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AIN Anal intraepithelial neoplasia HTF9 &R NS
AIS Adenocarcinoma in situ R P R
CHMP Committee of Medical Products for Human Use t NAEKLEZES
Cl Confidence interval {5 HE X [#]
CIN Cervical intraepithelial neoplasia T SEES L R N
cLIA Competitive LUMINEX immunoassay BEOH LUMINEX A A 7 kA
CVG Catch-up vaccination group —
EMEA European Medicines Evaluation Agency WICPN 22 36 T S A T
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FDA Food and Drug Administration KEEMERLE
GMT Geometric mean titer PUAATG D 24T 214
HIV Human immunodeficiency virus bt NMUERET A LA
HM Heterosexual men HLE R B
HPV Human papillomavirus b hRER—< AR
LSIL Low-grade squamous intraepithelial lesions B R E R NIR A
mMU/mL milli-Merck Units per mL —
MSM Men who have sex with men Bk & MR WA 1T O Bk
PCR Polymerase chain reaction AU AT —EE#EE S
PIN Penile/perianal/perineal intraepithelial neoplasia fe3k NLFRJEDE =Fa b N s
PPE Per-Protocol Efficacy —
PPI Per-Protocol Immunogenicity —
VaIN Vaginal intraepithelial neoplasia fi b Rz PN g
VIN Vulvar intraepithelial neoplasia SR b Rz PN
VLP Virus-like particle 7 A )L AR
VWP Vaccines Working Party —




I. SiEICEI5HE

1.

BRDFE

b hvr—<vTU A /LA (HPV) Tt R — T A LARITET S DNA VA LA THY | 15
TR A T D RE N 2 FF O VA VA TH D, 1983 4E1Z zur Hausen H 12 & » T+ Sl
fkC HPV16 B 5 ) ANERICHIET 5 2 EAdES, R A LA L L CRalIcER vk,
Z D%, HPV 1B L T < OEFFIE0 1 V-V O SR SE 3T oiu, HPV 2B S0 —
OoVEE, BEE, ITPE, B, DEREEORK Y A VA TH DL Z ERHA LMoY, Bl
F£ HPV (X 100 FEEELL EORINH O N TERY . FESEEORIN L7225 HPV 16, 18W%d THY A
By b, REaVa—~<HOFNERD HPVG6, 11H%D Y A28 ([Z5ESAT0n5E 2,
H— VORI E AT ) Y (LLF, AAD) 1L, Merck Sharp & Dohme LLC, a subsidiary of
Merck & Co., Inc., N.J., U.S.A. (MSD)A3BA % « 83 L 7= HPV iU &k OV HPV BHEE B O T h % B &
L7=HPV6, 11, 16 KON 18KID L1 7=AFHED w7 A )V AKRRL - (virus-like particle : VLP) % & $ef#
R R OB FHHR Z W AT 7 F > Th 5, WM T D ERRBRAE D 16~26 % DK
PEIZXF T D ARFNCE £405 HPV AL (6, 11, 16 XN 18Y) DR T KA N Z b 0o HPV IZE
WS ARBTRENHER SN, E5IT, 9~15 MO LISk 5 KB ORI FMED 16~26 7% D
LHEDOGIERME L FEL ETHD Z EDRRINT-, £, AFOZEMEEFN LT 7 REROE
D, 9~26 O LMEICRHT D ARFNOAFMEITEMROICBEEFTH D Z LR INT, bR
BRAERIC LY . AANTKEREMEESE (FDA) 1TX Y 20064 6 HIZH&RE S 4L, 202342 HBUE,
KEKOBU Z & et 5t 130 BLEOESOIHIK CHRB I TV D, REIZEBWTIEL, 2006 F025 )7
ARG (Bl MSD RS t) 12 Ko THERIREBR DS BHAGR S v, 18~26 ik D LMk A %5 & Lz
AERIZHBW T, HPV 6, 11, 16 KT 18 WD FHFEEGLIE TN Z 4L 65 00 HPV BT B4~ 2 JR AT %
LY AR S NIz, 72, 9~1T O LtEE xS E L-RBRICBW T, ABIOREIFMED 18
~26 DM ERIEL ETHD 2 ENR SN, 25 OE PR RBRGE R M OVE S R 5R
FARIZEE DN T, 2011 4F 7 AN BLGEIRBAGE 2 Ui L7, F£72 20204F 12 A, E3RA, ERELS
HORE, AR OZEEORREICET HIEAE 14 &8 2 HE 3 54 honETONT RIS
LG LRV E OFREMREES,

