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ELISA Enzyme-linked immunosorbent assay

EMEA European Medicines Evaluation Agency R = 3K AT

FDA Food and Drug Administration KEE S ESK AL
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HIV Human immunodeficiency virus b MOERET A LA
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HPV Human papillomavirus E B E—< T A LA
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SIL Squamous intraepithelial lesion - BN
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HIZHEH SNe, £0%, HPVICE L T < OEFER 0 1 L -V O BB 23T i, HPV 3
FESERESC IO, B, ILPE. REE, DEEEEORR U A VA TH D Z LB LT
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~54%DIEFIZBINT P TE L EHEI N TN D,

<) WULOKHEICEITS 3 BEE. FEEERUZTOMRRE SIEERENERELRENESR
REaron—v (XK OFH>

AENT, BEE A S UAEE R SRR (001 3R5R) ZI1XU 0 LT 2EROBERRBRICE Y., 4

P SR 22N HERR S v, 100 OE T TRIEMGE AR Z IS L T\ D (20254 4 HEL
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VIV H— RO KRR AR IES U Y

Q& %

SILGARD®™9 Aqueous Suspension for Intramuscular Injection Syringes

3) AMDHE
FA - ERNIRZ (Squamous Intraepithelial Lesion : SIL) 7>55F2% (Guard) Z &2z, AFNEL 9o
? HPV Bl A5 e Z L 25 SILGARD®) & g iz,

2. —ik4
1) 4 (fd%)
M Z ERE 9 flie b —< U A NV AKERIF T 7 F v (BEREHR)

Q) #4 (WaEK)

Recombinant Adsorbed 9-valent Human Papillomavirus Virus-Like Particle Vaccine (Yeast Origin)

3) AT L (stem)
A LR

3. BEKXXITIRHER
500~510 DT 2 7 BEERSIN S5 6, 11, 16, 18, 31, 33, 45, 52 KIN58 K& 2D L1 7-AH
BRI TIAT GBIK) 2L, OB TV ATHRDREEESLTVLP 2K L TW5,

4. DFRARULFE
S LI 7-ABEE (% HPV R OWS)  ~57kDa

5. {LP4 (MBE) XITHFHE
%Y L7en
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1) 481 - R
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@) BERME
D) AR R 5 Vs
LR L
2) 4 pH VI 5 VAR
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() ®imtE
HEE R L
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SR L

) BRIBEMREREHK
U ER R L
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7) FDMDFEHREE
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1. #ik
(1) R DX A1
EMETEHEA (L7 4V RT Y oY)
() HEI DR B UK
i TV — RO KRBT ) Y
PR WORED X, WEICHET S,

G BAMa—F
A% L720

@ HH DT
pH : 5.7~6.7

RIBEL (CEHEERICNT 50 K2

(5) T Dt
A% L7220

2. SF| DB

W) BFRRS (EERD) OEERVFMA

AFNE. 0.5mL FIZTFRROKRSTEEAT D,

%) Gal i
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E hER—vTA LA 168 L] 7o A HE T AV ARRRLA 60ug
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TWifﬁAEPD#ymx7I4F%%ﬁ 500
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- SR [ Arall U"?A (2 EA) _ 9.56mg
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4. M
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L1 ZABEBE YA NVARRRLF L LT) 28T
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FERER Sk 7= A E

6. HEDBEEHTICHITIREM
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R PRAFSRAE AERTEH PRATHIH AER
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ORI -, ®HE, = FRhFvo

PR, pH. AR, Weag D5EE,

AR ~27% - 5

TR ER 23~27C P SR 124 A I
o PEIR, pH. AEXF A1, W D se ek,

e ~20% 5

SRR 35~39C P SR 6% A HIFEN

7. RUERUBRBROREN
RN

8. fhHlEDEALL (MELEHEL)
BRI L

9. FAHiItE
A% LR
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301 4l
9~ 14 B2 [ BEFE (0 6) ] :
WA | 301 {31 16~26 Pk L il Uiz 9~14 %5
(010) | 9~14 kB4 [2 [B4EFE (0, | oo LA FVT 2 ARH 2[RI FERE D 5o % JFME K
R BR 12) 1 :301 %l OV, FFEMR. Sk ItFER
(o) | 9~14metetk [3 18R (0, 2, B
6) 1 :301%
16~26 kM [3 B4 (0,
2, 6) 1 3144
N— kB (F: 73—k A DRH 16~26 i &cMECH1T 5 9 i HPV U 7
BHEBI | U — & 2 ~DEIF T ) T 3 RO R REME, ALY
SIFE | 16~26 ik zcE - AFIEE : 7,106 DEMEREM, BiER b, “HEMR, ¥
(oo1) | ololo — &bt PR E B AR [R5
R (N, BARMNEGIE : 127 1) IR— R A 1626 MBI A&
(st | 16~26 %t « I — 2 L VBt FOGE B OB MR BR
EN) 7,109 43l 78—k B:16~26 & MEICBIT 2 2R
(N, BARNEGIEL : 127 6i) PR SR U K OV 2 ek

T OAREHRBICHN T =2y A7 H Q024 1H140) $TOF—4
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. RRICEY 5IEE

<IOBUEDBHEICHITS 3 EHEERY 9 UL 15 BREBEOBHEICH TS 2 BIEE., IMAERY
ZORIBRRE (BHERURN) /RExaron—< (BiE) OFH>
O : FHlEEE O : 2EEE —  FEmE s L TRHliox s &4

| % ﬁ
Phase PIE | 4 ;; KERT WA o DR
e[| T
s
S AH g e ELE 16~26 % BHEICIT HAA] 3 [mHEAE
(064) | 16726 mIME 1,059 7l DFNE . S FE B 022 R R
SR AA 2 529 1 ©|© |0 BRI —E S, 75k Rt
e 7R 530 PN 7B ARATIR
(EM) % it a% 2[R FR R
O~15 kB [3[EHEFE (0, 2,
FBIAH | 6) 1 : 10561 O~15 BRI DA 3 [l
(066") | 9~14 7B [2 [MIEFE (0 6) ] : | oo | Bico~1d % B NI D AH 2 [B1HE
ABR 104 5] ORI RME N N2t M, EE
(EN) | 9~14 5otk [2 B8R (0 6) ] - i, 2tk 3[R EER
105 4]
O~14 s [2 [EIHEFE (Q 6) ] :
301
O~14 kB2 EHEFE (Q 6) ] :
FBIFE | 301 41 16~26 Rtk & el L= 9~14 %5
(010") | 9~14 B4 [2 FHfE (0, | oo WA F3 U D A 2 [BIEE R O Gl S &%
ABR 12) 1 :301%) OWEEMERME, IEEM. Zhtiak IR
(M) | 9~14 k2t [3 [IEEFE (0, 2, B
6) ] 3014
16~26 me et [3 [|4EfE (0,
2, 6) 1 :3144
16~26 1% B2z : 2,520 Hi
- Bt 2 5 1 ( Heterosexual P § R
A A men/males : HM) : 1,106 3] 1,6 26 ﬂjﬁé (HE/I ?U\ MSM) ItU:
(003) B LM R A S B — | OO 12 16~26 mE eI BT D AK] 3 [H4
iR ~ . FROD S5 M J OV A,
G (Men/males who have sex with Wi ik [
men/males : MSM) : 313 {4 e XIS
Lot 2 1,101 43
S AH g e HLE 16~26 % BMEICIT HAA] 3 [mHEAE
(020) | 16720tk SO0 B DG e (R AR AT . 4 2
. AFH : 249 5] OO v me L. Sf
A Fe— s - 251 Bl { . 44‘5&\ H—F VKR, £hE
(#E51) BE G
SR P 9~15 ALK 16~26 L MEICH
(0027) | SIS Lo 4, A 3 R SR IE, 2
o 9~15 i HE 1 669 il OO0 e c
BB | 470 b RO R v MO~ EHEORT,
(HEA) " ‘ B2 b, —HEWR., s LE R
EAIIEE " e
e g 9~15 B B T F 1T D AH 3 [l
(002:20) | 9~15 B AHE : 971 61 O | O | O | DEMOEDIE, frEEbkk 0% Rt
AER | 9~15 5B - 301 4 .
M) AEAM B
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V. ARICEY SER

fl% |
Phase POE- 2| A J; AR T VA OB
P | pE |
P
N—hFA
16~26 7 At 1,242 41
B b Ao dind 16~26 LPEIC 3505 5 9 fif HPV 7 2
it e T 3 EBIROSERIE, A DR O
IR |- R CRAD 2307 6 DAV, AL —E e 5
(0017) | - &M% : 310 6l o LtiE EEE A
W | A= 31061 /\z ]//ZXT PR
S RANATEB O O O 16~26 Bitebbic it 2 i RESH R
GfEsy) | 16~26 ik etk B Pt
=k B | 14,2156 (& : 78—k A DAF| e Ny B”_ |
Q5L | A — 2 2 e~ EIF 1) o e e et % b
EP) | AL 7,106 B (5B AAA : gﬁggiigg”awm$ﬁﬁﬁ
127 431) I
H—H 37,1096 (5B AR
A : 127 i)
- 16~26 HEBYECIT B H—Z L 3
A | 16726 A 1,124 61 L T
V501-122°% | =430 2 562 O 1010 | g mppsfy. @k 7548
(ER) | 77ER : 562 B AR % i3
- 16~26 HEBYECIT B H—Z L 3
A | 16726 A 4,065 L T
V501-020* | A —4 2 12,032 Bl Ol OO . mipafl. —@mokh. 75wk
(gsh) | 77K 2,033 41 RHBR B 4 7 R

T 001 FRBR L O 002 FRER D 5L 130 [l 7&GR

H (2022414 14 ) F£T] OERIT KR
ICEENTVWD,

I V501-122 388 K& Y V501-020 3RER O RAT T — & 2 v O —ZE KGR

(2) ER R ER
WM R L

() RERIERFHER
EE R L
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V. ARICEY SER

(4) BREERIEBR

1) B¢ REEHER
OEEAFERE <001 B¢ HERIEYITREZT 4>
HAEY . (1) 16~263% DL MEIC 9 HPV U 7 F o 2B L= & & O AR T 5,
(2) ARPEORHBIZHWD 9Mli HPV UV 7 F > O HEZFT 5,

WERT A | RS TAEEAL —EHE R —F 2Lkt IR &SRR
PSE 16~26 5% DRERE 22 21 1,242 Hi
« FHAUBR R p T 16~26 ik DIELEE 72 &
«2X\%=zau—7 A | (Papanicolautest : Pap 7 A &) & —JE L2 1F 7 2 LR,
. . XL Pap 7 A FDFERNEFOALTHL Z &
7084 b
ELBHIEE| g s i COMSRT (B 2 I~4 4 ThH T L, 1
INETOMERBHT (BHEXELN) B 04054, 18U ETHD, AR
Btk 3~6 » ALLNIZHIEEI 21T ) TETH D Z &
£ZHED 9l HPV U 7 F BB I —F 2 (FHR) % 0, 2. 6 » HEFIZE 3
FFFANICEERE L, 7% A £ TEBIFLT-,
£ F UBRIDOERK
0.5 mL H1 D4 HPV L1 VLP & (ug) AAHS
6% | 1170 | 167 | 1870 | 317 | 337 | 457 | s27 | sgm | @]
KA & 20 40 40 20 20 20 20 20 20 500
TE;% 30 40 60 40 20 20 20 20 20 500
RER G E
&R 30 40 80 55 30 30 30 30 30 500
=5
(ki) 20 40 40 20 0 0 0 0 0 225
T T7NAI=TLE FrFUARRAT oA Milsi (Amorphous aluminium hydroxyphosphate
sulfate) (7/LI=v AL LQ)
I =8 ¢ 315 45
FHERE (RAD 30761
= HERE 310 45
H— T VEE - 310 Hi
s |3 [B] B H2fEt% 4 IRED HPV 6, 11, 16 KOV 18 T2 k3% GMT
B - 16~26 1K DMK A EORIH &2 M L - D H FEHSL
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V. ARICEY SER

SR

HPV 6, 11, 16 XDV 18 B F Iz LT, mHE MM HPY V7 T (KHAl)
DH—F VTR 5 GMT Ee (95%CT) X HPV6 ¢ 1.24 (1.03,1.50) . 11
0.83 (0.71,0.98) . 16T 1.25 (1.02,1.53) KON 187 1.24 (1.02,1.50) &\ ¢
Nt 95% Cl O FRENFRNCER LTEIELHEORETH D 0.5 LV REMh-722
b, FHEDO 9l HPV U 7 F 2 (KHI) @ 44fi HPV B DG ik 13 A7 — 4
KLU TIELMETH D Z EDREES L, HHED 9 HPV U 7 5 8K (ORA)

DEFERFRAER ST,

KEBRUVCH—EVIEIZE TS
7T HABEOHPY 6, 11, 16 R 18 B (%3 5 M E ikl

R FHE —— A= | OrFw (KAH) O
S e - (A<AT) o (N=310) | H—FIizxtd 2
gk | (N=312) | (0 Sy | (N=310) GMT H:
(cLIA ¥£) T P
GMT e
n|  OML p | GMT | GMD o GMT (95.06% | *xt93
(MMU/iL) (MU (MU (MMU/iL)
CI) pfE
I
HPV ORS00 5083 [186| 6731 07| 6890 [196 s542.1 1.24 <0.001
EAREN (1.03, 1.50)
)
HPVITZE 00| 5715 [186] 5496 |07 5647|196 660.6 0.83 <0.001
EAREN (0.71, 0.98)
)
HPVI6 22, o 1,874.6 |205| 2,310.9 [194] 24224 [201| 1,847.9 1.25 <0.001
EAREN (1.02, 1.53)
HPV 18 ! 1.24
. 218| 603.8 |229| 7852 [233] 788.8 [223| 6355 (1.0, 1.50) <0.001

* KT PPLEEF CIT b7,
TIEHEORAEL, GMT b CILOTRRIED 0.5 2 TRIG NI & EEHR LT,
N FERRICIEESICE D T S, 1 BILL R A 1T - 7= iBRE 3

n : fRAT R SRR 5
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V. ARICEY SER

Tt
BARBRIKPEFEE 1~15 H BIZCRO DN HEREROEIEIL, AFOKHERET
92.6% (287/310 1) . FH&E (KA #T92.4% (280/303 f41) . mHEHT
92.8% (283/305 f3i) KON —Z L VEET 90.3% (278/308 f5l) Td V| HEFERER D
HEFEGRBIRIBBUOARK TH o7, £, AEFEFLITI D Pk L-girE
X, RHERET 2RO HE (RAD BET1IHRO GNER, BIRISIZE D F
I L72E R, BRAEHO 1HlOARTH-T-, EELFERSL, (KHEHT
260, FHE (RAD) BET26], RO —Z T IVEET 1L HERD Hivizns, 1RERE
BVEMZ LD AFIE ORBEREBRAEE SN, £/, HECHILFRD LN
776
09 FUEEER I~15 BEICRESNE-AEER
91fi HPV 7 7 F o
g H—H )
A & () T &
e n (%) n (%) n (%) n (%)
B AT - - 9B $ 310 303 305 308
LD E R EELOFRE, | 287 (926) | 280  (92.4) | 283  (92.8) | 278  (90.3)
TEREALOH EFSR 273 (88.1) | 270 (89.1) | 279 (91.5) | 258  (83.8)
SN LIS DFEES | 166 (53.5) | 171 (56.4) | 156 (51.1) | 163 (52.9)
Bl St o F B 279 (90.0) | 275 (90.8) | 283 (92.8) | 268  (87.0)
TES AL O B 273 (88.1) | 270 (89.1) | 279 (91.5) | 258  (83.8)
BT LIS D Bl i 104 (335 | 93 (30.7) | 91  (29.8) | 90  (29.2)
BERHEFERROIRE 2 (0.6) 2 0.7) | 0 (00 1 0.3)
HIERRIRS DB 0 (0 | 0 (0 [0 (0 | 0 0.0)
BEHRRBITEL DHIE 2 (0.6) 1 03) | 0 (o | 0 (0.0)
Bl S s X B Rk 1 0.3) 0 (0.0 0 (0.0) 0 (0.0)
LT 0 (0 | 0 (0 [0 (00 | 0 0.0)
TIRBRE YRR L D IRBRIK & OIREBIRN & 2 L HE SN - HR
T IRBRSRE R O Ik

