH"EH ST IgG B4 T >
035u/mlE BT AP dAe] nge fAEgom, oG FH FEE
g ¢l ol A] D} o), ohRA ZRudeA o= AARE004) tHl S
e QAT 9% AAANAARY BEAo T oL 5T Ao

- ZEHU3HAE T A LYCRMLY7) L) E AET A e w

oot tgRed THAE o)&4 WY RS dovle ohid 9H|(CRM197)E
AEAIZ WAlot}. Streptacaccus pneumoniae 8738 1, 3, 4, 5, 6A, 6B, 7F, 9V,
14, 18C, 19A, 19F, ¥ 23F ¥4} thgd &do] 22+ vl-ZA4 tZH2|o} CRMI197
oo AAE ] Qlom, Stepfacaccus pneummiac®] 9 TR el tidk
A= AP+ Z}?éoﬂ 3t d4E-Eo] BT a3}E AFIch

- HETE 137 gl 23E WA 2l tisted, A% A% 271K

golell 3z Fo(7 11%31 *3 2, 4, 6719) & 1702l IgG &= > 035ug/mlE
AT AgUdAe] HEe 4Y 32 AYI ZE AP s =AU}
o AAUIANE TG bl FARFATHE=R] AR TSR 97.6%~100%.
Q) AlAAY BT 873%~B4%). BAY 39 tisl] 3z Fo & 17140
IeG ¥5 > 035ug/mlE 248 AFdEAY vl&2 o= AAUGAE
2R A 63.5%, TH=lellA] 100.0% HT.

-l AR o WAL 34 Fol(]2AE) F 174L AH A

[¢)
T4t 137 St Alel] 23 dAHE Ao thd IgG GMCE W=
1.6pg/mlFE ~ 14.83ug/ml o] A TH.
N2AF T 14¥E F =38 1gG GMCE 3=20(010) JEAIHAA 2=
AAJEANF (004 T O =A BEEHASH, 2= WA AFA 7 (004) 1 A
1 HY = 049ug/miFE ~ 4.74ug/ml o] ST,

Co] WA 33 Fol ¥ FAM(E, B, WAL AUYAF BBl

7Yt 27 37.9(F)~78.7% (%), WA 825%HoH, =l BRI TAM =
247y 23.4(4%)~30.2% (L), MA 47.0% ATk

1
L o] WAl 33 Rof T AN, A4, AT FRAY, FRZI), S0
g2z

o 1
9.8(%E)~884% (A= AW, A 934%H o, =<l
ERGAME 4497 4 6.9(AlEEE LA AH)~295% (ST, HA|
52.3% ATt

24 sdA ALg, AHEA A AL DAY 2R
3

woE

12
_L?‘_'.
o
|\

B

(FF 57F A B AlER dshyre] dRgh dste] 2 AbRel AE S Fa=
Aol HA JGHRE AR U

~

- RhollA 1985 ~ 19969 713HESE HEA HEA e ASH(IPD) R e

5A4] olste] ofdo] 99wl thit A AldelA tmo A Fol RIHsHA
e Bo®E HIuEJTE: 19F(232%), 14 2 23F (47 16%), 6A/6B
(125%), 9V(10.7%). 3= o@ololA IPD2] le] H& Bel#e] 57 ~ 63% =
A 7vPnColl Z2FHo] U (mA-eAd AP S 2FAE A 18T
H&L 79 ~ 80% 2 Z7I3HHh).
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23, -9 I8t (2A: dubgEe] AAZET B, AWaEA 2023)

7v =9

- HEHTE ZES AA Aol BAs, Lokeh kel ARTONA olgso] e AR F
shtolty. Tl A WAlo] ARRHZ] M, AlA o2 =719 OJ%L%J S thdoE AlYRE AT
A AF HHTT 2S(EFHeE FodEHd 29, &5 2 HAFAAA o] £
He A2 Ao)e BES vid 107 ¥ 159 XgEOI Ao 7 ZAEITE At o)l f=
& F QAT o] TE BANIEY A7t Sl 7H%C*P%°M YT A 24
pRk Aof Abge] Fash Ycle] Hw, Az 1209k o] Alshs ddog FAso] ziA|

A F 9% HRlol Hn.

- "= Active Bacterial Core surveillance(AB AAAANY Azl oehd HH T+ A
WAL ARGo] ol AotollA HG At AHet YIS HIXE ZoE AdH. 77 o
A WAl ARGF AL 137} A} wiqlo] =R91%7] d?_] 2008 AFFol|A= 5A] HITE Ao}

oA TG WAl AP o3 HF Aghe] NIETF WAle] =JE7] Al 1998~19991d |

Hlgke] 95% o] asiiitt. AP RS 54 mvkelA 77F WAl AP 6A] o3
Zgo] 9% 7Hadk RBhAC, 137F WAl AP ok dgho] 61%, 53] 19A7} 43% 5 AHA|
sttt =3 HA Mg " A R 77% 4ol WAl Ao ok
2 B 5A| o) xof, A4l B BA| o] dFolME HE T Adke] A T}
AR S| sttt 137F @A WAlo] =91E o]F 54 Rk 654 o] =<l
v)=ro] A H@FT Fee] Mns F AFT ol wialel 2skE A o3 23k
N7t A& oz Zasta e FAE yekdth 1371 d9dst WA Agoz QIR
dAHE Xz Wil 23HA| e AP 7 AF Ago] Utk FA=
op7}A FEEkA Tt

L =

- A HEAE A g 2l By Ase ATEO o BEd U s ¢

o] H ). PneumoACTIONS] Atz oJshd 2000 $-2]uet MMW HAE 7 24 TS

AZF 24,0477301900H, o] F APEE 47720 ASZ BHuFHAY F o] Ao HH
TS A3 s H#@ o 25~30%, FHEe] oF 35%S 2[R E= 74°§ HyH b Q)