<IIMERUVZORERKRE (BERUEN) ~REa>Pn—< (Bt OFH>

16~26 ik DIEH AN FMEZ x5 & U2/ S AR AR ER (020 3ER) K ONZDOY T A X T 112
BWT, N TOBEMEICKIT S 4 i HPV BIZESE L 72 g E0EmAL (REaryya—~v kW
PIN) . FRpii&Ye, TLMBE (LM ER Y AIN) L ONLM NG 3 D TR R A3 iR
Nz, F=. WHAAEIFRE (020-21 REBRE O 018-11 3ABR) TOEM 7 + o —7 v 7OHEFR)
O, U7 F UHEHERELK 10, TRIRDFRET 5 2 &3 RS,

T2, 10~157% (016V1 #kBR) Xix 9~155 (018 #kBR) DI EAARNBYETOH —Z 2 DGz
JEUME Ze Vg A S TR B R 3R TRl L. 9~153% D BIEIC I 1T D IEISE I 16~26 5% D BYEIZ BT
BHEEISE L LD ERR TH -7,

KETIE, 2006 4F 6 HIZ 9~26 1% D MHEIZ %9 2% s CAGRES %, 2009 4 10 A 12 9~26 i D
B L THPV 6 KON T ISR ¢ 2 R0 Vo —< DO PR AKR S ., 20104 12 A
\Z 44l HPV RUZ B3 2 AL P X OHLPY EEZNAESS (anal intraepithelial neoplasia : AIN) @ Ff;
WISAEI S e, Z ORI 4 i HPV B B2 AT & OY AIN O T BHIZ DWW Tid etk 5t
T b AR S T,

RONFEE TlE, 20064929 H X 0 9~155% D F 2c e N 16~26 75% D Ze M6 9~ D b D3 KGR S 4L 72,
D%, 27~45 E O LMD KRB A IC S & 2010 4F 6 H IR 2 T AF O IIEE 9
Ll BIZPRR UL 2014 4F 3 H | BRIRERBR AR 4 LA C L L &L O AIN )& 4800 L 7=,



1. BEICBEYHIER

AFRTIX, 16~26 D BARNBMEZ 55 L Uiz ENE AR AR T 4 1 HPV B2 BEH L 7 FF
TR IR D PRI R AR LT-, 9~15 MO B AN B2 %5 & U 7= [E PN TR G AR R BR 2
BOTI~I5HDO HARANBETOREIGEIL, 16~26% 0 B AR AN BV TORIEIGE IR LIESME
ONEBRTHD Z ENHERBINTZZ LD, 16~261%D BARNBHETO TR E 9~15%D
HARANFETO TR L L CRHIAREE B 2 72,

F7o, IR RORES, ﬁ%#&wrﬁimﬁﬁéﬁﬁﬁﬁmﬂﬁﬁﬁm@}wvﬂ%@%ﬁm
B L CHLMICKREREZ N 06, LMIZEsiT 5 HPV 6, 11, 16 KO 18 B2 L 72 AL
PRI T~ D AR HN D FBAZh A, ﬁﬁf@ﬁﬁ@?—&%%mfﬂﬁf%ék%z%nto
BARMECONTH, KL RRICEEICBNTHLERNICRF TH -T2,

T D OB RITESE . 2020 4F 12 AIZBEMROLMICE TS MM (R LECE) X
%@%%ﬁ%(HWL&W@%(MM]42&63)J&U%ﬁﬁﬁﬁéf%%ﬂ//m~VJ
DYRESNT Y R e OCHE L OV & OB IO &G 2 B L7,

2023 4 2 ABIUE, ARAIO BRSBTS 120 LLEOE ST TR STV b

2. %ﬁw“ﬁ%ﬂﬁﬁ

FEHRERUVZTORIERE. HEZLERAES 1. 2 RUSEVICELRAESR 1. 2 RU 3. RE

aron—< (Ztf) OFFE>

(1) TESEEORIBMREICH T2z ( TV, 5. BREGE OHESM)
HPV 16 L O 18 BT R~ 2 i 7= S A (CIN2/3 X AIS) % 96.9% b5 L7,
HPV 6, 11, 16 KO 18 BUTHE KT HIREWRE 2 &+ HSEHWZ (CIN1/2/3 T AIS) %
100% 7RG L7z,

(2) WRIAWHPVIEEROFEL (V. 5. EKARE OHESMR)
HPV 6. 11, 16 KON 18 FIC#E A4 % VINL, VIN2/3, VaIN2/3 % 100%FF5 L 7=,
HPV 6, 11, 16 KO I8BITER T HRFEa L vr—<% 100% 55 L7z,