4) FENERL  FERS RIS A SF ISR [001 508k] (202047 A 21 HAGR, CTD2.7.6.2)
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V. ARICEY SER

QEMLARFER <001 HEE AU - RERMEY IRE2T4>Y
B (1) ARF OB MEOFAN
(2) RAIMNH— 4 v & i LT HPV 31, 33, 45, 52 % 58 U BH3# L 7= CIN 2/3, AIS,
AP S . VIN 2/3, VaIN 2/3, S O3B OE AR ERLIM TSI 2 &
DIFEE
(3) RANZ L VFEEIND HPVG, 11, 16 KO I8 TUZXT 5 GMT IZ DWW T H—H Lk
O Ll CIELME & IR

REBT A v

BIREEIES (L —HE B — & 20k R [E BRI R AR

16~26 ik DEEFE 2 ot 14,215 4
<HEERE DR >

Sk ARFIRE - 7,106 B, H—&F T EE 7,109 )
HA A& 254 ) (RAIRE « 12761, T—F VB 1270 &
FARGIEUE | I ENKGY T A X T ¢ L RIkE
B AHNNI T =2 % 0, 2, 6 # HRFIZE 3EIHRANEREL, b7 b 42 4 H
e FCIEM LT,
Bk
< FHEFHLEE >
e HPV31, 33, 45, 52 X} 58 RUICBE#E L7~ CIN2/3, AIS, FE$HkE. VIN2/3,
ValIN 2/3. #h s X3 o Ee 3 AR
FENTEIE © A MO EEAAGGRIC BT 2 E e RS O KX, U7 F Uz RO Cl o
TR 25% %252 L ThbH, HEABEIINM25%E T2, UIF o PRhROES
HLTFTh D,
TEIE = (1- (REBED A X M FAEBIE ARBEOBIENE)  (H—F T AEED
ARy NIAEGER T —H O VEEDOBIEEAE) ) X100 (%)
< E7RBIRGHEEE >
e HPV 31, 33, 45, 52 IS8 BUCEI# L=< &b 6 v H (B KBEOHE
FAIE B #PAZTN Tl » AU LLERE CRIRS Nzl 5 2 DLl EORR

RIZB T B e DB A R ER
e HPV 31, 33, 45, 52 X% 58 AUZESE L7- +ESHE. AMEM OEORB OB
ARAR

< ERREAFE MR E >

e HPV3I, 33, 45, 52 XSS AUCEHE L7272 &6 12 » A (B KBEOFE
FPHIXE N E £l » AUW) L EBEN CTEE S V2T 5 2 DL EORIK
\ZH 1T D FRgtik g D3 A3

e HPV 31, 33, 45, 52 X% 58 B ZBEE# U 7= 1 SHE AE MR K OV -1 SHER AR TR TR
JRDFAER

e HPV 31, 33, 45, 52 X% 58 BZRHHE L7 Pap 7 A N DFRAZ [ASC-
US (&Y 27 B HPV ISxF LCRE) LA
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V. ARICEY SER

BRIEEE

S IAE

< FHEFHLEE >
3 Bl HBEFES 4 WO HPV 6, 11, 16 KON 18 Y2514 %5 GMT

fEATENE - HPV 6. 11, 16 KN 18 Hld GMT I231T 2 IELPED FEHEIL GMT e (KA
H—H V) 95%CI O FIRIEN>0.67 TH B & EFR I NI,

< FEREIRGHGEE >

e HPV6, 11, 16 XN 18BIZENEh D 3 [v] B #Efi% 4 HEFOHLKGHRSR
HPV3I, 33, 45, 52 KLONS8HZ N 3 [a] B Bffth 4 lEFO FURGHR=R
o 3 [HIHEEME 4 BIKFO HPV 31, 33, 45, 52 XN 58 BIDIiE GMT

PUARBHR &2, U7 F o 3 B H M 4 8RS Tl iiduiqm 232 mE s & Bkl 264
5L EERT D, cLIA MIEHUAM S Z & OFUAMGO N » P A 7EU ETHDZ L&
Bt L BT D,

zaett

o KR LEF. EHEEOAEFERSR, EHEMUAOEERESR (U7 F 2 AGEC
X i)

HELAHEHER

o IERBEEHES L ORI SRS

FEMT 6T B

Bk

B D FEfENTIZ, PPE £ TIT o7, AMEDORHMEIL 7 » ARFORELDHZ D
Fhi iz, ARBEO 7 v —7 v MO RAlL 3 Ak 43 » B, &KHE
X3 EEFE% 67 v H Th o 7o,

PPE 4£[H] : HIMEDOFAMGICEEE 5 2 5 X O 7RG ) D O EE /2823 72 < |
3EIOU 7 F UL 1 FUNICTRTRUT, %253 % HPV ALK LT Day 1 CliLiEHt
RS ENED D Day 1 725 Month 7 £ T PCR [t %= L 7= iR

e

SR RO AL, PPLERM TIT- 72,

PPI ££[H : S FMEOFMIC B E 5 2 5 X 0 IR ERHEE ) b O EE R 72
<. #%%¥ 5% HPV RUZKE LT Day 1 THUIEHUASUGRENED D Day 1 235 Month 7 £ T
PCREEMETH Y, 3BODOTU 7 F B E ) e R AUl T, 3 BIEEFE% O MiE R IR 23 6
Y72 R RS HS B LIRS

T2
BEMEOBERNL, 1BBRU 7 F % 1 B EEREL, »hOoBMHET —¥2HT
D RWERE RN,

LEES

B0 -

<FE - BIK - REAFHEEE > (PPE fi#hT)

o FEFMMEA THILIEEMNICEIT D HPV 31, 33, 45, 52 KOV58 AR L
72 CIN 2/3, AIS, B, VIN2/3, VaIN 2/3, #hfafE T o E A5 4
RIZHT DHARFN O TR FIL 96.7% (95% CI: 80.9,99.8) ThH 7=,

o RIKFHMIERB T& 5 HPV 31, 33, 45, 52 LS8 ANCE#E L7- 6 » H UL kT
T D EHG R YR 5 PRI EIE 96.0% (95%CL: 94.4, 97.2) . 7' L— K1
PLEDFESHER, ShE K OB OIRZE I 5 PR HIE 97.1% (95%CIL: 91.8,
99.2) Tdh -7,
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V. ARICEY SER

e HPV 31, 33, 45, 52 KOV S8 BUCREHE L7~ T3 MlTE B iX, LLTO@Y Th

>77,
HPV 31, 33. 45, 52 R U\ 58 BT B FRHxhRED
(001 8% : &% M. PPE fi##7T)
AH H—=E
o % # o % #l ,«
A B\ E| o® | B A & %%jﬁ c1(>%)
# | i A % | m A ’
| & A | A
HPV 31, 33, 45, 52 KUY 58 AP
CIN1/2/3. AIS. VIN1/2/3. -
7N = N .
Y?INI/ZB‘ iFREa| 6,016 | 3 | 19,002.1 | 6,017 | 103 | 18,886.8 (91.8,99.2)
VH—Y
CIN 2/3, AIS, & SH#, 96.7
VIN 2/3, VaIN 2/3, #b&| 6,016 | 1 | 19,005.1 | 6,017 | 30 | 18,976.6 (30.9 '99 8)
R 7
96.3
CIN 2/3 X% AIS 5948 | 1 | 17,407.0 | 5,943 | 27 | 17.427.2 (79.5.99.8)
95.6
CIN2 5948 | 1 | 17,407.0 | 5,943 | 23 | 17,430.9 (763.99.8)
100.0
CIN3 5,948 | 0 | 17,407.0 | 5,943 | 5 | 17,438.1 (0.2, 100.0)
98.6
CIN 1 5048 | 1 | 17.407.0 [5943| 69 | 173906 | (o, 4,99.9)
VIN 1/2/3. ValN 1/2/3 93.8
RS 6,009 | 1 | 18,975.6 | 6,012 | 16 | 18,972.6 (61.5.99.7)
100.0
. )
VIN 2/31 1% VaIN 2/3 | 6,009 | 0 | 18976.0 | 6,012 | 3 | 18,988.0 (-71.5,100.0)
S TR S 96.0
6 5 5L L) 5,939 | 35 | 16,561.4 | 5,953 | 810 | 15,451.6 (94.4,972)
S TR 96.3
(12 % A SLE) 5,939 | 21 | 16,580.5 | 5,953 | 544 | 15,761.9 (94.4,97.7)
Pap 7 A kB 92.6
[ASC-US (VU =27 %l 5881 | 35 | 16423.2 | 5,882 | 462 | 15,999.7 (89.7 94 8)
HPV iZxf LT LLE] o
. . 97.2
TE G A R S 6,012 | 6 | 17,983.9 | 6,014 | 208 | 17,766.2 (93.9,98.8)
e s 87.5
B RE KR VA VLRE EHR S
T SRR EMS | 6,012 | 4 | 17,977.8 | 6,014 | 32 | 17,979.2 (65.7.96.0)

D) PR = (- KEBEDA N NIAEGN KRBHEOBENAE) / (H—F
FEDA X2 NRERE T —2 I NVFEOBERNE) ) X100 (%)
1 VIN2/3 D313 o T2,

§ LEEP X i [ #fELIpR

o HAAEMIZHITS HPV3L, 33, 45, 52 MO 58 B BE5E L 7= CIN2/3, AIS.
FESEE. VIN 2/3, ValN 2/3, SR )O3 O\ SR ARBUT, AR
0/115 %, T—H B 0117 BITH -7,

o AARANEMIZEITS HPV 31, 33, 45, 52 HONS8ANCEE L7 6 » HUL Eod
FrGe G DR LB L, ARBIRE - 2/112 6], H—F 2 8E : 18/117 65 [ TBG%h
5.89.2% (95%CI:552,98.2) 1 . 12 % A LA EOFRGRG DR AEFIEIL, A
BE 211261, W —Z 2 VBE 14117 1] [T BH%hR 85.9% (95%Cl: 45.7,97.7) ]

ThHoT,
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V. ARICEY SER

o AARANEMIZEITS HPV 31, 33, 45, 52 KROS5 A CR L7/ L— KR 1 L4
O ESEER, SME K OWE OIRE ORI, AFIRE : 0/115 1] (BIERNLE
376.6) . H—H IIVEE 2117 5] (BIEEAAE 0 384.6) (WTFHRHIKZ L—KY)
Thoi,

§CINI1, REaVr—<, VINL, ValN1

& AR OBRESUIIRITTRROBEY Th D,
bt r—<=T A Z6, 11, 16, 18, 31, 33, 45, 52 O 58 B Dk L K4~ 5 LA
TOEEDOTS
OF =Sl (R LB ONREE) KO ORIEYRZE (FESass L NIES (CIN) 1,
2 N3 A ONT RN (ATS) )
O#ME ERAIEE (VIN) 1, 2 RO 3 W ONCIE B NIESS (VaIN) 1, 2 KO3
O (R B KOVEORIBNEZE (ALM EENEE (AIN) 1, 2 XTV3)

OfFEarvu—

< ZOMOFHEEH : 4 ffi HPV A (HPV 6, 11, 16 OV 18 ) (ZRE:E L 7= A %hit >

(PPE fi#4T)

o SHEMICEITDH HPV 6, 11, 16 KON 18 R BE L7~ CIN 1/2/3, AIS. FH%H
JE. VIN 1/2/3 L O VaIN 1/2/3, #hafE, B, REa v vo—~ Tk
YeDIEARIIARFIE R OH — & NV FEITE ) - T2,

HPV 6. 11, 16 R Uf 18 BY[CRHE L - ATERAEB R T HREEOFKEFEED

(&£ MRS
AHI H—H v
% I Bl % B o| % Bl %
FHmE A L £ £ A B £ e
# il A = # | #l A %
e e 4 B K 4

001 #Br : M

CIN 1/2/3, AIS. = SEE . VIN
12/3, VaIN 1/2/3, #Méfs, 12| 5,883 6 |18,582.5| 0.0 [5898| 7 |18,631.7| 0.0
B, dREa V-~

Rl (6 » HLL L) 5,812 | 59 |16,187.1| 0.4 |5.830| 80 |16,151.4| 0.5

H2) 100 NEDHT- 0 OFRERERT,

o HARMNERIZHITS HPVG6, 11, 16 KT 18 BICEE L7 CIN1/2/3, AIS, 1
ESUE, VIN 1/2/3 ROVaIN 1/2/3, S, B, REarYn—<oRE
BIBUIAKIRE : 0/114 451, T —H VB 0/116 B, FRgeL DR AEBIEL (6 %
HULE) 130 RFIFE 21111, T—2 L VEE 0116 Bl Th > 7=,

I AANOBRE I FIL FReo@Y Th D,
bt hRER—=T AL 6, 11, 16, 18, 31, 33, 45, 52 J ¥ 58 B D&Y ZHL K+ % LU
TOEEDOTS
OF =5 (R¥ELEmE O MOZORTENE (=585 FRAESE (CIN) 1,
2 KO3 ONT BRI RS (AIS) )
O4h e B AEE: (VIN) 1, 2 R O3 W ONC I ERNEEE (VaIN) 1, 2 RT3
O (R B KOVEORIBNEZE (RLM EENEE (AIN) 1, 2 XTV3)

OREarvo—<
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V. ARICEY SER

LEES

SR

< FEEFHIEHE > (PPIf#HT)

o AAI3MIEBEFE 1 » AR D HPV 6, 11, 16 XN 18 B DA GMT IZH — & L
WL CIELETH - 72,

e HARAEHIZBWTHRBOERTH T,

e HPV6, 11, 16 KON 18D GMT IIAHF & H—F 2 Tha< Eb 42 5 A,
FIRRECTH -7,

& HPVE (HPV 6, 11, 16 RN 18 &) @ GMT DEEEL (Month 7)
FEBEH—FVILBEOLE (2EARVBAANEHRHE *

Al A=
HIE i GMT
(cLIA) GMT GMT (95% CI) *
n (mMU/mL) n (mMU/mL)
001 3Bk : 24
N = 6,792 N =6,795
HPV 6 BUFTIR 3,993 893.1 3,975 875.2 1.02 (0.99, 1.06)
HPV 11 2k 3,995 666.3 3,982 830.0 0.80 (0.77,0.83)
HPV 16 TR 4,032 3,131.1 4,062 3,156.6 0.99 (0.96,1.03)
HPV 18 BHi{Ak 4,539 804.6 4,541 678.7 1.19 (1.14,1.23)
001 5Bk : A A AR
N =127 N=127
HPV 6 #fi{k 93 839.7 100 621.2 1.35 (1.04,1.75)
HPV 11 2k 93 611.1 100 607.3 1.01 (0.80,1.27)
HPV 16 2R 96 2,672.7 103 2,223.4 1.20 (0.96,1.51)
HPV 18 BHi{Ak 99 688.7 109 471.9 146 (1.11,1.93)