- 1996 —rEi 200837k A e & Pr°1H oefgt gur|Ao 2Ry 9 As dESA
% 38672 o7 FAHFS A3 Ay} 54 vk LololA Bl AL #F 74FAE
23F> 14> 19A> 6A, 6B, 19F<] CQE ol F8 ¥AFo| 743%E AAE oM, 664 o)
QoA BEHE 116F94E 3> 19F> 11A> 6A> 9V, 23F> 6B, 19A9] 402 0|59
65.5% % AASIAL. Mg DEATS dod|= Ao B 2 A AP ATl
w2l Tha 2olE B o, 654 ool e Aotk g 4% 33 11A7F &3tk

I

U o)zr)HelA 1919 R 20069744 &ole] Ag A AT YR Bxo] s
Pe BAR A%, 77} BAY Mol £y HFE 77} By 984 dol
dadt WY, WY 6ASH 19AE WIET 7l W AT WAl B Gl Sk A

A= 2 now UEbstt). 771 @ dst Al Aol vle e AA dFelA B ozt
2A| mRks} 54| PRk o] ZobelM EElE HE dFelM HS FEsA vEstth 77k
ThlAS WAlo] 957 ARE 107k} 137 $elAg Wale] £l 20108714 EH
19A7} 7 FAR 7P &7 A Folslen, 77F dldst WAlo] AgE o] FHE 77k
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O

chalAsh WA FA o] 7HAaste] 10719 137F ©lAd wiio] =%
FagaS i =g
- 2014 1€57E 2020 129714 797 5 T3l AR o R FRE Aobad
G HAETF 29E 1748 Y BRxe Wil § o] 14.9%, HlWAl PHFPo] 851%F
A8 Ra, 778 SaAst Wale] 23k @AY 23%, 107kF 137F SHAF Bl
FFo2 FUHHEE AL 11%°19eH, 137} %Bﬂ Agt WAilo] FriEe AP
11.5%°13th F2 A3 10A, 19A, 15A, 15B/C, 12F, 183l 23A 52 <=o]3]th.
- 20139 R 2015974 184] o)A AlQl RS o A 207] YB | BN 2AE =
187e12] A< dHETE A AHES 413%=H, T2 AGAE] He FEE °4°l°1
FEscherichia coli{ 231714 15438, W& 11.0%), Kletsiella pneunmoniad 21735 5478, X178
19.8%), Staphy]a"octus aureus B 4459, XHE 268%) S vlaste 7H %}E}
Bt oz} 75~794 AT 80A o) de] AB oA 2t 56.8%9F 492%2] =& AHES
Hol A HET Z3e] Aol 55 AASIATE 3 184 o] A HE
Eﬂﬂé%& 23 A5} 654 0]/Fe] H %1% b Jﬂlﬂﬂ IAEEREH FHE HETA
TEY dHFs BAS A4, 7845 1877, HIAE 5977)0l4 EAHE 3,
11A/E 19A, 19F +=0.2 #x)2] 38, 7%01] st on, %* %LTOML g4 19A2] Rz}
dAE 11A/E 2o} Ziid oz o) w3 WAl A e} nia dHgo] BE njg-e
247y 589%<F 41.1%°1JTt 137F ©A Wil AP 2371 g WAl @A 47
37.9%2} 575% % 2FA|SFA Tk
- Aok O] 137F AR WAl 654 o) AEA i 2371 o WAl A EAR
Al o3 2018 AF-E 2021 d7kA] 184 ©]¢ A OJ g 29 dg - €43 £x9 w3
Fe EAPS W, WA EHFo] Hastay137F A WAY 31.9%; 237F thd WAl
[e)

EX R EEEE

l

58.6%), ww A (15A, 23A, 34, 35B 5)°] F/lsks dAE oA Ao dehsth
Y AL RIS EFlA OS FEEH oW oAHs] AlelMe A 33 19A7}
A HEFTEEE dodle T fffﬂ gAgoldk dAHY 6AE 137} ©Ag WAl
=3 o1& dA3] Aoy A4 6B, 6C, 6D7F F715F9 oM, €4F 11A/E= 2371
o HAlel] Z3HE o] glot o3 %‘Q ddd HIRS Ao £3 Aot

_39_




3. #F - vpolg2F G| A2 TR, YuolH s = A=)

3.1 thA=2Z WA - AOgxF

1. F518 & 7 A
Qe g
OA#F [T Z R nfo] 2] 2~ ¥ Al @3] AH3 G el Eat=l |
(FrAAA 23]
@371 2021.09.06. oo | EF FEOER b E s GO E
(+73) F: CHO-XK1, ®E: pRIT14427) 50 vwlo] 2213
gale) Yole] mi BUe EHsHE FAEYI nold () R ful4, w4
G |mE 9% 249 detlg IPste TARYH Hlo|d (AGSAA)Z TAE o
om, & ) et A, R wmE A7 ZAle] Hetolr)
4323 (HZ; herpes zoster)] o
- T 5041 o] 7¢e} A<l
OFES T3 | w184 olgeln A T AR A AAXS} = WA R sl
EER S o] AU £& AR AREHE A (o, ATk RA o)A,
1P A, uFAT] o4 &Ap
@=-< _ _
Abe @ | P 171020, 37, A5 180821 37E S
[¢) il o