(3) EMlch=2 PHishRof (V. 5. BRSE OESH)
ZAu—7 7R G EEEE D OWIM FRE 119 . BKE : 14 F) [ZBW T,
HPV 16 } T8 18 | B3 L 7= CIN2/3. AIS XIIFESERORAEIT R o7,

(4) BIEOS ( TV, 5. EREGE] OHEBM)
ENERAR SR CRGEEE) AFIEEFE% 5 B BICIEREALIC THREE SN ERBISOS X, &R,
FLBE, BEAE. Z Ok, Hif, RRETH o772, £, AFIEEREE 15 IR b -T2
EHMEORIKISIE. FE, R Ch o7z, ERMRAEMER AT mRIEENEThH o7,

<IIMERUVZOHIBRE (BERUVEY) ~RE2>PO—7 (B OFH>

() At ( TV, 5. EERRE OESM)
16~26 i DIEH RN B 235 & L BRARREBRICIW T, 44l HPV 22 B U 7= FT 99 K& Y
AIN OFAEITKET D FREIRIX 775% CTh - 7=, F7=. 4 i HPV B BE U 72 1T P N Rk
Yelzxt 4 2 PN RIL 94.9% CTh o 7,
16~26 %D H AR N B A XIS & LT BIRRIBRICI VT, 44l HPV AL B L 7 KT P N £k
GlZHKT 2 TR AL, PREAEATIREIZ 100%, TEBRIE TIREIZ 100% TH - 7,
16~26 7% DI B ARNF M2 LT R O R WIR el 2 370 U 72 BRR BRI IV TL 4 i
HPV 2 B U 7= AT & O AIN O R A1 78 v o 7= (B [RIEERE#£ 2> & OB H i : 9.54F,
BRAE : 11.54)

(2) BIss ( TV, 5. BRG] OESBR)
[EIN AR SR « AFIBERERS 5 B RNCTESHIALIC THE SN2 ERRIOGIE, &, FIBEE D
JEE T o7, F7o. AFEERER 15 HRICRD bz e2HMoRISIE, BEATH -7,



I

- BEICEY SR

(1) REBSH
IR U A 7 PR A2 RAE O k|

Q) i - FRLOFBEIE

YN SEfET 5 Z &

3. HROHEFFEYE
KAET LT 4L R v Ths, (V. 1. #F) OESR)
4, BEMFRAICEL TAMTAEHEYE
R B 5 B ﬁ
A 2/% Vv
M ¢ 8T s | FA P BRI
RMP H FT. 6. RMP O E| DIESHR
MO %7 Robemss L | | PR AR RO T
YRR ST B b DA R )
- FT. 6. RMP O E| DIEEH
REETHEE A Fo (> | I
EREN EoREREEm |
5. RBFHERUVRE - FRALOFPBREIR

. 6. RMP O#fE | OIEZM)

HIEIRA N BT A AN O 368 1568 B9~ 2 1 e it 2 S0 L 72 SRR BE L6k L TRA 21T 9

RMP Ot E

EELHURIEHFEZ RWP) O#MIE (RESEH : ff16511 8)
MRS
[HsEp 4 E Shiz) 227 ) [FEEREAER ) 27 ] (G AN

CBBUER)G (T T 4 TF Y —,
RUE SRR, HIRIBE)
- HiRfB A pE S A R EMRN X D

«c FF e N L—SEfERE
o /N TSR BT
- BERBEENE SR (ADEM)

E 2 23N

NG

BRI BT 2 M HIE

2L

| ERRICE S RAMEE O T OIES) I EFCRSL Y 27 ByMED 729 DR )
2 3 5 72 A S AR i O AR U R 7 fe/MEEHE O

TR OO 1R K i 22 AV R AR B
HIEHE, SRR - A2l SHEHRTE BRSSO
8- R - ATICIED S R AR OREY

WE DY A7 F/METEE
cBTRIKOY 7 FUoEEEZ T HAN~DHA R
(2 & D 1E et

BN HE b 22 EVE B TE B
- i R A ()

ARNMECEET 2 FAE - SRER D FH i O E

2L

BIMD Y A7 fe/METEE)

c ERACEERTEM (EEEEOF5E) OfFEK
& Eft

« BRHERRE AT A OVERR & F it

R ORBEBIE, MSCATEIEN R R e A O R L AR — U THEB L TS 72 &0,




I. AMICEEI SHEE

1. BR35E4
1) 4
H—= VKRBT RS Y Y

2) & 4

GARDASIL® Aqueous Suspension for Intramuscular Injection Syringes
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Recombinant Adsorbed Quadrivalent Human Papillomavirus Virus-Like Particle Vaccine
(Yeast Origin)
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IRk ER 23~27°C 12 % H 12 5 HE CTHE