* ARMEHTIX PPLAEMI T Tz,

+ AR TTILIELTED FEUEIT GMT L 95%CI O FIREA>0.67 TH D L EF L. 41
FTARTIIKR LTSN RSN, BARANERICKH T 2 HGEHIREILEZ LT
o,

N: D2 &b | EIARFI OB % 52 o R E 5L

n: UHAENTICE G LR ik

<EIREHIEH > (PPI fi#4T)

o AHI3EIHEEM 1 » HE D% HPV AL GMT X245 & B AR AL CRIRE
Thotz, Fi-. KA 3 EHEERE 1 5 H#E O HPV R OHUAGHRRTY (34
M2 T 99.6%~100%DHiFH CTH 0 . A ARNEM TILT X To HPV Al
DUNT 100% T > 77,

1 3) PUAGERER T, & HPV B> VLP FRBAOHUAN, WIEHEFERTIZREME D D HEFR% (SRR
LI o T WREEEE OB A &R T b O T, HPV Yk 5 PRI R 2 /R e fis o
A TIH ARV, 2B, & HPVE D VLP B RAYHAIT cLIA IETRIE LT,
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V. ARICEY SER

LEES

% HPV E10D GNT (001 3ER) *
SR (N =6,792) HANER (N=127)
R GMT (95%CI) L | GMT (95%CD
mMU/mL mMU/mL
893.1 839.7
I
MPVORmM | 3993 | gnizois) | B | (6963, 1012.7)
666.3 611.1
1
HPVILRAUE ] 3995 | (649668340 | 2 | (516.4,723.3)
3,131.1 2,672.7
781 ’ ’
HPVIOTRAME | 4032 | (3057 1.32069) | 20 | (22696, 3,147.3)
804.6 688.7
1
HPVISTEAE ) 4539 1 gga78070) | 2] (5633, 842.0)
658.4 672.3
]
HPVSIRRM | 4466 | (6367,6809) | '0*]  (5524,8182)
415.9 398.3
]
HPV 33 500k | 4,702 (405.6, 426.4) 109 (344.8, 460.2)
252.8 258.5
7l
HPV4sRfifE | 4,792 (2462,259.6) || (2248,2973)
379.7 306.3
]
HPVS2IERME | 4455 1 (371638800 | % | (267.5.350.7)
482.5 459.6
]
HPV S8 FLfE | 4,486 (469.9,495.3) % (399.9, 528.3)

* KfRHTIZ PPIEER TiT b=,
N: D7 &b 1 BIARF OB %25 I 98RE 5
n o SEERATICRE R U7 R 4k

HPV 6, 11, 16, 18, 31, 33, 45, 52 RO 58 Mo fiEHusitioo b~ A 7EIZZhEh.,
30, 16, 20, 24, 10, 8, 8, 8 X' 8mMU/mL & L7z,
T2

TESFERAL OB SGIE, KRR 5 AR
B, ER2DHOITENE 6,356 il (89.9%)
B (34.0%) . % 9 FERE 388 51l (5.5%) .
Hiifn 69 5 (10%) Thole, £7-.

. JERR 2,830 1 (40.0%) .

H—F VR 5 AR

7,071 il 6,414 Bl (90.7%) 2R
HLEE 2,407
P 137 1 (1.9%) . BE9&E 90 f31] (1.3%) .
7,078 571 6,012

1 (84.9%) 1238 B AL, 72 b DITIESE 5,910 1] (83.5%) | JEAR 2,035 1] (28.8%) .

ALEE 1,810 5] (25.6%) . & 9 FERE 282 5] (4.0%)
oto EMEORIS ST, AFEEFE 15 BRI 7,071 F19 2,090 1] (29.6%) |

WLV, ELOIFEER 1,033 # (14.6%) . ZEA 357 1] (5.0%) .
WIJ (4.4%) . FEWED E W 211 B (3.0%) . 57 166 B (2.3%) .

WHiM 134 1] (1.9%) TH

-
—

L 312
T 87 151

(1.2%) . BREnREE R 73641 (1.0%) . P 69 % (1.0%) Toh ol
HARNZEBWTIE, ESEAL OIS, AFIEERE% 5 B RIS 127 #4104 41

IZED HIL, Ee D OISR 104 5] (81.9%)
Z PR 12 61 (9.4%) . i 561 (3.9%)
L HEME 26 (1.6%) Thot-, £z,

(81.9%)
ALBE 51 1) (40 2%)
(3.1%) . B 2l (1.6%)
“//VP;@?&S EIF'EJ 127 #9101 %1 (79.5%)
%1 (78.7%) . BEMR 53 B (41.7%) . FLEE 48 5] (37.8%)
B 4 (3.1%) AP 3 B (2.4%)
PED RIS AFHEFE% 15 BRI 127 B9 15 61 (11.8%)
HOTEER S B (3.9%) . FEEA4H] (3.1%) . EL3H] (2.4%) Thol,

LF BRI 14 41 (11.0%)

. JEAR 5761 (44.9%) .
. JERE 4 41
H—H
IZERD B, ERH DA 100

N

WHI 2 B (1.6%) THotm, &
RO B, Ee
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V. ARICEY SER

il R

ERARVBERAKHICETH5HEERDEN
(BREREEER 1~1588)
(001 FER : AZNMEH TRXET 1)

AL H AN
AFH H—F v AH =K
n % n % n % n %
BEREAT o TR E K 7,071 7,078 127 127

LA EoFEERESORE | 6,641 (939) | 6,420 (90.7) | 108 (85.0) | 103  (81.1)

WL OF EFESR 6,427 (909) | 6,024 (851) | 104 (81.9) | 101 (79.5

)
)
FEFRINI LIS OAE RS 3,953 (559) | 3,886 (549) | 41 (323) | 38 (29.9)
)
)
)

Bl S i * DI B 6,521 (922) | 6,201 (87.6) | 106 (83.5) | 102 (80.3)
TESERAL O BIF 6,426 (90.9) | 6,024 (85.1) | 104 (81.9) | 101 (79.5)
HEFERAL LA ORI S 2,090 (29.6) | 1,928 (273) | 15  (11.8) | 8  (63)

HBERHEFERROIRE 25 (04) 18 02) 1 08) | 2 (1.6)

HIERRIRS DB 2 0.0) 1 00) | 0 00 | 0 (00

st 1 (0.0) 1 (0.0) 0 00) | 0 (0.0)

BERRICEL LR 7 0.1) 3 (0.0) 0 00) | 0 (0.0)

BIRSC & 5 Hk 5 0.1) 3 00) | 0 00 | 0 (00

* Determined by the investigator to be related to the vaccine.

T OARKIEE (BRRE) RO —FZ R (BRIIFELT) OWFIUTIEN TG KRG
ME STz,

i Study medication withdrawn.

ERARVBERAKHICE T 2HEERDEN
(BRBRERER | RE~HBRETET
(001 EXB% - AHUEH TR 2T 1)

AR H A N
AFH =K AFH =K
n % n % n % n %

BEREAT > - R E S 7,071 7,078 127 127
HERAEERORLL 233 (33) | 184 (26) | 10 (79 | 11 (87
HERRIRS*DOFEL 4 0.1) 3 00 | 0 (00 | 0 (00
AN 6 (0.1) 5 (01) | o (00 | 0 (0.0
HEHRLBIZEL D9 8 0.1) 5 0.1) | 0 (0 | 0 (0.0
Bl S ie X B Rk 5 (0.1) 3 0.0 | 0 (00 | 0 (0.0
BELEEFRICL I 3 (0.0) 2 00 | 0 (00 | 0 (00
EERRIRSIZ L D HIE 1 (0.0) 0 0.0 | 0 (00 | 0 (0.0

+ BT (WY hAT7H) 20144E3H 10H

* Determined by the investigator to be related to the vaccine.

§ BEMOILTIIAFIRET 6 ] (AR, ZdFi, MikERDMES 2 v 27 - BuiE
PE a7 SERFE, QMEY NERMERILE - BRI, SPERTE BEERME B
FLED)  H—=FIOVEETIE S B RREIRG . BIERIE T, SHMERDFF BRI, M
B 161 25380 5 7zhy, W BRI L ORRBRIZEGE SN,

|| Study medication withdrawn.

4) FENERL  FERSSRI% I DA SFIAEEER [001 388k] (202047 A 21 HAGR, CTD2.7.6.2)
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V. ARICEY SER

<G St D FFfGEE >

16~26 i DLEMETIX A 72 < & b SEDOHURSUL DFFGEMEN R STz 9,3 [Bl4EFE: 5 4D HPV6,

11, 16, 18, 31, 33, 45, 52 KON 58 AU kb 4~ B HURBHERD 13 78~100%DHiFH ThH - 7=, R

KT £ TH HPV UK 2 FUABUS T BAMR 72 < TN T O E IZ B W CTHEMEILFRHE L7z (&

K3 [ElEEfE% 67 » A £ T, 43 5 A) .

) BURBGE=RIE, % HPV B> VLP R BEHUIRDGNE T b o T s OFIA 2 /~r 9 5 O T, HPV Y%

T2 THINRZ R TR OFIG TIER\, 228, % HPV Bl VLP FRRAFUAIT cLIA WL CHIE LT,

5) Guevara A, et al. Vaccine. 2017; 35 (37): 5050-5057.

QiEsF MAAKER (021 HER)

TSRO EGE

16~26 WD etk (1,782 1) Z 515 & L= 001 sRBR D 7 + 1 —7 v 73BTk, PPE £ M1 B\ T,
3 [EBERERL 7.6 45 (FRE444) FTUYZFUICEEND HPV BRI 32 CIN2/3 DA TR
O LI T,

@B EMAERER (002 :KXE&) ©
9~26 D LM 2,405 5] (9~15 DL 1,935 B, 16~26 D - 470 1) KON 9~15m% D%
1 669 i 25tk & LI=iRBR 21T - 7=,

RERM

FANIHE Lo IS ARRIBERE 2 3B & b2 0), 6 # AREE 7 5 H RO KO MR FRNIHLE

L7 RWEZ 72 U, TRBREM R EE D OB\ K@M N 72 <, £72#4T 5% HPV BUIR LT,

PIEEFE AT ARREY, (MIGROGEENE) TH Y & HIZ 16~26 %D LI OV T YIBIHEFERT N 5

3MIBEERD 1 5 H#% (7 5 HE) (2720 PCR EVEDIRIE 2 HERF L7248 (PP £ % %4

& LT, SR 2 Bl L7z,

O~15 D LME (648 ) . 9~15EDFHME (669 f51]) J Y 16~26 iDL (470 ) Zxf& & LT

AFID HPV6, 11, 16, 18, 31, 33, 45, 52 KON 58 U xbd~ B HuiR i & 7l L 7=, Al 3 [5] H

PR 1 o H 0% HPV BLOHURBGERR™ 1% 9~15 sk D ot e OB Tl 99.8~100%D#ilH T 16

~26 1% Tl 99.5~100%DHFFHTH YV . TXTORT, 9~15 FD Lot T B D GMT 28 16~26

D LMD GMT % E[E - 7=,

) PURBEREIX, £ HPV B> VLP FRERAPTARD . FIEMERERTIC BEPED O B BT & 7o o T ey
OEIGZ7RTHOT, HPV BRI 2 THZR 2 /R 3R OFIE TiX2vy, 7B, & HPV Ho
VLP $BEOFUAIT cLIA ¥ THIE L7z,

6) Van Damme P, et al. Pediatrics. 2015; 136(1): ¢28-39.

GENE MR (008 HER) 7
9~ 15 £ A A A LCHE 100 512514 & L= EIEME AL, JEE BRI 21T - 7,

(1) RERM%

AN E L7 NICARIBEREZ 3Bl & b 321, 6 » HBEE 7 5 HEEOREEO RS FRI B E
L7 RWEZ - U, TRBREM R EE D OB\ K@M N 72 <, £72#4T 5% HPV BUIR LT,
%ﬂlﬁl&@ﬁm:ﬂem@ﬁ% (M iE SOGkENE) Th o7 95k#E (PP #£MZx5 L LT, 52 ik
L7,

9~15 %D HA Nt 100 B2 xh 5 & U-CAAI 3 [BIH B 1 4 At HPVG6, 11, 16, 18, 31, 33,
45, 52 U8 58 BT et B HUARS 2 3 5i L. 001 3B A AR NERIC T A% 3 [ B 1 »
H#% OPURROE & el Uiz, 9~15 %D HARANZHED GMT 1X, TXTORIT 16~26 %D B RN
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V. ARICEY SER

PE (001 3BR) @ GMT % klalo7-, £z, AHFI 3 [E HEERE 1 5 A % OPURBGIEED 133 Tl

T 100%TH o7,

1) PUABRAERIT, 4 HPV B oD VLP FREAHURD . WIEHEFERTIZBRPED & BEFE 4 (TR IE & 70 o To R pefli
DOEEGZERTHOT, HPV BRI T 5 TR 2 R T RS 0BG Tidkwy, 728, & HPV o
VLP £ B AFUAIT cLIA 1 CHIE L=,

(2) RERLOEGE
9~15 D HAR AN LM I VT D508 KIS E AR AR 30 » A £ TRO LI TWVWD,

Q) &t
FESRRAL ORI, AKIBEFRE% 5 B 100 BIH 95 6 (95.0%) IZF2H HAL, £ OITENE
93 i (93.0%) . NEAR 42 5] (42.0%) . HKLBE 33§l (33.0%) . % 9 FEE 461 (4.0%) . Hiim 3 4
(3.0%) . BUE 3B (3.0%) Tholz, 7o, EHMEORISUGT, AFIEEFE% 15 BRI 100 #H
14 651 (14.0%) 38D Hav, FE22 b DITFE3 ] (3.0%) . B8 2 61 (2.0%) . Fl 2 61 (2.0%) .
RS 2 61 (2.0%) . M 261 (2.0%) Toho7z,

7) Iwata S, et al. Jpn J Infect Dis. 2017; 70(4): 368-373.

®EsEMAERER (002-20 5X5R)
(1) FEshROFHRMEY
O~15 D&M (872 1) KN 9~15 %D B (261 H1]) Zkf5L Lz 002 iR 7 0 —7 v 7
AERTIX, PPEEMIZIHWT, 3 [BIEEFER 11.0 4 (FFRE 10.0 ) EFTEMETIEV 7 FUICEE
b HPV AL B 2 = S, CIN2/3, AIS, VIN2/3, VaIN2/3 K OVREa >y vVn—~<ORAE
BOLNT, BHETIRHT 7 FcE £ 5 HPV B E 4% PIN, [&Z /2 /1P E P &L O
REarvan—~vOREITRD Lo T,

8) Restrepo J, et al. Pediatrics.2023; 152(4): €2022060993.