2 TR Y FE B AEAR 23

Do =

FF-alol g AF o] AR F= (d, Aulolg s =

A 23

QA= 81 | A AR O 7teA 3 O 7IeAs A3A
3. 7laAls
OT-& T=7F AAAE (3% 84, Hedd 2 kA AR
@pivotal - | pivotal
At | 271 HZ 8ol A HZ e 7ol tid MAS ool fle 1 504
T elge 49l
DWINEE
ol okiz v-n_.mSO/zg: a om
o) o o] WAl 0.5mL 212K150 mM NaCl) 0.5mL
o}
GEo] A i
g g | 20€ 2A, 28] 24 £
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o AA) =<l
- AR | SIokE | AR | SiokE
gl 7,695 7,710 268 271
AHTpr || Zoster006 Hdgd | 1163 1,161 251 256
BaHE || (2504) & 7A 7344 7415 251 257
Zoster-| _ 5o ARA 14,645 14,660 531 536
006022 HY A4 1,591 1,59 486 492
5% >70M | fr&A 8,250 8,346 300 304
- YA} P
- o] WAilo] 9jeky} Hlwate] thdEX](Herpes Zoster, HZ) T HS T4
A7 AS H7RHmTIVCH )
* FEMTE2 mMTVC(FH & AR FZSE; mTVC, modified total vaccinated cohort) 2
08| £0{2 E5ID 2xF £0f & 174 o|ufoll HAEZ BRIE|X| ke AlECHAKL
- - AY A
@84 i ZOSTER—OO6(250/H]) oA = AFhdAr 5085 = 1471¢] HZ 8%}
BuElon, BT fekroA usith HA B3 TH14,7599) WL 5
216742 HZ Eh_% |7} BaElon, o] & 210710] kel L}%U}.
- ZOSTER-006 3 ZOSTER-022 &% #41 AIH=70A) A= =0 A4
37t 604 F F 849 HZ #Zwrt HusHglow, o F 73]
ekl A Ut AA 231659 W) A= = 309719 HZ FX5HE7}
HuEglom, o] F 2847d0] fJekTollA Eiﬂ‘}iﬂ.
- 7hA
- 22} Bol T e Aol Al HEkS(EgE A HE) H7F (Ao Aeudg
TVCE #AEe A3 E)
- Al A3
1. ZOSTER-006 (> 5041)
- ZOSTER-006°1 4 22} aﬂz T 1L Aol AlEAL FollAe] dgE A
F=o gk WA BEEEL el AlFoidAtet AA AR 2k frAb
SFATHZZE 99.6%(95%Cl: 97.8, 100), 98.2%(95%Cl: 97.3, 98.9)]
kIR

. &gk & sTo cHsh WAl B E(%) >

M gh=ol
HqE o - -
HE ¥ 3/M¥ 98.2% (97.3%-98.9%) 99.6% (97.8%—100%)
HE 5 1474€ 88.6% (86.6%-90.4%) 90.6% (80.7%—96.5%)
HE ¥ 2670¥ 82.5% (80.2%—84.7%) 82.0% (70.0%-90.6%)
HZ& F 3871 79.7% (77.2%-82.1%) 79.3% (66.6%-88.8%)

g O 71Nz 28 242 E%, g3
, ZIMR A szel 484 2

T cu
ola B7t5t 4

k

rol
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- ZOSTER-006°114 23} d 3‘?— HE ARl Al o] -gE A

718 s ECMO)= 3=}l AldndAtel Al Azt el FARSET

< E. g-gE g 7|5t8 75 Z(GMC) >
HA shael

g5 © 1,243.8 (1175.3, 1316.3) 956.2 (857.4, 1066.3)
HE = 314 51,002.1 (48956.0, 53133.7) | 48,449.3 (45113.7, 52031.4)
HE = 14744 | 17,311.7 (16533.1, 18127.0) | 20,925.3 (17576.7, 24911.9)
HE = 267H#& | 13,656.2 (13044.6, 14296.5) | 16,469.6 (13866.3, 19561.6)
H& = 387H& | 11,638.8 (11089.4, 12215.4) | 12,839.3 (10163.1, 16220.2)

2. ZOSTER-006022 SFE4 (= 504)

- ZOSTER-006/022 F& w404 22+ HE & 112 Al-ol AgHAl

ﬂ_gE 3l %ol sk WAl HkS-Eo T

ol A2

el ARthaRtel WA AR

Zboll FAFFATH 2 98.4%(95%CL: 96.8, 99.3), 97.5%(95%Cl: 96.6, 98.2)]
< . g-gE A sTol oist WAl B3 E(%) >
] ar=ol
35 o - -
HE ¥ 34e 97.5% (96.6%-98.2%) 98.4% (96.8%-99.3%)
HE & 1470 85.7% (83.9%-87.4%) 91.7% (83.6%-96.6%)
HE = 2671 79.3% (77.2%—-81.4%) 80.2% (69.9%-88.3%)
HE % 387K 76.2% (74.0%-78.4%) 77.2% (66.4%-85.9%)
- ZOSTER-006°14 22+ HE & /1L AlHC AlduiAl oA F-gE A
7181 s S(CMO) = =l Al dakel A AZdidAL 1ol Akt
< E.2xt Fo = 170 A[H™of| &-gE &H Y|steds=(GMC) >
k| ar=ol
SR 1,322.8 (1259.2, 1389.6) 1,061.8 (981.7, 1148.5)
HMZE % 370e | 50,577.9 (48848.3, 52368.7) | 45,630.4 (43200.2, 48197.4)
HZE & 1470¢ | 16,823.7 (16171.3, 17502.5) | 19,581.9 (16974.2, 22590.3)
HZE % 267H¥ | 13,435.8 (12922.0, 13970.0) | 14,923.9 (12905.2, 17258.4)
HMZE % 3870¥ | 11,272.7 (10820.0, 11744.3) | 11,649.4 (9699.3, 13991.6)
sy | BHET
- WAl BEof & 7Y FoF WS Solicited AFs, Unsolicited AEs, SAFs 5
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- AE A3

1. ZOSTER-006 (> 5041

- ) HE T 7Y B2 TVC YAFIE dkolA solicited ADRs B8 9okl
Hlgl AlulAltollA o ©otom, olafdt A3 k=<l AlduhdAret AA
ANFUAL 7kl FARBIALE 3559 T4 55 9 35S =l AldudA
oA O Ekom, 449 A&7t FURE 3.0~40€E =l Al g}
AA AN AT 2t 53t