(2) REREOEGE

O~ 15K DMK N 9~15 5% D T TIL, 10 FOFULSIL DO FfgetE NS s iz, 3 [BlEEREZ 10 0

HPV 6, 11, 16, 18, 31, 33, 45, 52 K O® 58 BT 59~ 2 HUARBGIER™ 13 81~98% D #iH T - 7=,

) PURBEIESRIT, 45 HPV B> VLP B EAHURD G Tdh - 7o g OB & 28T H O T, HPV Y&
T 5 PRI R A R TP E OFIE TIER W, 728, 4 HPV B VLP FREMFIARIL cLIA 3 THIE LT,

@iy EIMMEHER (006 3XE&) ¥

WENCH— VR LTz 12~26 i Dot 924 6] CRAIRE - 618 51, T — & LR 306 ) %
RG Ll LInEAL T 7 B AR —EHERRBRZ T o712, T —F L IVOREER S ARE| O FIE
B COMMITK 12~36 » A ThH -7,

RERMYE

FRANCHE Lo I PNICARI L 3B & 32T, 6 » AReE 7 0 HIRFORKBEDO MRS FATHE

U7o A7 U, IRBRFEMFHEE D D O ERAREME N 720> 7ol (Modified PPI) 4EFA % %f

Grl LT, SIEEMEAERIE Uiz, AH &2 St G LM o 3 M H R 1 5 H % O HPV6,

11, 16, 18, 31, 33, 45, 52 KON S8 AU KT D HUIRIERE™ 1% 98.3~100%D#iFA T > 7=,

) BURBGE=RIE, % HPV B> VLP R BEHUIRDGNE T b o T s OFIA 2 /~r 9 O T, HPV Y%

T2 TR & R TR OFIG TIXR, 7238, %4 HPV LD VLP FREAHTIRIE cLIA WETRIE L7z,

9) Garland SM, et al. Vaccine. 2015; 33(48): 6855-6864.
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V. ARICEY SER

®E M MAHFHER <064 52> 7

HA : (1) HPV 6. 11, 16 X% 18 T IZ BAEE U 7= T P9 M85

DOFEHeYGL, W ONZ HPV 31, 33, 45,

52, XUE 58 BUCBHE L ATFIPESHR O R R O EARAEREZN TR T S E 5
Z & OfEEE

(2) AANT X 0 FHE N D HURBE OFEAT

(3) ARAN DL RN L OBEMEDFHI

BT VA | BB EAC —EER T 7 & AR i 3 R A TRE R
16~26 1D HANFBME 1,059
PIE <HERE DR >
AFIRE - 52900, 77 BREE : 530 4
- [FEBUSREOFERDY . 16 LA 26 2L T O H AN B
JERZ KB L DT L AR D BHAFEZHI AT AE LT 7 A L A DNA 23R
HEND Z &0, IRBRIRIEROEIUZ 5 T B Bt O KBinT 48 IEfH
X, PEVEE) (BB SUINLFA~ DR AR OSSR & s OB/ L2 & 1) 2%
HZLICRIELRE
TR IEUE |a) HM R« Ltk & O MR W AT 5 B O BT, HMANFER T EDM
VD LM N— F =Nl 1~5 N THhHHE
b) MSM #¢BR#E : YR E B AN B E R E2ITI BHETHL Z L 20D, B
&HWA%ALkaﬁAéhk%Q%%ﬁok_&m%é\Eb<iL£1
FELNIZEWE A =T Ny 7 R EiTo 2 ENH Y | fHANKRER TiRE DM
R DB R N/ S— N T — DN 0~5 N ThHE =
AFNNT T 7 /AR (ABBEER) %0, 2. 6 » HFRFICEN 3 I8
064 FRERIT~N— 2B M CEERBR D720 . AR OKRIHE— G2 FAGR SRS T
BRIk THEITHCTh D, N—RRBRITA RS MUK VR TR ET LR CH Y . HoMD
FEFME E L ORIKEEIIEE O A X2 MERZENEN 17 U LR bR TF
D EERAT 24T - 72,
M) Hahtk -
< FHEFHHEHE >
< 2 AL E e U7 KEEDORIKIZISIT 2 HPV 6, 11, 16 XX 18 AL ZBE#H % 6
A UL O TP PEERE O R g
<EIRFHE E >
2 [BIBL B U 7= SRBE O MIRIZISIT 5 HPV 31, 33, 45, 52 X% 58 |z B
= AT 8 H % 6 % A LA ORI PEZRES O R G
FHIMEOFEROFEIKFTEEIZRE L, HPV 6, 11, 16 X% 18 Bl ONC Hmw133
45, 52 3% S8 AU B U 7= AL FAMESR SR D ERFpeIY T, LFOWT NN R L 7=
EFe Lz,
<6 » AU RN T (Bl LTAH V> b AHBRE OBMIKE B OKERRIL 4 »
H&#é)ﬁﬁéﬂt@ﬁ#ézﬁuim%h(%%h@ﬁﬁ%@i%n%n+lwﬂ
DIN) ORLFIPEZRR DO A T 728 U T EBRBREIZB W T, %49 54 HPV 5 PCR #
E@%%ﬁ\w#hﬁﬁumw@®1ouk®i@Lm% xt LBt L 7oz
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V. ARICEY SER

A E H

i

EEEZAROAREICLVRE L Yr—~ PIN, BE, LM XIIERORE &K
SholE UAERKERE A OBEZEY) A @ Thinsection PCR Ti%44 54 HPV RN HH &
. FIZZE O HPV BIEE B Z R LI AEROERTUIE S O KPR CRBEFRIZ L &
T) IR ENIZRIEIZB N T, EREFL HPV o 1 DLl Eo@E s ot L
PCR Gt & 7272

FENTRTIE : U2 FUHZE (VE) B 0%EBR 5 LW S EFHIZ-DV T, Chan and Bohidar

(1998) 12 & B “TEARICHES < IEREEE AW T VE O 95%IEHEX K OGLBED p
8% 3 U7z, A0 0 8 M OBIARGE OB E IS5 5 RO A B AKUEM F11] 0.025 %
B0 X 5 BEEFEE AWV CEH - FEOBMROMREZHIE Lz (EEG M ORI
W AEKME 0=0.025) , AMED BEGRBRGE S LG O A, H IO BIRAG
ERET D2 L L Uiz, ARMEDFE R ORI 27 S A IX, W
18] 95% CI ® TR 0% % LA Z & & LT,

< FERPRRWFHEEE >

«HPV 6. 11, 16, 18. 31, 33, 45, 52 X% 58 T \Z BEIHE9~ 2 LY MERR I O Fifor e e
HPV 6. 11, 16, 18, 31, 33, 45, 52 XX S8 HrLFEa Yo —~,
7 L— K 1L E®PIN (PIN1/2/3) XIXfa2, ILMEE, 2RO

(2) RERM

<REIRFHIEE >

cBHRERE 1 A% (Month7) @ HPV 6, 11, 16, 18, 31, 33. 45, 52 K587
D cLIA 1235 < A i i Hrism

cHREERE 1 » H% (Month7) @ HPV 6, 11, 16, 18, 31, 33, 45, 52 KX 587
@ cLIA (235 < K PURG R G

fRNTELHE

GMT OH#EE : Pt HPV PR 2 B RRHEEH U, FEE R O 95%Cl % t /0 & VTR
B, W25 LT GMT MO8 95%CT AR = L IcHH L=,

PR EE SR OHETE « B 1 » A% (Month7) |ZE-A1 AT RE 72 MBS HUAAN O fs 573 B
LU b L 7e o o BRE OEIE 23R U, PUKBEESR O S HEE MK Y 95%Cl Z BafifE = & 12
HHL,

Q) &&H

CRBERE L HEND 5 HEHE COERNCHE LT O ESES R4
BE, MEAE., ROVEN &) . IR0 A

- BERE T A AND 15 B H £ TOESHIAILSOF EHS
3MEEEE®%Z 6 » HEE COEERAEFS

< IRERIA T OB L OVEE e EIEH
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V. ARICEY SER

1) BHxE
BHRWED EMENTIX, PPE £ TIT o 72, BZWHEOFHIIX Month 7 D KEED 4 1)
B EHE ST,

PPE 4£[H] : HEOFAMICEE % 5- 2 5 & 5 ZRIGBRFESRHE E2 S O@PLnN 72 < 3ED
U7 F oA EUPNICT TR, PCRAERO KN/ L, %% 95 HPV ALK L
T Day 1 CHLIEHURSGFEYED D Day 1 2> 5 Month 7 % T PCR f&ME % 77 L 7 #idRE

(2) RERME
SR MO EfENTIZ. PPI4ERICTIT - 72,

fiRHT o 52

PPI4ER : FRNCHE L7 WIS ARKEERE A 3B & H 51T, Month6 & Month 7 O 3%
ORIFESERNCHE L7 LR 72 L, IBBREMFEE S O EKRARBA R, £z
MY A% HPV BUCK LT, WIEHERATNCRERY: (MGG TH Y. YEkEE
i % Month 7 12472 Y PCR 2 DIRRE 2 MERF L 7ot

Q) &£t
All Participants as Treated (APaT) [ Zxf4t L L7z,
APaT [ : BRI A 1 [BILL 32T, WRPORENT — 4 B LN Tok

(1) A#hitE (PPE fi##47)

<FEE - BIK - BRIV EE >

c FEFHMEER TH D HPV 6, 11, 16 KON 18 BB U 7= ILFMEERE O Fift e

(6 # ALLE) 1Tk T BARFNOTHH2h 1L 89.3% (95% CI: 55.4,98.2, p<0.001)

ThHoT,

- BIRFHIIE H Td % HPV 31, 33, 45, 52 KO 58 BUZ B U 7 JLF A5 O F¢
feRedy (6 » HELE) (2R3 2 KK DT RI1E 63.5% (95% CI: 2.7, 86.0, p =

it e 0.023) Th-oT-,

- PERAIEHMITE H TH 5 HPV 6, 11, 16, 18, 31, 33, 45, 52 OV 58 U |CE L 7=
FLPIPEERES ORRGERYE (6 » ALLLE) (234 2 ARF O FBARhEIL 74.3% (95% CI:
445,893) T ol £, REaPu—~, PINI2A3 XT3, ILMEME, &
R DI % D AFN DT BRI RIE 83.6% (95%Cl:-22.2,99.3) T, FAFEIILE
arVu—<NAKFEET 1B, 7T BAREET 661, PINI2A3BNT T BAREET 14
ThHoT=,

- & HPV BUCRBEE L 7c £ EIX, LT oY) Tho7o,
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V. ARICEY SER

LEES

% HPV B [BHE L AP R/ MO R R R R U
MRBDEFECTT 2 TR (064 5XBR, PPE fi#47)

AFH 7R
(N =529) (N =530)
FHmE ) % | B % % o

Bl A | 8B | &R A& B | & TR (%

HAB|ON | B EFE BN | E (95% CI)

;5( ﬁ ﬁg H#2) ;5( ﬁ ﬂg H#2)
HPV 6, 11, 16} TM18%! 893
WCBEE L7=6% H OFifi [496| 2 |840.1| 0.2 [483| 18 |811.2] 2.2 )
. (55.4,98.2)
HPV 31, 33, 45, 52K 63.5
SSHNCBAHE L7655 HD |505| 6 |848.3]0.7 |493| 16 8254 1.9 (27%m
Frfor /gy R
HPV 6, 11, 16, 18, 31, 743
33, 45, 52 ONS8RNZRS | 505 | 8 [846.3| 0.9 |494 | 30 | 8159 3.7 M45§99
U726 1 H O Ry o
HPV 6. 11, 16, 18, 31. 955
33,45, 52 ONS8LICEAHE | 505 | 3 | 852.4 | 0.4 | 494 | 20 | 822.5| 2.4 646569
L7212 % H OFe R o
HPV 6, 11, 16, 18, 31,
33, 45, 52K UNS8%UIZ RS
: N > 83.6
ML REI LV —(505| 1 |856.0|0.1 |494| 6 |841.1] 0.7 (222 993)
<. PIN1/23 I3, T B
PR, =FEORE

ED PUR= (1- CKFIREOA X2 DA ARREOBENE) /(T T 2 REED
AN SRER T T v RHOBIEANG) ) X100 (%)

E2) 100 NEHT=Y DIEERERT,

N SRR ICIEAERICR O T Hav, D72 &b 1 TRBRIE D HAE 2 5 T 1o 4K

i AANOBHREX T FIL FreoEY Th D,
bt hREE—<TALA6, 11, 16, 18, 31, 33, 45, 52 ¥ 58 BIDEYITHL N+ 5 LA
TOHEBDOT
OF =5 (RFE LR O M OZORTENE (=55 LR AESE (CIN) 1,
2 KO3 ONT BRI BREE (AIS) )
O4h e Lz lEE (VIN) 1, 2 ROV 3 W ONClE BRI (VaIN) 1, 2 RON3
O (R B K OVEORIENEZE (RLM EENEE (AIN) 1, 2 XTV3)

OkREarvo—
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V. ARICEY SER

(2) RERM%

<EIRFHTEE >
BB 1 » H#% (Month7) ™% HPV AL (6. 11, 16, 18, 31, 33, 45, 52 &
W 587) @ GMT 1L, AFIEETIL 326.6~3491.6 mMU/mL TH V. 4 HPV |z
ST AEWREISENFE SN, 77 BEAREETIX. % HPV O GMT I3 & &
TRR & RIFREE ST E & FIRRM CTh - 7=,

Month 7 [2& 13 %% HPV B[ 9 S ARG (cLIA 12K % GMT)
16~26 m Bt (064 :HER)

A 7T 'R
Bl (N =529) (N=530)
(cLIA) . GMT (mMU/mL) . GMT (mMU/mL)
(95% CI) (95% CI)
HPV 6 R fA 399 (8502,21(3) 11.3) 367 (<2(2),1 ;2.5)
g ||PVIDERIE ) 399 (6544, 7845) 367 (<16,416)
HPV 16 i 449 (3,192?451,9;;214.0) 46 (<23,2320>
HPV 18 fiLfk 47 (904.2,951;;(1)01.4) Al (43.1?57.7)
HPV 31 ik 435 (7533.9192) 429 (14.13?:t 6.5)
HPV 33 AU{k 451 @ 48‘,‘5’95834.7) 442 (1 119217 3.4)
HPV 45 RULE 439 (293%72,63663.2) 34 (<88,.;0)
HPV 52 RUFLA 437 (356%39,0 4528.0) 3 (9.51,0 iB.S)
HPV 58 R 456 (537?3,86313.6) 458 (<8<,8<8)

AMEATIE PP CTIThN T,
N: D7 b | BHABREEOHH 2 5% 1 7o 95 E 4
n: YT IC TS LB E K
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V. ARICEY SER

BolHfE 1 5 H% (Month7) ®4% HPV ! (6. 11, 16, 18, 31, 33, 45, 52 &
58 ) Tk A IMIEHUARBREER™ 13, AFIEETIE 98.9%~99.8%. 77 &R
BETIX 1.5%~11.1%TH - 7=,