E. YA Fof ¥ 72 S92t Solicited local ADRs > =1&t 2 2x} £0{ S8 24
E HA gh=ol
&35 A 79.1% (3,463%/4,379H4)| 78.3% (119¥/152Y)
Grade 3 6.7% (293H/4,379Y) 13.2% (20%/152Y)
S| b 38.0% (1,665%/4,379H)| 52.6% (80H/152%)
>100mm 2.8% (121%4/4,379Y) 2.6% (4%/152H)
25 A 26.3% (1,1532H/4,379Y)| 34.2% (52H/152Y)
>100mm 1.0% (43%/4,379Y) 1.3% (29/1529)
E. A R0y & 72 =9 Solicited systemic ADRs > x1&t 2 2kt £0{ £ &AM
E HA gh=ol
b = M| 45.9% (2,006 /4,372H)|  47.4% (72W/152Y)
Grade 3 5.5% (241%/4,372%Y) 7.2% (1193/152H)
= b 18.0% (787Y/4,372H) 17.1% (26%/152%)
i Grade 3 1.4% (61%4/4,372Y) 0.7% (1H/152Y)
TS b 39.2% (1,714%/4,372H)| 38.8% (59%/152%)
Grade 3 3.6% (157H/4,372Y) 5.3% (8%/152%)
288 T A 46.3% (2,023%/4,372H)| 55.3% (84%/152H)
Grade 3 5.4% (236%/4,372H) 11.8% (18%/152Y)
=g b 28.2% (1,232%/4,372H)| 36.8% (56%/152%)
Grade 3 4.4% (192%H/4,3729) 5.9% (9%/1529%)
H 2 b 21.5% (940 /4,372Y) 13.2% (20%/152%)
>39.0C 0.3% (14%/4,3724) 0.0% (0H/152Y)
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2. ZOSTER-006022 T&E4 (= 70A)

< X, #A Fof & 79 F9F Solicited local ADRs > «1xF & 2%} F0o{ S8 24
el A =2l
&35 HMA| 69.2% (1,562%/2,258%) 68.5% (6123/89H)
Grade 3 4.0% (90%/2,258H) 6.7% (6%/89%)
EIEs| T 37.7% (851 /2,258%) 44.9% (40 /899)
>100mm 3.1% (70H/2,258H) 0.0% (0%/89Y)
25 HMA| 23.0% (519%/2,258%) 37.1% (33%/89H)
>100mm 1.3% (30%/2,258%) 1.1% (1%/89Y)
< E. HA F0f & 72 =9F Solicited systemic ADRs > *1xt ¥ 2x} £0{ 5 24
5% b =2l
o2 byl 36.6% (825W/2,2529) 31.5% (28%/89%)
Grade 3 3.5% (79W/2,252%) 1.1% (14/89H)
SR b 13.5% (304Y/2,252%) 3.4% (3H/89%)
e Grade 3 1.2% (26%/2,2529) 0.0% (04/89Y)
FE byl 29.0% (653H/2,252%) 21.3% (19%4/899)
Grade 3 1.5% (34W/2,252%) 2.2% (2H/89%)
o288 MA| 35.1% (790H/2,252%) 37.1% (33%/89H)
Grade 3 2.8% (62H/2,252%) 2.2% (2H/89%)
= M 19.5% (439Y/2,252%) 21.3% (19%/89%)
Grade 3 2.2% (49H/2,252%) 3.4% (3H/89Y)
2 b 14.3% (323Y/2,252%) 6.7% (6%/89%)
>39.0C 0.1% (3%/2,2529) 0.0% (0%/89Y)

- Tl AR A QAR R oFE T F 30Y B9 APl
Iofzel HIs) e WREE PAHA S AEE B o|H AT
AA =T YAk

- 3= TVC(ZOSTER-006 2 B3 ZOSTER-006/022) M & Alguialaa} 9ok

7kl SAE,

ARk = go]l YehA st

BAHSI ASBATE = SAE, A% F SAE, pIMD Aol A 2]
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- ATYAF[PFEA el 2R AR 2R ARG FEOFE o2l 2

o
(Varicella-Zoster Virus, VZV) gE & ulo]d3} AS0ly HASAA wlo|d=
T8 WAlelt), VZV gE= &5 Woutgol gk 2o z2A Faskal Hio]
Qs gARA BU A5 fo4 F o T gRe Azguud 9y
G0z Hes|aln, Poldsl Awst ALAL REF ZUA717] s gk
FUL A9 2T YTk o] WAL VZV-EolH Wge 1S
oj7glon), o]z clste] thEAE e AoE o]

N

- o] MAle] A AAAIE L ZOSTER-006(5041 o4 &= tiA) 3 ZOSTER-022

(704] o)’ 1HA T E, o] WAl FEA, HAYA, & HHAHE ok
Hlw g F2H90u, ©1F w71 pivotal FAAIHOIRUTE o] ARFE BAoME
ZOSTER-006 ¥ ZOSTER-0220) #Agd k=20 Algo)’dztel] tis)] o] w4l
T84, HAYA, 9 kAde AA =T vlwste HrkstdTh gl
st ol A Boldk 84, WYY, =E kA AEE A EA it

L SEA N ER B Ze)old el WTe AA BT o] 9ok

i
32

o4 FEH7F O wol BuFHeh o] MAS T3 AFuilTelA 9] okl

vs) HZ &3 Z87F Atk ol= A 2yl #2d A gxgich

- (ZOSTER-006) ¥=%l: Al 07, Hofa 147, AA 23w AET 61,
ek 2104

- (ZOSTER-006 ¥ ZOSTER-022 &% &4 A¥, =70A) =<2 AP 11,
ok 77, HA Ry Al 257, $okr 2841

- 22 HE F UNE Aol AR oA FgE A FE WAl WE-E
(ZOSTER-006) &+=<1 99.6%, A =X 98.2%,
(ZOSTER-006/022 &% &4]) 2= 984%, 97.5%

- o] wlale] pivotal YAAIER! ZOSTER-006, ZOSTER-02201 tht =<1 Fehs}

AR mATe] A% mold f14, Wewks 2 ki Avhs Ao,
9% QPAPARY FRAO R e /5T Ao BuHch

1o
2
AN

He)

(B2 371 43 94 ASE 4signe] Quu wasel B Aol AAsgs. Fag,
Ay AN Qsgne Aol B3k

- 20161 AWE il HZo AFEA HAEL 10009-H(PY) T oF 1310F,
7

ofAlotE|HF A Y] thE Z7llA #EHE AXRT Z=tKwon, 2019; Choi,
2019]. Zelv, HZS 982 & =71et FARE b, HZ 3AES dA® ol
wel Frtsta GART AAdA O A5 AT 504 o] %= HZ
A Eo] FA3] F71stA, 20161 a9 40~49A4]2] Al A2] 1000 PY & <F
127404 70~794] A#ETFAE 1000 PY & oF 25402 Hao] o2t}
[Kwon, 2019]. gr=rollxe] HZ TAES FEsHA S71 9t 20109 7E
2016'd7kA12] HIRA AEE ARES AFoAMe HZ A3 FAEC] 201039
1000 PY B 9.671A4 201613 1000 PY & 1337102 =715+t [Kwon,

_45_



2019]. Y3t vlolguo]~E AMER #A ATl HZ A3t AE©] 519
Ax 7K A2 YeRTh HZ AzF &) 200319 1000 PY 9 7937
oA 20073l 1000 PY 3 1254742 %7}8}951*4 [Choi, 2010]. &+=olA
S dzte]l A% HZ Bl& 37} Age ATFNME HEE T 20061
8 20159744 HZ A& 04?717%11 ZA2 1000 PY & 4.23740A4 9.22
Aow, AE, 4, Fytolgte] dia} B4 3+ Fof AZF 1.05% (95% CL:
1.04~1.06) %] H“@gﬂ 2 FosAl F7IekdTE HZ HA gl A2 o W
H3he 30~39A419] ZilelA BEEHAT [Choi, 2019]. " ATFelAe EE
AHZoll A HZ HAYE0| %—7}%%14.

3. TU- 9 HE (A didEe] 272 i, 29BE A 2023)

AR A FF AY Ho] YE BE AFEA EAE Q.
Ughulth 2ol 21/]- 2 Azt 1,000 3 3~57% A=o|W, I
10~30% Aotk FYollAE 20093 AR FAAEY A7 Ba Ax)

AZF 1,000 & 7.93~12.54% ]3], 2014»3_ AFANME FEX FYELS A
10,42133 Hyustth tidzz eSS T 930 SUIskeE FA0lH, ole FAl=
T oy Yol A fFARHA #EET HZ SRIAGEY HolEE 4% 2 AT
A& 2006 FFE 201597 hAER A Eo] AZF 1,000 W 423004 9.2F =7}
st ol QIFVF nHsiEE A AEEE FoE F mﬂ} NFENE BE A9
oA WAE 4= loy, A¥o] IVIEFE MET UL ] AFoAE T2 504
ololl A LA o] 7luEA F7}ste, 60~70tHol A 7H AT Be Ao By
HA kAR HZoll= 30t AE xR dAEo] Frlsta 9o, HiEe 60t ol A
TAE STV E5tHE A #EEo] AR g2z S B AEHQ AL
dasity A5 o]Yol= Az ﬂﬂ7ﬂﬁ%ﬂ‘§ ASAE o e A3 & HIV 724, "E A4
AHE, kst e, T3 5o ASE didERY #Y FE Eole
Aol ok thAER AP vlwEd EEANL OF 4%l Agehs Ao E BRuHEth Uy
e A7HhY @ A2 S wet Z2F4 2ozt YAINE oF 1.18~5.32% 744 Bad wHf
Rom WA TRl A AL F o] Fylsit) AT 3 AAE ST Ao Fy)sth
e} F7}gi.,

g,: o= &
—{r
N
e,

o
it
lo

7
A
i)
ro
X
il
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HEel A2 24

4.1 DTap-IPV-HepB-Hib - AL Z B EAHXA F

1 #5418 2 7R
A e B EAH A F
(&3 t=ZH o},
3, AA A,
N B3 29,
DA &8 R F2 AEFAA | @3S AP 9} 2B 2(F)
H -0 35405
o 1,
B (FAAAZH)
grsg ul /\])
1 ZFE=A AR (05mL) F,
‘T ZH| 2] o} 5 4 0] = (7 7 :1514-N-35F) (B 71) =
201U
I FE L0 E(FFE: 1472-CF)(ETF) > 401U,
Q)5 5 2x0] =(FF: 15915) (B T7) 25y
et Ed|nk2 FE U (FF1: 15915) (B 7F) 25ue
EgsEg entol Y 2A1Y (vho] B 2F 1
o Mahoney=) 40 D&
3371y 2020.04.14 DFHEH | 2o ze) ool 2ARY (o] 2F%: MEF-1F)
R (%) | 8D
- B881E 8] onjol @ 24138 (Mto] @] 22F1: SaukettF)
32 D&Y
ABHA EAG AT (G A ET) 1048
I E o B TR B F 2RI EF AR
TS R{[7F: Haemophilus influenzae type b
142 z=ddFHE 2164), HFYEHEE o+
Clostridium tetani Havard 49205(A&YH#THE
1472C)] 1248
% Ao S YEklo] A EHT Al A0 Soi3le FAMI
G za | T VHR obdel gololr] tizelelol, 33, s, BY 14, Ee) (ol
o Bl b¥ | RBF2 ASFAAKHib)ol o8l T == JAFA Ae] o
D=2l _
At @y | TH 130417, 517, WHO ARdA A 141219, 5
2. 7taAs Uy F5 2 AEAE 21
O &5 | FEARY] NEE 24
@= ed | O HuAs W A O 7tz A3 84
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3. 7l s

D7 U AdAE (3 HEYA E hdA dEAIE)
@pivotal 1%~ | non-pivotal
QAT A St G ibHE dA wEk A A AR B 7Y wAlel %3] AHZFo]