) PUREGERERIT, 4 HPV BLD VLP FrRAFTIRD, WIRIBERERTIZIENED & SRR I &
o WS OEIS 2R H DT, HPV &YX 2 PR &2 /R4 e o F)
AT, 2B, % HPVEID VLP #BAHTAIE cLIA & THIE LT,

Month 7123115 % HPV B9 S niKIGERE
16~26 m Bt (064 ER)

A 7T R
W (N = 529) (N =530)
(cLIA) N m EARENC RS a m RN LR
(95% CI) (95% CI)
HPV 6 ik 399 | 3% (98.69,9iZ)0.0) 307 P (1-;56-0)
HPV 11 B4 399 | 398 (98'69,95)0'0) 367 15 (2:,.16.7)
HPV 16 ZLfufk i et (9823969.@ R (2-;'36-6)
HPV 18 TR i (97.99?'39.9> M (5-8?'131 4)
HPV 31 BpLE 435 ] 430 (97.93?'999.@ o (3-65;68-2)
HPV 33 B4 { 451 | 450 (98;’9&0) 442 49 (8.31,1i11.4)
HPV 45 i {k 439 | 434 (9725'999.6) 434 39 (6.5?.?2.1)
HPV 52 B4 837 | 432 (9725'999'6) 433 18 (2.:,.26.5)
HPV 58 i {k 456 | 453 (98'91?'939'9) 458 7 (0.61,.53.1)

AFENTIX PPIEER] CTIT iz,

cLIA IZ X A HiE MDA » A7 (HPVG6, 11, 16, 18, 31, 33, 45, 52 KON 58 AZxf
LC., ZNFI 65, 37, 79. 85, 46, 26, 21, 30 X' 3ImMU/mL) LL EDOHRMITE S
N OEE %R,

N: A< &b 1 ENRBRIEOHAE % = 1) 7= 954K

n: YEMATICE S Lo RE 5

m : PURBGE 2o U 7= WiBRa 2
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V. ARICEY SER

Q) &&H
TESFERAL OB SSIE, AR 5 BRI 529 617 370 61 (69.9%) (258D B,
E2H O 35761 (67.5%) . FEAR 11761 (22.1%) . FLBE 103 5] (19.5%)
Tholo, o, EHMEORISG X, AFIEERER 15 BRI 529 i 58 41 (11.0%)
IR B, ERSOITREN 2261 (42%) . HFE 16 6] (3.0%) ThHoiz,

BEEZZOEHN Day | M T—42AHy 4 TH)
16~26 B (064 E&R)

n (%)

BEF AT o TR 5 529
LELL EOFEEG ORI 389 (73.5)
HESHRAL DR EFS: 373 (70.5)
BESTERAL LIS O R 111 (21.0)
., AEFRZORBL 140 (26.5)
i AR BIBG T D3 H 382 (72.2)
TS o0 Bl B 373 (70.5)
TEFFENL LA O Bl RS 58 (11.0)
EERAEFRRORI 7 (1.3)
HERRIRIS DI 0 (0.0)
A 0 (0.0)
HEHFGIZLDHIE 0 (0.0)
RIS G & 2 ik 0 (0.0)
EERDAEFLRIZL AP 0 (0.0)
BHERRIKSIZ L DIk 0 (0.0)

AIEMT X APaT £ T b7,
TIRBRAH Y ERIC X W IRBRIE & OREBIRN H D LHE S NT-HES
Wk YRBRSEEERE O IR

10) tENER : ENFEIFAER (064 308k ] (202548 A 25 HAGR, CTD2.7.4.2, 2.7.6.2)
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V. ARICEY SER

OEME MAALER <066 x> 12
HE - O~15 RO HARN B ARG L LT, AFIOGERE R U7 k4 37l

WERT A o | I 2 i e 2 [N TRE R I B kiR
9~15D AARA R XK
A <HEERE DR >
O~15 e BEM (3 [EHEFE) : 105 fl, 9~14 ket (2 [E4EAE) : 105 %, 9~14 %5
P [EIHERE) ;104 1)
s LERBERERSOFEMNBLLTICHY T 5., BERBARANDBE T LM
< 3EEREEME 9L B 15U
< 2 (BRI KON 2 [BERE B - 9 R LA B 14 LA T
TR GRIEUE | - U F U AFEONFIZOWTCaREE ) E AN 2 H T 58 EEREAN (R
) BNH L
- AR ORBR A2 < . R T (Day 1~Month 7) [ZVEAZHEE4T 5 TE TR
e =
BRI R B L) ICARBZ BN 2B (0,6 » H) XT3 EEMRE (0,2,6 %
i H) L., EH FEUH) DKM 24 5 A% (Month30) F TEMT 5,
(1) GERM%
< FHEFHmLEE >
s A 3 AHERE KL OF 2 AR L 72 4%, Bl 1 » A% (Month 7) @ HPV %
(6. 11, 16, 18, 31, 33, 45, 52 OV 587) (254 2 HURGHR S s
PUAGIR S SIE, Day 1 O MIEHUREME T, BB 1 » A% (Month 7) ZfifHiiR
DG oT= 8/ L LT,
FENTEIE : PURBHHRR OHEE Tl &R 1 » H RRICHURB S L 79858 014 % 5
B, PURBIERO SHEEEZ BT L ICEE L, ST 5 95%CL OFEI21T.,
Clopper and Pearson (1934) 24 2 “HHSAIZFED < IEMEEZ H W=,
<EIREHEE >
« A% 3 PR S O 2 MR L 7ok, IfEEAE 1 A% (Month 7) @#1 HPV
(6. 11, 16, 18, 31, 33, 45, 52 ¥ 58 7)) HUAD cLIA (25 < GMT
18 FENTEIE : GMT OHEE L, HL HPV HiifkfliZ B ARRIEE W U, RO t Az 3o <
e 95%CI % &1 L. WiZ5H: LC GMT Kt 95%Cl 2 HEfffE = L I L=,
<BRZERFHmIE E >
S IS D FFGEM: 2 TN 5 72 9O O ki 12 » A% (Month 18) M OMR & HE
FE 24 » A% (Month 30) @ cLIA (2355 < 4 HPV B Zxtd % GMT & ONLiEHL
IREGME=R
cLIA\Z X 2HURMliD A ~ R4 74 (HPV6, 11, 16, 18, 31, 33, 45, 52 KX 58|
LT, ZREH 50, 29, 41, 59, 29, 22, 15, 20 XY 15 mMU/mL) LA _EOHU A
NELNTBRAEEZHRBEE L. % HPV BLOHUAM D B0 gERE OEIE 25T
KGR & LTz,
(2 =2k
HKPERE L BEND S HA ETOFENIHIE LIZEFTMOFEESR, KEO LA
K1 BENS 15 HEHE TOREMNEMUNOEESSR, EERAEFLLN
HERBIEM
R O EE SR A EFR L OEE 2RIEH
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V. ARICEY SER

(1) ®"ERE
T IFIED EMEATIZ, PPLEEM TIT o 72,

PPIAEH « FRNCHUE LI MIMNICARIBERE 2 3 RSUT 2\ & &%, 6 » HRFE 7 %
H IO RBED IR 3 AT BUE L 7o LM 27z U TRBR I F 1835 7> D O B R i 3
<L ST 4 HPV RIS LT #IRIEREATIC ARG ({E ISR Th-
FERAT X 52 TR

2 &£
APaT M Z x4 & LT,

APaT 5] : IR 2 1 MU BT, e OZ a7 — 2 B E6hicd X Tomk

(1) fER%E
< EEFLEHE >
9~15 mk BMED 3 [FIHEFR, 9~14 mhtotE o 2 [FIHEFR J OV 9~14 5 B Lo 2 [Al4EfE
DWTHICE N T, RKFIEEERE 1 » H#%OJUARERRY [T ToRT
100% Td > 7=,

) FURSESRIZ, 4 HPV ALO VLP R RV, PIEHERATIC R & B | J Btk &
725 T WHEREE OFIG 2~ b O T, HPV BREUIXT 2 THIRR &~ i oH)
AT, 2P, & HPV RO VLP £ RAGHIRIE cLIA ¥ CRIE L 72,

Month 7 1231+ %% HPV B (23t d B iniK[GERER
9~15 Mo 3 [EETE (066 FHER)

RIEL A A 9~15 e BPED 3 [MIHEFE (N =104)

(cLIA) R n m PLiktsE (95% CI)

HPV 6 HfifA Day 1 90 0 0.0 (0.0, 4.0)
Month 7 90 90 100.0 (96.0, 100.0)

HPV 11 BifA Day 1 90 0 0.0 (0.0,4.0)
Month 7 90 90 100.0 (96.0, 100.0)

HPV 16 47f4 Day 1 98 0 0.0 0.0,3.7)
i Month 7 98 98 100.0 (96.3, 100.0)

HPV 18 BUfifA Day 1 94 0 0.0 (0.0,3.8)
Month 7 94 94 100.0 (96.2, 100.0)

HPV 31 BifA Day 1 90 0 0.0 (0.0,4.0)
Month 7 90 90 100.0 (96.0, 100.0)

HPV 33 7fA Day 1 85 0 0.0 (0.0,4.2)
Month 7 85 85 100.0 (95.8, 100.0)

HPV 45 BUifA Day 1 94 0 0.0 (0.0,3.8)
Month 7 94 94 100.0 (96.2, 100.0)

HPV 52 iR Day | 97 0 0.0 (0.0,3.7)
Month 7 97 97 100.0 (96.3, 100.0)

HPV 58 l7ifA Day 1 101 0 0.0 (0.0,3.6)
Month 7 101 101 100.0 (96.4, 100.0)

AFRNTIE PPLEEM T b=,

HPV 6, 11, 16, 18, 31, 33, 45, 52 KO S8 M MiEHUEM O A~ b A7 fHIEZE i,
65, 37, 79. 85. 46, 26, 21, 30 X (31 mMU/mL & L7z,

PURBHE3=100X  (m/n)

N : 2722 &b 1 R OHERE 2 52T - BB $

n: YRATIC ARG L TR 2K

m : PURfR 2 R U g L
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V. ARICEY SER

Month 7 123115 % HPV B9 S iniKiGEnE
9~14 &M 2 [EHEE (066 FHER)

WEis A A 9~ 14 kD 2 [FIEERE (N = 104)

(cLIA) e n m NN R (95% CI)

HPV 6 Bl7ifA Day 1 93 0 0.0 (0.0,3.9)
Month 7 93 93 100.0 (96.1, 100.0)

HPV 11847/ Day 1 93 0 0.0 (0.0,3.9)
Month 7 93 93 100.0 (96.1, 100.0)

HPV 16 B4t/A Day 1 97 0 0.0 0.0,3.7)
Month 7 97 97 100.0 (96.3, 100.0)

HPV 18 FHifA Day | 83 0 0.0 (0.0,4.3)
Month 7 83 83 100.0 (95.7,100.0)

HPV 31 BM7fA Day 1 90 0 0.0 (0.0,4.0)
Month 7 90 90 100.0 (96.0, 100.0)

HPV 33 BfifA Day 1 96 0 0.0 (0.0,3.8)
Month 7 96 96 100.0 (96.2, 100.0)

HPV 45 BHfA Day | 99 0 0.0 (0.0,3.7)
Month 7 99 99 100.0 (96.3, 100.0)

HPV 52 ik Day 1 97 0 0.0 0.0,3.7)
Month 7 97 97 100.0 (96.3, 100.0)

HPV 58 FfifA Day 1 99 0 0.0 0.0,3.7)
Month 7 99 99 100.0 (96.3, 100.0)

ARFEMT X PPIEER] CIT LTz,

HPV 6, 11, 16. 18, 31. 33. 45, 52 RO S8 B MiEHiARMM O ~ b F 7 HIZE N,
50, 29, 41, 59, 29, 22, 15, 20 %X 15mMU/mL & L7-,

YUK =100 X (m/n)

N: < &b 1 BIARFI O A ST T2 5RE 2K

n: MEENTIC G LI giBRaE ik

m : FUAB G &R LT R 2K

Month 7123115 % HPV B9 S iKIGERE
9~14 mBMED 2 [EHEERE (066 FHER)

LEES

WE A A 9~14 % B MED 2 [FIHEFE (N =104)

(cLIA) e n m IR LR (95% CI)

HPV 6 JUf7ifAk Day 1 91 0 0.0 (0.0,4.0)
Month 7 9] 9] 100.0 (96.0, 100.0)

HPV 11 B4tfA Day 1 91 0 0.0 (0.0,4.0)
Month 7 91 91 100.0 (96.0, 100.0)

HPV 16 47/ Day | 98 0 0.0 (0.0,3.7)
Month 7 98 98 100.0 (96.3, 100.0)

HPV 18 U7ifA Day 1 92 0 0.0 (0.0,3.9)
Month 7 92 92 100.0 (96.1, 100.0)

HPV 31 Bfifk Day 1 93 0 0.0 (0.0, 3.9)
Month 7 93 93 100.0 (96.1, 100.0)

HPV 33 iR Day | 90 0 0.0 (0.0, 4.0)
Month 7 90 90 100.0 (96.0, 100.0)

HPV 45 M7f4 Day 1 95 0 0.0 (0.0,3.8)
Month 7 95 95 100.0 (96.2, 100.0)

HPV 52 BfifA Day 1 96 0 0.0 (0.0,3.8)
Month 7 96 96 100.0 (96.2, 100.0)

HPV 58 FifA Day | 100 0 0.0 (0.0,3.6)
Month 7 100 100 100.0 (96.4, 100.0)

ARIEMT X PPIEER] CIT bz,

HPV 6. 11, 16, 18, 31, 33, 45, 52 KO s8 B fyEHAMDO B » S A 7 EIZENFh.
65. 37. 79. 85, 46. 26, 21, 30 X U*31 mMU/mL & L7z,

PUAG#E2=100X (m/n)

N: D7 &b 1 BIABIOBER % ) TR E 5

n: MEENTIC G Ui ik

m : FUAGHR & R L 7= 4RE 2K
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V. ARICEY SER

<FABRE D5 FL O Ll & R >
(S 1 3 (A BEFE) 9~ 15 % > B AR N B BN TAKI 3 0] H B2/E 1 » A % D HPVG6,
11, 16, 18, 31, 33, 45, 52 KOV 58 W Zk}3 2 LIRS 2 5l L. 064 55k DA
FIEEIZIT 5 3 HEFE 1 » A OPURROER & el L7z, 9~15 D B ARNFM:
D GMT 1, T X TORT 16~267%D HAAN BN (064 588r) O GMT % _k[A] -

77

& HPV B9 AR (cLIAIZX 2 GNT) DEE (R#EERE 1 n AKR)
(066 EABR K U 064 FHER B AANEKH)

9~15 s BYED 3 BIHEHAE | 16~26 1% B1ED 3 [AlHERE

WE (N=104) (N =529)

(cLIA) L, | GMT (mMU/mL) | | GMT (mMU/mL) GMT kb b
(95% CI) (95% CI) (97.5% CI) 7|

HPV 6 B | 90 (1,46;;71,53;21;07.6) 399 (851.?,21(3)10.2) (1.511.,93.38) <0.001
HPV 11 5K | 90 (1,1 131.37‘,“1.,8616.7) 399 (6552,6%582.8) (1.4;.,827.37) <0.001
R HPV 16 ZFL{E | 98 (5,83;(6),22;243.9) 449 (3,2033;?13.,?506.1) (1.529.,021.54) <0.001
HPV 18 2R | 94 (2J43€?2§301) 47 (905???f004) (20%?;42) <0.001
HPV31 24Uk | 90 (L68§§?§§918) 435 (752??5177) (Lééfiso) <0.001
HPV33 2Lk | 85 (7342??3903) 451 (445??2235) (L42?;34) <0.001
HPV 45 25K | 94 (679???§608) 439 (2942?2220) (192?344) <0.001
HPV 52 EFLIE | 97 (764???ﬁ203) 437 (3562?2373) (Lszfgoz) <0.001
HPV 58 LK | 101 (1,161?2?1;291.2) 456 (538?2,8512.6) (1.8%,338.02) <0.001

AFENTIX PPIER] TIT iz,
t EHBE SO ET LB Lt EBm I N =T — 2 2SO, LD

FEMEIT GMT tr 97.5%CI @ FRRA>0.5 & L7z,

N: D7 &b 1 EIARFI OB %52 I 98RE 5
n : YRHTICH S LI giBE 5
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V. ARICEY SER

//\1:1 %

(ZcVE 2 [P BEFE) 9~ 14 7% D H AR N PEIZ BV CTARKI 2 [0 B 82/ 1 % A % D HPV6,
11, 16, 18, 31, 33, 45, 52 KO 58 BN X} 9 2 LIRSS 2 7l L. 001 3Rk A
ANEFIZEBIT DA% 3B HEFRE 1 5 A%ROPURRIR & el L=, 9~14 50 A
ANZMED GMT 1%, T _XTOHRT 16~26 %D B A A& (001 3ER) O GMT
% k-7,

& HPV B9 AR (cLIAIZX 2 GNT) DHE (R#EERE1 n AR)
(066 FHERE U 001 BAEREAANEH)

9~14 3% A MED 2 [FIEE | 16~26 kictEoD 3 [alBERE
HE (N=104) (N=127)
(cLIA) o | GMT (mMU/mL) | | GMT (mMU/mL) GMT kb b
(95% CI) (95% CI) (95%cCn !