A13tE AE 309~40 Yol

o] WlA)(DTaP-IPV-HepB-PRP~T) 0.5 mL

SFA T ZHR A _ ~THIA] S ELA 121) B A) (o
DorEE | 28 DTaP-IPV/ /PRP~TE 2R 0.5 mL 2 HepB#Al(f4r2 B) 0.5 mL
o] OF * DTaP  CIZE|2loh mE 3 FHE sy
o oFE <PV 283 Za|oujolalA Al
*Hep B BY i
* PRP~T  TAHE T ZAEE Hib(Haemophilus influenzae type b) Tt Z2|2|2 A 2|H|E QlMA
S=opu N AT 2 4 67]L0] o] MAL 33 28 Ed
T ] - _
2 g | DET AT 2 4, 67120 DTaP-IPV//PRP-THE) 33] 24 o
=
2 AF 1, 671€0l Hep B WAl (fukx B) 23] 8 o
Ege =<2l (A3L31)
‘-'— -
- A EEL R
AR AR 149 155
Al THAREZ
o HAA
e A A 132 131
» AR JIDALROIE 91T HAIQAAE B sitel ASL24AIEI Tl Hoiel H|USA BT ZEE U
* ASLBTAIE: BHR0|Af ZAZEH HolS CHAIOR M3 2 4, 67HYol AIGMAID, SHMTHE WAl S0f Al HARM
HIGEA gl obxA mWI}
* A3L24AIE: WoloA] 2123t Hols CHAICZ M% 2, 4, E7HEol| AlBfuial, ChAl, HBWAI FofA|o| Biojely
o obNA BT
DT8R8 | AR 9l

©@
L
18
(o
o,

- ERA 3ak Rof & N A @E o gl AL, T, Fele
H}Olﬂ% 1, 2, 3%, PRP~T, HepB) X U3l 33 5@15 =
dlnt=FEd [FHA)) o] thslk @7547(‘]5]-41111 o] At Al—%\_)gl
‘ﬂ‘lﬂ%«l HETA UF

- AIY A
- 37‘4} T & 7)Ao, ol &m, T, Z82uteldx 1, 2, 38, PRP~T, Hep B)
v @AASSEr 2 FHAY SHolA Ee ol i AL
mZﬂﬂ%J-&%éiwml%é9eeﬂﬂ?ﬂayl&%ﬁﬂﬁﬁiﬂ%
Bt A Yepg o2 A, Al AIT(DTaP-IPV-HB-PRP~T #4)0] TZH 2l
(Hep B #213} 37 Heby] Tof)3 Hlwste] H|F5g o] YFH ST
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go| 8|2 E-PPS>

gh=2l(A3L31)
Alg -d=z
Al uq Al CH =8 Al %EEZ
2AU=(95%Cl)

5D 100.0% 100.0% 0.0
(=0.01 1U/mL) (97.2%-100.0%) | (97.1%-100.0%) | (-2.87, 2.98)
ST 99.2% 100.0% -0.8
(= 0.1 1U/mL) (95.7%-100.0%) | (97.1%-100.0%) | (-4.29, 2.29)
S-Za|Q q 100.0% 100.0% 0.0
(= 8 (1/dil)) (97.2%-100.0%) | (97.2%-100.0%) | (-2.87, 2.85)
5_Za|Q o 100.0% 100.0% 0.0
(= 8 (1/dil) (97.2%-100.0%) | (97.2%-100.0%) | (-2.87, 2.91)
3-Z2|2 3 100.0% 100.0% 0.0
(= 8 (1/dil)) (97.2%-100.0%) | (97.2%-100.0%) | (-2.87, 2.89)
&-PRP (= 0.15 100.0% 100.0% 0.0
ug/mL) (97.2%-100.0%) | (97.2%-100.0%) | (-2.83, 2.85)
st-Hep B 97.7% 96.9% 0.8
(= 10 IU/mL) (93.5%-99.5%) | (92.4%-99.2%) | (-3.81, 5.56)
s-pT 94.6% 93.0% 1.6
(4-fold increase) | (89.1%-97.8%) | (87.1%-96.7%) (-4.68, 8.03)
S-FHA 91.7% 89.3% 2.4
(4-fold increase) | (85.6%-95.8%) | (82.7%-94.0%) | (-4.96, 9.75)

- R 7R AIE AIHASL31) S o5 AU YGAIE AIHASL24)E v

- o] WAl 33k Fof & e,

PRP~T, Hep B) == A AZ-ErPT

AL ED T,

2 FHA)S| =

)= HANGAE AIHA3L24) rHH GELO]WH HARkS-o] H|g5
dSHAS. o] WAl 3‘} Fo = U Almﬂ 94%?%( A3L24) B
2 FIQASL3L) BFONA FASHA Ee ol 2 AR
UERdT
< #. 3% Fof = UHEM EFHolg ¥ EHMESO H|ES-PPS>
2| =2 AR Z (A3L24) $H=21(A3L31)
& ALA S AFA
gD 100.0% 100.0%
(=0.01 1U/mL) (99.6%-100.0%) (97.2%-100.0%)
T 99.9% 99.2%
(> 0.1 IU/mL) (99.4%-100.0%) (95.7%-100.0%)
s-E2[2 1
, 100.0% 100.0%
(= 8 (1/dil)
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2 A MK R (A3L24) $h=2l(A3L31)
S ARl Sl ALAL
(99.6%—-100.0%) (97.2%-100.0%)
-E2|2 2 100.0% 100.0%
(= 8 (1/dil)) (99.6%—-100.0%) (97.2%-100.0%)
e-Z2|2 3 100.0% 100.0%
(= 8 (1/dil)) (99.6%-100.0%) (97.2%-100.0%)
&-PRP (= 0.15 94.6% 100.0%
ug/mL) (93.0%-96.0%) (97.2%-100.0%)
s—Hep B 99.7% 97.7%
(= 10 IU/mL) (99.1%-99.9%) (93.5%-99.5%)
&—PT 97.5% 98.4%
(Vaccine response’) (96.3%-98.4%) (94.5%-99.8%)
s-FHA 99.8% 97.7%
(Vaccine response’) (99.2%-100%) (93.5%-99.5%)

t PTO} FHAO Chet whal vhee cham) Zo| &elsidick £x 1 % ofd 84l 57} 1L0Q 48) olelolgiciel &=
HE % g 5L 40 olMel ZP; EX 1 HE OfF B ST/HLLOQ 48) OloIICH X 3 BE %
Al ST T= 1 0l Bl S olel 22,

oL L—

- Bk
- WAl Bo] B 308 5k WA unsolicited systemic AEs, WAl Fo 3 7Y
Solicited injection site reaction ¥ Solicited systemic reaction, ¥4l F
30 ©Jf €] Unsolicited AEs, Y/gAI%713t 52 SAEs

o

(4.0%) 0N A BIE A
=T 898 (52%)7F %
A ol o]2 AE

v

of WAl Sof F 7Y o) WS JRE FBolMUIS 2ok

ke

. gh=2l(A3L31)
Vaccine Group -
Al B Al (N=149) CHz=Hi Al (N=155)
% (95%Cl) % (95%Cl)

Solicited injection site
77.2 (69.6, 83.7) | 73.5  (65.9, 80.3)

reaction
Pai Any 61.7 (53.4, 69.6) 58.1 (49.9, 65.9)
ain
Grade 3 2.0 (0.4, 5.8) 1.3 (0.2, 4.6)
Any 53.7 (45.3, 61.9) | 44.5 (36.5, 52.7
Erythema
Grade 3 2.7 (0.7, 6.7) 2.6 (0.7, 6.5)
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) Any 47.7 (39.4, 56.0) 43.2 (35.3, 51.4)
Swelling
Grade 3 1.3 (0.2, 4.8) 0.6 (0.0, 3.5)
Solicited systemic reaction 745 (66.7, 81.3) | 69.0 (61.1, 76.2)
, Any 20.1  (14.0, 27.5) | 7.7 (4.1, 13.1)
Pyrexia
Grade 3 0.0 (0.0, 2.4) 0.0 (0.0, 2.4)
. Any 26.8 (19.9, 34.7) | 24.5 (18.0, 32.1)
Vomiting
Grade 3 0.7 (0.0, 3.7) 1.3 (0.2, 4.6)
] Any 48.3 (40.1, 56.6) | 33.5 (26.2, 41.6)
Crying
Grade 3 4.0 (1.5, 8.6) 2.6 (0.7, 6.5)
Any 51.0 (42.7, 59.3) | 45.2 (37.2, 53.3)
Somnolence
Grade 3 2.0 (0.4, 5.8) 1.9 (0.4, 5.6)
Decreased Any 34.9 (27.3, 43.1) 35.5 (28.0, 43.6)
appetite Grade 3 0.7 (0.0, 3.7) 0.6 (0.0, 3.5)
o Any 53.7 (45.3, 61.9) | 49.0 (40.9, 57.2)
[rritability
Grade 3 3.4 (1.1, 7.7) 1.9 (0.4, 5.6)

ZE210M Hep BE TS =2 7IME t=ol&ets82 =X 25

A ZE D ENDAFES Ozrjelol, S4%, A4 Na), AT 223} 222, ow
B2 ABRAA NF-IFFELIE T Y, BINAHAAAZY) EF wE T
e dodle Al B ool zd tigk At (FA)E =T
Haze o}, s, s, BE tE, S8 (&otv]) B bE SRB R~
AESFAA Fadel 28d D 205, T 54205, 2ofupd] 9 3
WAsl Fdol F2 AgAlel T A L

=W 7 A R (ASL3]) S =] Ao Akl s o] male] Hodd Bl
MFAAFE Tl 7 SAENEHAT Hep B WA A et Fof) T} H| w3}

- TtaA e ALY HIllA, 33k B & 17lEAol, EAHWIED, T,
Zg) onfolg~ 1238, PRP~T, HepB) = A ATE &
el tiste] o] WAl HepBS} 3 gk Mg vlwste] HlE 5]
o

Jolg oz
AN A QA BOZRE e HlolE|(AL4)SH Mty AR A3
AuE whol T shw AW(ALN)T S fAREE AT ASL24C]
AT &3 AFRAASERE e ARE A5 M 42 9
AAHSH(FTIHE AFLBIAT. B olele] AN o] WAoo AN
A3L24 A Eob BRE 7 w83} HmME NISF| Q2
Qov), Mt B YAAHe] A= 32 o]9)e] AeelA o] Male R o]

Co] WA AR A Teade A D s obd
FABIG O (RE S0 2 A9, TE YAPN BEH e}

r
:
o
[
i
A=)

1 w2

E
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4 o5n =g (F5 7F A4 A ASY qsbdus SiAe eyoz & ARIAel R aske: FwE,

. 7T AwaeAe] Ha ASARE AEH) D)

23, -9 I8t (24 dubgEe] AAZET B, AWaEA 2023)

t)ZH g o}

7} =9]

- WAle] =R1EY] A tzH g oh= QOM o|gla} Aol FQa3k Alo)}lch 18y DIP &£
ﬁwﬂ AAEAR AREOZ 1970 o] 3 RE = tzH|loke] tf3io] AMET, WAl HEEO]

& F7MelAE tzEEote] WAYo] dA|3] vrolxrt 3ARL 1980\ o] T WAl HFoR
ﬂ#ﬂlﬂo} o] AT UlollA o)xel] kA ehpAY B S v A<l
AR ZolA WS Aol BRaH uf W} 1990 0] FA#o] B FH I 414 % e
HBkEE A oA] o] AGSHAl FFEA @ vzHEgotel thdt I =rt A whet
HEEO| MM T4 Hd%ﬂow tlzHglofe] frafo] AIREIGIL o2 QIste] 1994
77}%1 157,000% ol’de] tizH|glol APyt WAEIGE], o] 5 80% BE7F /3101 5,000
oldo] Apg3tSict.