HPV 6 Tk | 93 (2ﬂ2§%?3§078) o3 (725??;;04) (22%7342) <0.001
HPV 11 5L | 93 (1,315??;29.0) 93 (533?21,1?1)0.5) (2.01.,427.99) <0.001
HPV 16 Bpifk | 97 (8,4759.’5%0101'?331.5) %6 (2,305?2,7;(7)92.7) (2.92;',61.51) <0.001
HPV 18 Uik | 83 (ué%?ém) i (ﬂi?;m) (3;§Q)<ﬂml
HPV31 24Uk | 90 (156;ﬁ?§j630) 104 (57£if2§zo) (21%7;41) <0.001
HPV'33 Uk | 96 (1,11;%??;41170.2) 109 (350%69,84.1352.6) (2.637.,232.88) <0.001
HPV 45 REFLIE | 99 (50;??%53) i Qngiglﬁ) 0&%?59@ <0.001
HPV 52 TEFLIE | 97 (506?2,2 6770.5) %8 (266%4(1),63352.2) (1.516.,93.32) <0.001
HPV 58 FLIE | 99 (1,211?2,7?;271.4) % (402‘.‘55,9 5624.9) (2.439',030.62) <0.001

AfEATIE PPLEER CIT o7,
T AR R ST BT ET VR LT A S e 7 — #1235 < ol FESHED
FEUEIT GMT kb 95%CI D FERZ>0.5 & L7=,
N: D72 b b | BIAKI OB %2 5% 1 7o 955 2K
n: HREHTIZH G U iR a5k
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V. ARICEY SER

(B2 (A BEFE) 9~ 14 5% D B AR N BEIZ B TAHI 2 [0] H B2/E 1 » A % D HPV6,
11, 16, 18, 31, 33, 45, 52 KON 58 AN kI3 B HUIRSi 2 5l L. 064 585k DA
FIBEIZIT 5 3 HEFE 1 » A OPURRUGR & el LTz, 9~14 D B ARNFM:
D GMT 1, T X TORT 16~267%D HAAN B (064 588r) O GMT % _E[A] -

77

& HPV B9 itk RIS (cLIAIZE& % GNT) DEEE (HE#EERE 1 n AR
(066 FHERE U 064 BAEREAANEH)

9~14 3% BYED 2 BIHEHAE | 16~26 1% BED 3 [AlHERE
HE (N=104) (N =529)
(cLIA) o | GMT (mMU/mL) | | GMT (mMU/mL) GMT kb b
(95% CI) (95% CI) (97.5%CD |

HPV 6 Tl | 91 (2p2§ﬁ};§869) 399 (85LZ?Z§094) (202?;27) <0.001
HPV 11 251 | 91 (1,255?2,1 (1);51;1 o) |3 (657?(1,6%1.5) (1.627.,121.65) <0.001
HPV 16 Bfifk | 98 (8,1729.’6%0181',5771.8) 449 (3,202?431,9;202.3) (2.223',831.54) <0.001
HPV 18 Uik | 92 (Zﬂliﬁ?gﬁli8) 417 (9013??E972) (L9ﬁﬁ;19) <0.001
HPV31 24Uk | 93 (1,551?2?2;347.3) 435 (756?5?515.7) (1.7§f§398) <0.001
HPV'33 24Uk | 90 (1,051?17f;;39.0) 451 (4491??523.3) (2.0@fﬁi3o) <0.001
HPV 45 ZGAE | 95 (40;§ié22) 439 Q9;i%2L4) Ujéf;oﬁ <0.001
HPV 52 TEFLIE | 96 (486ii€t92) 437 (35;232266) (ngf391) <0.001
HPV 58 LK | 100 (L12k2??§263) 456 (5352?2117) (L8§i390) <0.001

AfEATIE PPLEER CIT o7,
TR A ST BN T T NV EE A LI B S =T — 2 12 S <0, 3ES D
FEHEIT GMT b 97.5%CL O FFRA>0.5 & L7~
N : D7 by 1 EIARF OBERE % 1T T2 90RE 4K
n: YEATICH S LB 2K
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V. ARICEY SER

LEES

(2) &&H
(Zcthk)
9~14 AED 2 RIFERIZEB W T, FEHEAORIBIGIE, A% 5 B
104 BilH 92 ] (88.5%) IZRBHHAL, E/2H DOITIENE 91 ] (87.5%) . HEAE 29
Bl (27.9%) . ALBE20 61 (19.2%) . & SR 186 (17.3%) Tho7o, F7o.
RHVEORIFOG X, AFIEEREE 15 BEIC 104 B4 16 1] (15.4%) IZFE® B,
F7e b DOITFE T (6.7%) . 5 36 (2.9%) ThH-oT-,

FEZROES (Day 1 hSHERIET)
9~14 m&ED 2 [IHEFE (066 FHER)

9~ 14 KA E D 2 AR
n (%)

BRZ 1T o TR E S 104
VL, O EFGORB 94 (90.4)
ST O FHE G 92 (88.5)
e S AP CANREE = 34 (32.7)
BHEREZHORBERL 10 (9.6)
RIS T O3 H 92 (88.5)
BT O Bl RO 92 (88.5)
TS LA 0 Bl RO 16 (15.4)
EERAHEFRRORI 3 (2.9)
EIE RIS DFEH, 0 (0.0)
T 0 (0.0)
HEFR|IZEDHE 0 (0.0)
B Sz X 2 ik 0 (0.0)
EERAEFRIZLAHIE 0 (0.0)
HERRIRSIZ L DI 0 (0.0)

AFRNTIX APaT £ TiT o7z,
TIRBRHH Y AT IC L W IRBRIE & OREBMEN H D L HE SN T-FE5
ik IRBREEEE O Y IR

(B

9~15 B 3 EEEMICI VT, EHFEAMORIRSIE, AFIERE% 5 BRI
103 B 87 il (84.5%) IZiR®H B, T2 b DITER 82 B (79.6%) . fEAE 36
Bl (35.0%) . KIBE28 f5] (27.2%) . & O FERE S B (7.8%) . B 46 (3.9%)
Tholo, o, EHMEORISOR X, AFIEERER 15 BHFIZ 103 14 30 41 (29.1%)
WD B, EARSDOITFHE 13 F (12.6%) . 8 8 5l (7.8%) . 1BEIK 5
(4.9%) . FAb=FRiOREI B (2.9%) ThH-oT-,

O~14 W BMED 2 PIEEFIZ BT, EHEALOFIROG L, AFIEFE% 5 A
104 B 85 il (81.7%) IZRD B, 72 b DITERm 78 1l (75.0%) . Eﬁﬂ%w
B (27.9%) . FLBE20 61 (19.2%) . & HFEREETHI (6.7%) Tholz, Fio.

EMEORIR ST, AFNEES 15 A 104 619 21 61 (20.2%) 12388 B, z
b OIFRE 1261 (11.5%) . 880 S B (4.8%) . THI3IH (2.9%) TH-oTz,
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V. ARICEY SER

EEEZZOEH (Day 1 hoREBRERT)
I~ BEEMD IEEBBRVI~IAFZEHED 2 E1EFE (066 :HER)
O~15 A MED 3 R | 9~14 5% D 2 [AIHEFE
n (%) n (%)
BEREAT o TR E K 103 104
LELL EOFEEG ORI 92 (89.3) 90 (86.5)
HESHBAL DR EFEFS: 87 (84.5) 85 (81.7)
ER DR AADOINR SR o %3 55 (53.4) 43 (41.3)
HERZORBR L 11 (10.7) 14 (13.5)
BIEOG T D38, 91 (88.3) 86 (82.7)
FEEL BEETERAT O BILFE 87 (84.5) 85 (81.7)
TS LA 0 Bl RO 30 (29.1) 21 (20.2)
EERAEFRRORI 0 (0.0) 2 (1.9)
EIE RIS DOFEH, 0 (0.0) 0 (0.0)
A 0 (0.0) 0 (0.0)
HEHFGIZLDHIE 0 (0.0) 0 (0.0)
RIS G & 2 ik 0 (0.0) 0 (0.0)
HERAEFGIZL PR 0 (0.0) 0 (0.0)
HERRIRSIZ LD HIE 0 (0.0) 0 (0.0)
AFRHTIL APaT ££F] TiT bz,
TIRBRILY EERTIC X 0 IRBRIEE ORBBRN H D L HIE Sh-F%
Wk JRBRIEESE O Y IR

1) #LNER : [ENFEIFERER [066 35 (202343 A 8 HA&AF., CTD2.7.6.2)
12) #ENE R ENFEIFERER (066 3B7]  (20254F 8 A 25 A&, CTD2.7.6.2)

<GP IS DR E > 12
9~15 1D B AR N BYEOARA| 3 [BIHEFE KL O 9~ 14 5% 0 B AN E 2 OAH] 2 [BHFEIZ 31 5 5 s
I, AFIFEEERER 30 » A TROLN TV D,

12) R - ENEIFEEER (066 #ER] (2025 4% 8 A 25 H/&KR, CTD2.7.6.2)
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V. ARICEY SER

s 55 MARFHER <010 B>
R BHELME (16~267%) & e L7 EFRMRT L CREH (9~147%) DX &IZHI1T % AH 2 1

BEFE D M B O S % B A
RERT A v | BRI G 2 it % 3 [7 iR
FEARAND 9~1435% DB KR 16~26 %DM 1518 4
< YkBRE DPNER >
O~ 14 pE itk [2 [mI4EFE (0,6) 1 : 301 4
PSES 9~14 5 [2 HHFE (0,6) ] : 3014
O~14 5% B4 [2[EHEFE (0,12) ] : 301 @1 (Lo - 151 31, S 150 1)
O~14 kM [3 a8 (0,2,6) 1 : 3014
16~26 %Mt [3EEERE (0,2,6) 1 : 3144
9~14 D H I .
« FHAFUEES T 9w LA b 15 R OREEE 2 B i
< FHAFURE UE TR RER D 72 <, RERHIF Y (Day 1~Month 7 i3 Day 1~
Month 13) IZMEEEN 21T TETRWI & %
16~26 5% D Lk
« FHAFUEES T 16 LA b 27 s O RERE 2 &tk
TG IUE | - N=anr— (Pap) T A b —ELZITT2Z LRV UL Pap 7 A b DFERMN
EFORTHDHZ &
FHANEES E TOMRBHT (BT L) B 0~44THDHZ &
BEDOHBRMOM A S Day 1 £ THME LR EIT-> TRV T B &
REEAT O TG A AN RBHEEEZ L CWD 2 &, T, AT
Day 1~Month 7 £ TOMRITA 20T E72 LIZEME L ERWEZ T TiEe b
NI LICHEEBEL WA Z & %
BEFERE BRI T BRiL U A
9~14 5 M 2 Bl HEFRE ) .
O~ 14 EL I 2 T - WEIR N6 » H %
o , 9~ 14 i B 1 2 [RlEEHE MEIR 12 5 A%
BRI
ik 9~ 14 et 3 [al4gefi . o .
T6~26 B LoTE 3 FIETE 3 [H] FIELL 2 A%K&ON6 » Atk
+2mEEEFE [ (0,6) Xix (0,12) ] OBERE KO3 EHEAE (0,2,6) O—HOHEREIL,
LB AT 5720, 36 » A%IEN GRIEXIZ4RE) OBEEEZITAZ &
E LT,
1) mERHE
< EEFHmIEHE >
« & HPV BT % 9 5 MIEHUAM O ) (GMT) DIELMEDRREE
SEATIE B FEMTEE - HPV6, 11, 16, 18, 31, 33, 45, 52 KU S8 Z L OHLAHi DO GMT D3
B BRI 2 EERGIC DWW T, AEAUERM 2.5% T, IELEORIKREEZ 9By (%
HPV HIC 1389 ) FEhi L CTRAE L7-, FELTEORER72 EHEIX. 4 HPV o> GMT kb GE
92 2 [A1EEFE16~26 ik PED 3 [E1EEFE) Ol 95%CI O FERA 0.67 % L[A25 Z &
LT,
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V. ARICEY SER

BRIEEE

<BIKFHMIE H >

< & HPV IR % SRR OIS MO BT

FENTEIE : FELMEOFEHI L, & HPV BIOHUKREIEIZ 7o - T2 953 0BG D 7%
[ GHiid 2 2 BEHRE) - (16~26mizctEod 3 [EHEFR) 1 DM 95%CI O FRRAN-5%% |-
EAZEE LT,

CcLIA IZ L 2FURM DA >~ M A7 (HPV 6, 11, 16, 18, 31, 33, 45, 52 RO 58 BT %t
LT, Z1FH 30, 16, 20, 24, 10, 8, 8, 8 XUV'8 mMU/mL) Ll EOFURME &4
T8t BURGME & B2 U, & HPV B O HURM AR5 O 92 FE S O EG 2 FUk e &
L7z, &7z, Day 1 OIMIEFURNENET, BB 1 » A %% £ CICHURME 23 BtE I C s L
TS E EHURGEE & B LT,

(2 w2t

« BABRIIR I U

- AR

AR S LN L LR S A 7 5 Gl NI AR L MRS R L

ToRATREME D & D LB T 2 B A EFSL

- BRI o O AT AR
- Day |~ itk 180 H HICRBL L - HERAEFS:

LIPS ES

(1) RERE

SRR ME D EMATIE, PPLERM TIT- 72,

PPI AL : FRTICHUE LIRS TE SN AR 2§~ T2, Ao A & i
SFHIRRAL 0D 72 80 DR GE D IRR S FRNHUE LT 27z U, TR ST 5 O
RIRGMNR 72 <, 23S T 54 HPV AU LT, #IEEEREATIC ARG (s SOGkE
) Th o -9k

(2) =&t

BB 2 1 2L Bz, BERRAE T —Z G 67§ T OMERE

(1) RmERE

AFN % 2 B (PRI ON6 » ) L7z 9~14 7% D otk BTN 9~14 55 oD F |
A ONZARAKN 2 2 [Bl4EFE (FIEI RN 12 5 H#%) Lz 9~14 %D BB % Fehk
BEFE 1 » H1% 0 HPV6, 11, 16, 18, 31, 33, 45, 52 X U'58 %> GMT 1, W
T HARAKNE 3 EIEEFL L 72 16~26% DO GMT (2%t LT3 X TO HPVA T
ILEMETH Tz, KAKIZ 2 PR FIELD6 » A% 12 5 H%) Lz 9~
4BOBZIZEITS GMTIZFED EBY Tholz,
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V. ARICEY SER

£ HPV B (D GNT (R#R#EE 1 » AR

(010

AER) =V

2 E#EEY RU 3 EEEY QLR

GMT (95% CI)

N n mMU/mL

[HEE (cLIA) ]
HPV 6 HlHiik
9~14 kO 2 BIEAE (FIEIK D 6 » A#) 301 | 258 | 1657.9 (1479.6, 1857.6)
9~14 D B 2 [mIEEFE (WIRIKL V6 » A%) 301 | 263 | 1557.4 (1391.5,1743.1)
O~14 D B4 2 [mIFEFE (FRI KLV 12 » A%) | 300 | 257 | 2678.8 (2390.2,3002.1)
16~26 1% D2k 3 [ 314 | 238 770.9 (684.8, 867.9)
HPV 11 ik
9~14 DM 2 [FIEEFE (WIRI L6 » A%) 301 | 258 | 1388.9 (1240.4, 1555.3)
9~14 kOB 2 BlEAE (FIEIK D 6 » A#) 301 | 264 | 14239 (1273.2,1592.3)
9~14 kDB 2 EIEEFE (FIEIKRO12 5 A#) | 300 | 257 | 2941.8 (2626.6,3294.9)
16~26 5% DM 3 [A1HEfE 314 | 238 580.5 (516.0, 653.0)
HPV 16 Uik
9~1453Z Ok 2 [aHFE (FIEIL V6 » Hi%) 301 | 272 | 8004.9 (7160.5,8948.8)
9~14 kOB 2 BIEAFE (FIEIK D 6 » A#) 301 | 273 | 8474.8 (7582.4,9472.3)
O~14 D F 4 2 [mIFEFE (FIRI LN 12 5 H%) | 300 | 264 | 143293 (127964, 16045.9)
16~26 1% D2k 3 [ 314 | 249 | 3154.0 (2807.1,3543.7)
HPV 18 ik
O~14 DM 2 [FIEEFE (WIRIKL 6 » A1) 301 | 272 | 1872.8 (1651.6,2123.6)
9~14 D B 2 [RIFEFE (WIRI L6 » A1) 301 | 272 | 1860.9 (1641.1,2110.2)
9~143Z DB 2 [aHFE (FIEIKLOV12 5 A%) | 300 | 266 | 28104 (2474.9,3191.3)
16~26 1% D2k 3 1R 314 | 267 761.5 (670.8, 864.5)
HPV 31 Uik
9~14 DM 2 [FIEEFE (WIRI L6 » A1) 301 | 272 | 1436.3 (1272.1,1621.8)
9~14 kOB 2 BIEAFE FIEIK D 6 » A) 301 | 271 | 14982 (1326.5, 1692.0)
O~14 D B4 2 [mIFEFE (WKL 12 % A%) | 300 | 268 | 2117.5 (1873.7,2393.1)
16~26 5% D M 3 [A1FEfE 314 | 264 572.1 (505.8, 647.2)
HPV 33 FlHiik
9~14 kO 2 BlEAE (FIEIK D 6 » A#) 301 | 273 | 1030.0 (920.4,1152.7)
9~14 D B 2 [mIFEFE (WIRI L6 » A1) 301 | 271 | 1040.0 (928.9,1164.3)
O~14 D B4 2 [mIFEFE (FIRIKL OV 12 % A%) | 300 | 269 | 2197.5 (1961.9, 2461.3)
16~26 1% D2k 3 1R 314 | 279 348.1 (311.5,389.1)
HPV 45 Bk
9~14 DM 2 [FIEEFE (WIRI L6 » A1) 301 | 274 357.6 (313.7,407.6)
9~143ZOBVE 2 [AIHFE (FIEIL V6 » H%) 301 | 273 352.3 (309.0,401.7)
O~141Z OB 2 [MHFE (FIRILO 12 5 At) | 300 | 268 417.7 (365.9,476.9)
16~26 5% DM 3 [A1FEfE 314 | 280 213.6 (187.7,243.2)
HPV 52 Uik
9~143Z Ok 2 [aHfE (FIEIL V6 » Hi%) 301 | 272 581.1 (521.9, 647.1)
9~14 D B 2 [mIEEFE (WIRIKL V6 » A1) 301 | 273 640.4 (575.2,713.0)
O~14 D B4 2 [mIFEFE (WIRI KLV 12 » A%) | 300 | 268 | 1123.4 (1008.1, 1251.9)
16~26 1% D2k 3 [ 314 | 271 364.2 (327.0,405.6)
HPV 58 ik
9~14 DM 2 [FIEEFE (WIRI L6 » A1) 301 | 270 | 12512 (1119.6, 1398.4)
9~14 D B 2 [mIFEFE (WIRI L6 » A1) 301 | 270 | 1325.7 (1186.2, 1481.6)
9~141Z OB 2 [aHFE (FIEILOV12 5 A) | 300 | 265 | 2444.6 (2185.2,2734.9)
16~26 5% DM 3 [A1HEfE 314 | 261 491.1 (438.6,549.8)
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V. ARICEY SER

il R

1) AMENTIZ PPLER TIThT-,

A 2) 2[EEERE (WEKE N6 5 A#) AR ZHIE KON 6 » A I 2 [IHERE, 2 M (7]
ERON12 % A%) - AFEIZHERE N2 » A% 2 Bk, 3 a8 - AHF| 2 9],
2 5 A6 5 AIC 3 [AIBEH,

N : A7 &b 1 EIARKIOBEFRR A 52 ) - BB

n : YEEEATICE G LB K

iﬁ\NM%@ﬁﬁK%DTKﬂ2@H%ﬁﬂ%ﬂﬁﬂﬁﬂ%)%@lﬁﬂ
#% OHURBSERRES 1399.3~100%Th - 7=,

1 3) Pk ERsRIE, 4 HPV B VLP £ EMBUAN . FIRIEEREATICIEME D & SRR S
L 7o TR OBIE Z T 6 O T, HPV BT 53 5 TR & -+ s fig o
A TITAV, 723, 4 HPV R VLP £ BAVHAIT cLIA B THIE L=,

£ HPV RS9 SHAGEENEN (HKREE 1 »AKR) (010 HE)

9~ 14 B DLVE 2 [EIHERE | 9~14 5% FVE 2 [FIHERE | 9~14 5D 4 2 [AHEAE
— GIEIRT 6 % ) | GIEROG6 » A1) | GIERO 12 5 %)
e (N =301) (N=301) (N =300)
NN NN NN S
(95%CD) (95%CI) (95%CI)
99.6 100 100
)
HPV 6 "§ifk | 258 | 257 (97.9. 100) 264 | 264 (98.6, 100) 257|257 (98.6, 100)
100 100 100
bl
HPV LRI | 258 | 258 | (9o ¢ ' 100y [265|265 | (gg6 100y 1257|257 | (ogs. 100)
100 100 100
)
HPVIOREILIK| 272 |1 272 | (957,100 |27#| 27| (987,100 | 24| 2%4| (9.6, 100)
100 100 100
)
HPVISTEAUR] 2721272 | (957 7100) |273]273| (987, 100) |20€|266| (03,6, 100)
99.6 100 100
)
HPVIIRGUR] 272 12701 (950 100) |272|272| (987, 1000 |2%%|268| (03,6, 100)
99.6 100 100
bl
HPVISTIUR| 273 1272 | (950,100 272272 | (987,100 |*%|2%°| (986, 100)
993 99.3 100
bl
HPV45 A | 274 | 272 (97.4,99.9) 274|272 (97.4.99.9) 268 | 268 (98.6, 100)
99.6 100 100
il
HPVS2EAIA| 272 | 278 | 60 o) [274]274] (057 100) | 208|268 | (g6, 100)
100 100 100
)
HPVSSEERLIK] 2701270 | (956,100 |27"| 2™ | (986,100 |25 2%5| (9.6, 100)

AMEATIX PP CTIThN T,

cLIA IZ L2 LA MO » M AT (HPV6, 11, 16, 18, 31, 33, 45, 52 KO 58 izt
LT, #REN 30, 16, 20, 24, 10, 8. 8. 8 XN 8mMU/mL) LA EDOHIKAL TS5 7
W OEIE 2T,

N: A7 &b | BIARKIOBFEZ ) -5 E 5%

n: YEERITIC TS LR

m : PUE R &~ L7 R S

(2) SsE G0
AFN A 2 EEE (WEED 65 AT 12 5 %) L 9~14 0Bl BnT
3FEOHURIE DR EDN R STz, AFIPIEHERER 36 » A2 TH, KK
Ze 2 [AHERE (WIEIKRON6 H HHE) Uiz 9~14 et e O 9~ 14 BB MEIC B 1T 5
GMT IZ. WP b AH 2 3 [B1HEFE L 7= 16~26 % D GMT IZ%F L T ikt
1 % A th OB CIEBLPERGEIC IV T R HE A 72 L7z,

49




V. ARICEY SER

LS

& HPV B @D cLIA 12 & % GMT L8k (#IEIHEFER 36 » AR )

(010 EXE&&)

9~14 BDLM 2 AR L 16~26 O LM 3 [EEE L DK

GMT (n) GMT kbt (95% CI)

Wi Group A - Group D -
(cLIA) 9~14 ﬁ@?tﬁ«tﬂﬁlﬁﬁ;ﬁ 16~26 ﬁ@/ﬁ‘tﬁt%lﬁl#ﬁsﬁ Groun A/Group D
WIER 6 » At%) | WAL 25 ARG » %) P P

(N=301) (N=314)

HPV 6 FUHiiR 209.6 (236) 133.8 (214) 1.57 (1.31,1.88)
HPV 11 BIHA 133.7 (236) 82.9 (214) 1.61 (1.34,1.95)
HPV 16 BIHA 673.8 (248) 368.9 (222) 1.83 (1.48,2.26)
HPV 18 BUHIA 158.9 (248) 104.1 (239) 1.53 (1.29, 1.80)
HPV 31 fFiiR 127.8 (248) 74.6 (235) 1.71 (1.41,2.08)
HPV 33 BUHiA 106.0 (249) 52.2 (246) 2.03 (1.72,2.40)
HPV 45 BIHTA 30.6 (250) 27.3 (248) 1.12 (0.93,1.35)
HPV 52 FIF{R 66.2 (248) 61.5 (239) 1.08 (0.92,1.27)
HPV 58 FUF{R 125.8 (246) 64.7 (231) 1.94 (1.62,2.33)

AFENTIX PPIEER] CTIT iz,
N : A< &b 1 BIARKI O 2 I BRE %L
n ;YRS ICE S LR

Z HPV 24D cLIA 2 & % GNT D LLER (FIEIHEER 36 h ARR)

(010 X&)

I~14BDEM 2 [EHEFELE 16~26 O 3 [HEE L& DK

GMT (n) GMT b (95% CI)
W Group B Group D
(cLIA) 9~14 FED B 2 [alfEfE 16~26 1% D #ct 3 [ G BG b
¢ WIEIR 6 5 A%) | (Gl 25 ARG » Afg) | -roup Biuroup
(N=301) (N=314)
HPV 6 FlHiik 160.1 (254) 133.8 (214) 1.20 (1.00, 1.43)
HPV 11 BHiiK 115.2 (255) 82.9 (214) 1.39 (1.16, 1.67)
HPV 16 B Hiik 592.6 (263) 368.9 (222) 1.61 (1.30,1.98)
HPV 18 Tk 141.7 (262) 104.1 (239) 1.36 (1.16, 1.60)
HPV 31 Bk 106.9 (261) 74.6 (235) 1.43 (1.18,1.74)
HPV 33 Tk 95.7 (261) 522 (246) 1.83 (1.56,2.16)
HPV 45 B Fi{K 26.8 (263) 27.3 (248) 0.98 (0.82,1.18)
HPV 52 BiHiiA 63.4 (263) 61.5 (239) 1.03 (0.88,1.21)
HPV 58 BIHIA 119.2 (261) 64.7 (231) 1.84 (1.54,2.21)

AMEATIX PP CTIThoN T,
N : D7 &b 1 BIARF OB 252 7= 9BRE 5
n: YEERITIC TS LR ik
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V. ARICEY SER

Q) £

AR TIX, AHEIZB T D2 ABNOMOEERRRE B2, U7 F U AiEZHW
T ZEEORMMI L T O TEEMEOWEFIEN R D 2 L, EETIER
NI S O BEFE 1 It O R AR & i T & AR,

(O~ 14 5% ctED 2 MIEERE (FIRIL V6 » H1%) )

HERRAL ORI IE, AFEEREE 5 H I 294 Bl 48 1] (16.3%) (258D B AL,
ERHOFER 4151 (13.9%) . 8RS S # (1.7%) . JEE 361 (1.0%) Tho
7o REMEORIRISIL., KRS 15 BRI 294 Bt 16§ (5.4%) 123D 5
. ERLOEFEEMEDEW3IHF (1.0%) THhoiz,

(O~14 B MED 2 [ (PR OV 6 » Htk) )

EFHAL ORI SO IE, ARERER 5 B BIZ 296 6179 24 61 (8.1%) 238D B,
F72H DOITIETR 20 6 (6.8%) . MEIE 4 6 (1.4%) Tholz, EHMEORIISIE
AFNER% 15 BRI 296 B 12 611 (4.1%) 2RO LU, ERHD iFﬁﬁMﬁJ
(2.0%) . PRI 3 6] (1.0%) Th-oiz,

O~14 B o 2 [l (PR 12 5 H%) )

BT ORISR, AAIBAER 5 BRI 293 B4 35 61 (11.9%) IZF8O B,
T2 6 OITER 30 61 (102%) THoTo, EEMORISIE, AR 15 B
RIZ 293 BiFF 12 5] (4.1%) ([ZFRH BV, T2 S OIXEER 3 6] (1.0%) . FEhit
WEWIH (1.0%) ThHoiz,

(16~26 mE 2D 3 [FIHEFE)