- OFAl HFEO] TR A ¥ ofxEgl T, ofAlol FF F frEe ¥R IvtAME
AAE Fafo] A8t glom, 2014 AARA7F+= ﬂ AAHSZ 73211354 37t Ay
ot st on, FAEA| %—k" A7) o] e Aow =2AET

=

S 2y FA0l ofshd vlzdgoks 19583%E DIwP WAl S0 SIS dA3
gﬂ—e—u}ﬂ DIwP #2l F2h8 dA o2 Igk HEEo| Thaste] Wajo] ozt Zrlshe FAIE
Btk 1982 A FE] DTaP WAlS &9 ARSRH & Skxto] Wy 23] E050] 1988\ o]+
FEHE U 32 I Rae Qo

- U tzEPoke] A% Dﬂ@‘@ﬂ 2 o8} A7 AafolA t)Zelg]ole] PolHdL2 AojlE
oll<] DTaP ¥4 A o—-i 2 FA=ETE 200 o] $HE] AA3] HaE] 50t o]FellE WY
A9 248 e BT

o]

7). %9
- vle] 719, 1040d8) Fto] TPIF HekolSsh o} MAUOE =Y o] F AREL FA
FAZ oS 1’Jr A i 500~60073(0.471/ 10‘?}) AYSHA Zlo] 19701 S]] 50~10071 02 F4 3]

ZF 3k 3, 2009 5E 2018 7kA] AZF HiF 2970] B EATE 19801 H-E 200043 7}A]
B A}Eﬂ 70% ol’do] 40A] o)delith BaE A9 EH—‘-"%EE ojxol] WAl HFH o]
A gAY, 23] WA HFS dEsoH 10d olvf FHEES s &2 A3t
WHO #50l oJatd 1980 a5 20097k4] Bard 2 AlA] A7F 3P #Ade= 1980
oe 1w A 01“01 1otk 2009 dell= 983671 0% Wiow WAo] Zasigion, o=
DTaP ®4l 33] HEE9 Z71=A19 vy 3l AL & & ot WHO= 2021 d AlAJo}
A E g_}xgzj—’ﬁ% QF 414002 43I EH, o= 1988\/3 31,886l Hlsl 87% a3t A
o7 F4Hh

L =
- IS 19779 HARAEHOE AAH A1E W] AFET 1980 DTaPo] HEE©]
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N%E 7F3)sPaA AlAJo}l uldF-e Aol wAslal QA 2o, 20081 d o]F wid 2~3071 ]9l
AE Sx7F HauEa ok 2011d FE 202097HA] BaE sAE $ka) 2539 = 504
o|Ato] 83%E A5 T

Q3

7}, 9]

QS getHoR AR A AEHI AT} o FofAA ol A WAES
< xo]

ZF Yglol|l A FAsks AL otk £3], ofdd o} Wdsfo] tigk AFelvt T4
WA FHES AIshA &2 Aol Aotk wWds] F3 S F-starAl Global
Pertussis Initiativest 7177} MAIRA7]F 4kstoll A=A, ©] 7Tl HYs)] TYES
A7F 100,000 E 14 AEZE Bk AS AL Jou A4 dES A3 g2 A=
NNE o] AL MAE EgaA X3 AHolth uwl=olA wid 1577 /100,000%, =
A= 2309 /100,000 A= =T Qlar, 2~5d F7]2 WA Fehiajo] wiEEw Qi)
ol f3Y PFe HT 2037 HA FUHE FAlNl o Myt BE ARdA WEE=

Pe BT, B3] 10194 DeelA T BE 71 mEd olejd Al thalds
o]

ok Fojr o) rastar AAHe] 718)7F A2 Ao 7P 2 o= FAskaL Stk
Q

)
DSt Sl ol M FAs Wdswel tEsite] e o AR A<
AAFL obd Bzl vh givk Wds) WA HF 5 o o) meh Javd B AIeA
sy e 2ol FopHleH, 53] AAE MAWP)IAM AN GA M) ¥ lap) o=
AESHA o] |y gy} Hoy wEs] sk Z0) 7 588 ddloirh B3t il T
Tdap WAlS HFWA 53 ARZRE SAF Aoks dtiEos w2 A7k daw]
wzoll sy B o] SR,

. =

- =ul9] 735 DTwP Wjale] 19581 d0] =Qis|o] AFo] 19701 dt) 27b4] =2 o= o] %o
e el F3e 2AEIT 198237 oA Alzd W) 27F o]
DTaP #2lo] Sflo] =UHHA HEEC] 0% ol FAH s wao] dAs] 1t
ARzl Ao} 22 vt Hhdge] oo o] BEHA de AENT Ty
g g3 F Wolrdo] 109 ol ALHA ors HJady] o F ARl
Aol BT 5 33, ol o] of¥l Fof AR AT 5 e Awdio]

o (g

o, o

e B b X
Iz o
i O 2 @ i O

b Ao Bl HQI=t 20099 66v30] WA Xl 27} Sl o] Al wiE 6uf o)
7RI, 201230 A YT Age FAHo= HuTAe] JIgien, 2015d% s
3ol 2qtR frago] AT 20091 Aol 1A TRk Sl 467(85.2%) o=
T2 AL, o5 T DIaP WAl Hee WA o7y 554 32 e7ld 7
AR AL BEYE Hasigltt o] BAE T 8welA 715 Ul AEYst A7E 18 A
A 417 7 15836.6%)°1M MAs) 9 wkes Hlor, AJele] 127, 4of Bl Hande] 3
o= Bl 715 W Had 5l Al Mdds) sixjel] os) Ffol Mds) fixprh U1

DS S B
- Az BgEASH Ful 98 AolA 100) o|F FA3 A} Yottt 200 A
olF A FeHE AAE B AL A4l Mdsy WAl HFol I fefvetellAl 200 A<
A FAFH oz M) AAddol ANe ALz HHHI:
- R AR SAAR okl A els AZK2001~2007'd) Bt 11.3789] Hda] 2
]_
].

=y
Tt

¥ of rt 2
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98-8 BISHILE 012dol= FAAY F FI 7|%AIA Hek wale] Qiglom, 20154
= AFEEUREAY) B ZEIAAA AR Fao] BYH)(FUAE) 2-3d o=
uels] fago] wEElE eAel AR WNds) fBL wolw I,

zeo

7). 9]

- 1950:T) ZEle walo] A7hE ol alRxiEe] HuskE AeoAs wh

ZgQ A=
FAMH 7haske] Ao B 4= QA FAck 1988 AAIEAZTE= 200097H] A AlA Z2) e
EXE FHUAGS ggez ZEe quHES st 1 olF ZEe A=

AN

o3k S 98¥7E KAtk opd Eejeutolg s 29l o3t E2le= 199 QlkellA
pRAERe 2 Hus gl 2015300 A AACl A &2l entel 2 230] HpE Rl X,
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