TSRO ORI X, AAIEERER 5 B I 313 il 85 61 (27.2%) 1278 B,
T2 DITIESE 75 61 (24.0%) . FERE 9 (2.9%) . FEIR 9 (2.9%) . V#iE
541 (1.6%) . PNHIL 3 #1 (1.0%) Tohol-, DEMORIKISIL, AFHEE% 15
AN 313 B 32 651 (10.2%) (23R B, T b OXEER 1061 (3.2%) . %
#a4p (13%) THhHoT,

BEMELOEAMEICE L CHEE T RE RO EERLAKL, EEZEIERLKOH
I E S REIERORBEE & Lz,

(ZctE)
WIRIEERE 0 2> 5 BRI TR E TICHEE T IR E > 2B EFRIL. 9O~ 14k otk
O 2 [AIEERE (0,12) OF#ME (REBEFRH V) B 14T, BEO S HEICEEL
7

(B4%)
RBRIE L RRBIR O H 2 EE LA HFEFRLOERE T ILICE - - HHEFRILR

Y A WA e
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V. ARICEY SER

LTS

FEEZZRDELN (Day 1 HhoHREERT)
9~14 D%t 2 [EHEERE (010 KER)

O~ 147D 2 [AEFE | 9~ 14 Dotk 2 [ EFE
(FNEI RO 6 » Ath) (WA KON 12 5 H %)
n (%) n (%)
BER AT T2 BB A K 294 146
UL L OB EHERDOFE 89 (30.3) 45 (30.8)
TSN O EHE RS 57 (19.4) 33 (22.6)
BESTEBAL LIS O R 50 (17.0) 20 (13.7)
BHERZORBL L 205 (69.7) 101 (69.2)
Bl St o F 5 69 (23.5) 37 (25.3)
TESTHERAL O Bl SO 57 (19.4) 32 (21.9)
TS LA 0 Bl RO 23 (7.8) 10 (6.8)
EERDAEFLORB L 84 (28.6) 45 (30.8)
HBERHEFERROIRE 6 (2.0) 2 (1.4)
EIE RIS DOFEH, 1 0.3) 0 (0.0)
A 0 (0.0) 0 (0.0
RIS GC L D3 0 (0.0) 0 (0.0)
BEFERICL DR 0 (0.0) 1 (0.7)
BIROGIZ X B ik 0 (0.0) 1 0.7)
EERAEFRIZLAHIE 0 (0.0) 0 (0.0
HERFIRISIZ LD HIE 0 (0.0) 0 (0.0)

TIRBRHLY EANC & 0 IRBCK & ORRBR) H 5 LHE S FR

I IR O Ik

FEEROES (Day 1 hSHERIET)
9~14 DB 2 [EHEEE (010 HER)

O~147% D B2 [AHEFE | 9~14 75D Bk 2 [AIBEFE
(PR 6 7 H %) (P RO 12 7 A %)
n (%) n (%)
B ZAT o - R E R 296 147
VL, O EFGOFRB 64 (21.6) 29 (19.7)
EHHERNL O EE G 31 (10.5) 13 (8.8)
BESTERAL LIS O R 45 (15.2) 18 (12.2)
BHEREZHORERL 232 (78.4) 118 (80.3)
Bl St o F B 41 (13.9) 18 (12.2)
BT O Bl RO 31 (10.5) 13 (8.8)
TS LA 0 Bl RO 19 (6.4) 5 (3.4)
EERAEFROFKD e L 58 (19.6) 27 (18.4)
EEDAEFRORI 9 (3.0) 4 (2.7)
EIE RIS DOFEH, 0 (0.0) 0 (0.0)
T 0 (0.0) 0 (0.0)
BISOGIC X B A1 0 (0.0) 0 (0.0)
HEFR|IZLHH IR 0 (0.0) 1 (0.7)
RIS GZ & 2 ik 0 (0.0) 0 (0.0)
HERAEFGICL PR 0 (0.0) 1 (0.7)
EHERRISIZ L A IR 0 (0.0) 0 (0.0)

TIRBRHLY EANC & 0 188G & ORRBRY H 5 LHE S FR

IR O Tk

13) fENE R}« HESN S T

HER [010 3BT
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V. ARICEY SER

2) REeMHER
MR L

5) BE - mEBRHHER
MM R L

(6) B BRI
1) ERARERE (—REARERE. FEERRERAE. EARELKRRE) . ERTERT
— 8 R—RAE. HERTRERSROAE
— R A A () (SEhET)
HAY : RIS OB EER FICB W T, FMRAFFRERZNET D L L bz 0RHATIS
AR L, AL AFEFR BRI, [ZERER) ISERT2) L ORHABEME K U
NI & 5 255 5 IS O BRI OV TR 5,

2) BREHE L TERFPEONER IR L -RE - SBROME
A ) A 7 EEETE 2 REO B, EYNCHER T D 2 &

(7) T Dt
Prisfl & REIRIC O D ARFIEA HPV AU BE 4 2 &Y, JRAE K OYE RO TR E: & oMM
DU TII IR LTI ARE TIZ 720,

EIRICXT S SRR

IR O & kb g & U CREPRBE A 3% 1 Cli bz 526 Sz iRl ie vy, Lo L, [ERE SRR &
WA DEEERBRICB W T, EIEOERIR NI L T b otk (A TEETHEEZERS) 0o b, A%
TE, REIR I C UL RBEE Th - T IRO BN & 1%, AFIRETIL 12.9% (174/1,35314) | H—
HUNEETIL 14.4% (187/1,303 1) Thoto, 2O DOEGIT fRKIEOOLNLEIG LREETH
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me | omos | A/ 4t i - R i - R
KIE GARDASIL®9 | 20144 |0.5-mL suspension for | GARDASIL® 9 is a vaccine | Each dose of
12 1 10 H |injection as a single- indicated in girls and women 9 | GARDASIL 9 is

dose vial and prefilled
syringe.

Each 0.5-mL dose
contains approximately
30mcg of HPV Type 6
L1 protein, 40mcg of
HPV Type 11 L1
protein, 60mcg of HPV
Type 16 L1 protein,
40mcg of HPV Type 18
L1 protein, 20mcg of
HPV Type 31 L1
protein, 20mcg of HPV
Type 33 L1 protein,
20mcg of HPV Type 45
L1 protein, 20mcg of
HPV Type 52 L1
protein, and 20mcg of
HPV Type 58 L1
protein.

through 45 years of age for the

prevention of the following

diseases:

- Cervical, vulvar, vaginal,
anal, oropharyngeal and
other head and neck cancers
caused by Human
Papillomavirus (HPV) types
16, 18, 31, 33, 45, 52, and
58.

- Genital warts (condyloma
acuminata) caused by HPV
types 6 and 11.

And the following

precancerous or dysplastic

lesions caused by HPV types

6,11, 16, 18, 31, 33, 45, 52,

and 58:

- Cervical intraepithelial
neoplasia (CIN) grade 2/3
and cervical adenocarcinoma
in situ (AIS).

- Cervical intraepithelial
neoplasia (CIN) grade 1.

* Vulvar intraepithelial
neoplasia (VIN) grade 2 and
grade 3.

- Vaginal intraepithelial
neoplasia (VaIN) grade 2 and
grade 3.

- Anal intraepithelial neoplasia
(AIN) grades 1, 2, and 3.

0.5-mL.

Administer
GARDASIL 9 as
follows.

9 through 14 years
2-dose regimen

0, 6 to 12 months*
3-dose regimen

0, 2, 6 months

15 through 45 years
3-dose regimen
0, 2, 6 months

For intramuscular
use only.

*If the second dose
is administered
earlier than 5
months after the
first dose,
administer a third
dose at least 4
months after the
second dose.

81




XI. 5&H
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E4 W 7e4 g Hw,/ & & Zhie » B ML - HiE
p/S GARDASIL 9 is indicated in
(e &) boys and men 9 through 45

years of age for the prevention

of the following diseases:

- Anal, oropharyngeal and
other head and neck cancers
caused by HPV types 16, 18,
31, 33,45, 52, and 58.

- Genital warts (condyloma
acuminata) caused by HPV
types 6 and 11.

And the following

precancerous or dysplastic

lesions caused by HPV types

6,11, 16, 18, 31, 33, 45, 52,

and 58:

- Anal intraepithelial neoplasia
(AIN) grades 1, 2, and 3.

The oropharyngeal and head

and neck cancer indication is

approved under accelerated
approval based on
effectiveness in preventing

HPV-related anogenital

disease. Continued approval

for this indication may be
contingent upon verification
and description of clinical
benefit in a confirmatory trial.

2. BIMZET DERERZERER
WL BT D EsME B CRIEIOTA SCE. A=A b7 U 7 55%)
ARIROEFEHILD 19.5 51 19.6 =3l OEOTLHITILL T O@EY TH Y | KEOUAN CE, A—
ANZUTEETRLD,

9.5 114@
I SR L CW B ATREME D B izt TR EoFRMEN G A2 BB 25 & HEr s
HEEICOLEETH L, [9.1.7BHR]

9.6 RELIF
TOIEEME EOAEMEL ORALREOA R Z BB L, ZAOME T k2 a4 25 2 &, AH
K OAFNIT DU FAITTPFA~BITT 2 0EIARHTH S,

KE OWRACE 8.1 Pregnancy

(202543 H) Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the
U.S. general population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%,
respectively. There are no adequate and well-controlled studies of GARDASIL 9 in
pregnant women. Data from GARDASIL are relevant to GARDASIL 9 because both
vaccines are manufactured using the same process and have overlapping
compositions. Data were evaluated from pre-licensure studies in which 55 and 62
pregnancies with known outcomes were associated with women inadvertently
exposed to GARDASIL and GARDASIL 9, respectively. Pregnancy Exposure
Registry data are available from 1640 and 69 prospectively enrolled women with
known pregnancy outcomes who were vaccinated with GARDASIL and GARDASIL
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9, respectively. Available data do not suggest an increased risk of major birth defects
and miscarriage in women who received GARDASIL or GARDASIL 9.

In one developmental toxicity study, 0.5 mL of a vaccine formulation containing
between 1 and 1.5 — fold of each of the 9 HPV antigen types was administered to
female rats prior to mating and during gestation. In a second study, animals were
administered a single human dose (0.5 mL) of GARDASIL 9 prior to mating, during
gestation and during lactation. These animal studies revealed no evidence of harm to
the fetus due to GARDASIL 9 [see Data].

Data
Human Data

In pre-licensure clinical studies of GARDASIL 9, women underwent pregnancy
testing immediately prior to administration of each dose of GARDASIL 9 or control
vaccine (GARDASIL). Subjects who were determined to be pregnant were instructed
to defer vaccination until the end of their pregnancy. Despite this pregnancy screening
regimen, some subjects were vaccinated very early in pregnancy before human
chorionic gonadotropin (HCG) was detectable. An analysis was conducted to evaluate
pregnancy outcomes for pregnancies with onset within 30 days before or after
vaccination with GARDASIL 9 or GARDASIL. Among such pregnancies, there were
62 and 55 with known outcomes (excluding ectopic pregnancies and elective
terminations) for GARDASIL 9 and GARDASIL, respectively, including 44 and 48
live births, respectively. The rates of pregnancies that resulted in a miscarriage were
27.4% (17/62) and 12.7% (7/55) in subjects who received GARDASIL 9 or
GARDASIL, respectively. The rates of live births with major birth defects were 0%
(0/44) and 2.1% (1/48) in subjects who received GARDASIL 9 or GARDASIL,
respectively.

A six-year pregnancy registry for GARDASIL 9 enrolled 185 women who were
exposed to GARDASIL 9 within one month prior to the last menstrual period (LMP)
or at any time during pregnancy, 180 of whom were prospectively followed. After
excluding elective terminations (n=1), ectopic pregnancies (n=0) and those lost to
follow-up (n=110), there were 69 pregnancies (including one twin pregnancy) with
known outcomes. Of the 69 pregnancies, 5 were in women exposed twice during
pregnancy. Therefore, there were 74 exposures to GARDASIL 9 during pregnancy: 3
occurred during the 30 days prior to LMP, 34 during the first trimester, 13 during the
second trimester, 19 during the third trimester, and 5 in an unknown trimester.
Adverse pregnancy outcomes included 3 miscarriages (all in pregnancy exposures
during the first trimester) and 3 major birth defects (one each for pregnancy exposure
during the 30 days prior to LMP, first trimester, and second trimester). Women who
were exposed twice during pregnancy had 0 miscarriages and 0 major birth defects.
These data do not suggest an increased risk of major birth defects and miscarriage in
women who received GARDASIL 9.

A five-year pregnancy registry enrolled 2,942 women who were exposed to
GARDASIL within one month prior to the LMP or at any time during pregnancy,
2,566 of whom were prospectively followed. After excluding elective terminations
(n=107), ectopic pregnancies (n=5) and those lost to follow-up (n=814), there were
1,640 pregnancies with known outcomes. Rates of miscarriage and major birth defects
were 6.8% of pregnancies (111/1,640) and 2.4% of live born infants (37/1,527),
respectively. These rates of assessed outcomes in the prospective population were
consistent with estimated background rates.

In two postmarketing studies of GARDASIL (one conducted in the U.S., and the
other in Nordic countries), pregnancy outcomes among subjects who received
GARDASIL during pregnancy were evaluated retrospectively. Among the 1,740
pregnancies included in the U.S. study database, outcomes were available to assess
the rates of major birth defects and miscarriage. Among the 499 pregnancies included
in the Nordic study database, outcomes were available to assess the rates of major
birth defects. In both studies, rates of assessed outcomes did not suggest an increased
risk with the administration of GARDASIL during pregnancy.

Animal Data

Developmental toxicity studies were conducted in female rats. In one study, animals
were administered 0.5 mL of a vaccine formulation containing between 1 and 1.5 —
fold of each of the 9 HPV antigen types 5 and 2 weeks prior to mating, and on
gestation day 6. In a second study, animals were administered a single human dose
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(0.5 mL) of GARDASIL 9, 5 and 2 weeks prior to mating, on gestation day 6, and on
lactation day 7. No adverse effects on pre- and post-weaning development were
observed. There were no vaccine-related fetal malformations or variations, or effects
on female fertility.

8.2 Lactation
Risk Summary

Available data are not sufficient to assess the effects of GARDASIL 9 on the
breastfed infant or on milk production/excretion. The developmental and health
benefits of breastfeeding should be considered along with the mother’s clinical need
for GARDASIL 9 and any potential adverse effects on the breastfed child from
GARDASIL 9 or from the underlying maternal condition. For preventive vaccines,
the underlying maternal condition is susceptibility to disease prevented by the
vaccine.

e
—Z RS AN
AANT VT O iy o B2 (2025452 A)
(The Australian categorisation system for prescribing medicines in pregnancy)

\\\}k

#

Sy FADREEE

A —A N7 U T D53¥E : (The Australian categorisation system for prescribing medicines in pregnancy)

B2 : Drugs which have been taken by only a limited number of pregnant women and women of childbearing

- FDA 7331 :

age, without an increase in the frequency of malformation or other direct or indirect harmful effects on

the human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no evidence of an increased

occurrence of fetal damage.

iz L

FDA 1201546 A 30 HA &> T, ZALE THEM L TX7 FDA IR SFE (A/B/C/D/X DFE
AR T Y =) ZERMOERICEE Lz,
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