7. RARERUVBREOREN
VI 11. ®WH EoEE] OEBH

8. HFl DEAEL MREILENEL)
YR L

9. B
M ERR L



v

. BHICEY SR

10. B3 - A%

(1) FESDELGRSE - 2F., NS RREES - SRICHET HER
M LA

Q) aE
22 05mL: 1R

Q) FHRAE
EARSANA

4) BROHME
YUK AT T HT A
Fo T XY T AT V=BT F LT A
TV —e BT F T A

11. BRI 5EHE

[X. 5. BEFHENTEH] OHEBHR
12. ZDfth

RO

AFNL, mEICHRLUZ 4Oz e b r—< T AL X (HPV) 6, 11, 16 KT 18 L1 7=
AEE T A NV ARERLF (VLP) M b 72 5 BE OB Cbh 5, L1 7o A BEITE 2 B
O3 L IVIZEERE (Saccharomyces cerevisiae CANADE 3C-5, Hfk 1895) #hisk L TGS, AL
ERITED VLP 24535, £MO VLP 3K, 7LV Ii=0 bG8 4257Vanr b (T
S=ULE FeFURAT = Milsth) (S S, BEREIRESG. "BAL TARET S, £
TEAANTRE TR T, v OAHRMy (DI /) 2L TWD,



V.

ARICEEI 5IER

1.

PEE T EHR

ErRNED—TDA4ILR6, 11, 16 RU I8 BEDREITERT HSLUTOREDFH

OFEHE (RTLRERUVRE) RUZTOHERE (FEERMLEAES (CIN) 1. 2 RV 3 i
WITEEARRE (AIS) )

ONnizERMES (VIN) 1. 2 RU 3B UICELRRES (VaIN) 1. 2RV 3

OLFfE (RFLKE) RUZODOHERKE AIFMLEAES (AIN) 1. 2RV 3)

Ox*xarvon—v

HMEEXTHRICEET IR

5 MMEEXIIHRICEET HEE

5.1HPV 6, 11, 16 KN 18 RILIA D HPV &Y T LK 92 = S (R BRI & O) . LY
i R BRI SUIEN 5 OFIERIFHA %O T2 FIIMER I T,

5.2 @V BRSSO ALV RS 5 TR R ITERE S T Zeny,

5. 3 HEREREI YL AL LTV 5D HPV OFERR L OREICA U T3 HPV BEEDIHRE OELT 83D
BITHIFEFTE 20,

5.4 AAIOHERITEMMN e FESEERZONRDY L2250 Tidy, AFIEREICINZ, 5%
FERZ D% HPV ~OIgZE, HEYMEICH LIEET DO ENEETH D,

5.5 K& TP h R ORI XL L TV 720,

(fiAEso.) * () OB ST SCEOEE S5
5.1 RANIOHREST X HPV 6, 11, 16 XN 18 WD L1 A HE B 725D 7 A )V AkERIf (VLP) T
HY., HPV 6, 11, 16 LN 18 B DEYLTH K N2 b HPV R BE# 4 2 5 S (R bR
KOWE) « IR ORCFE ERE) KOS ORiBRIFE ., iz b NiEE, 18 B NBEEE OY
WCREa Ve —<ZxT D PR IHR I TS, —JF, HPV 6, 11, 16 KO 18 BILI4b
? HPV BT K D&Y WA K OVREICKT 2 PHIRMRITBED & Z AR TH 5.
5.2 @ ¥ ERCEE LIS DO RLFIE XL E ORIEIRZE I 2 AR O PRI R A EER Lo T — 213720,
53 AFNOIHEXIIZNFIL, THPV 6, 11, 16 OV 18 D E YL (2L K 7~ 2 71 SEyiE o N2 O RiBESH
25, Ok bR NREEE, BE ERENIESS, ILFE RS LEE) RO ORIBERAT N REa Y
0 —=<IZT 5T THDH, KFNITEHY 7 F o TH O KRFIOBERIEF IR YN LN LTV D
HPV OHERR J OBEIZA U Ty 5 HPV B DR ZE OHETT TR R T TE 720,
5.4 RANL, TXTCTO HPV &% FEHTE 2T Tidpv, RAITIE TR T 2V EEME HPV O
Y L DR E BRI RT 5720100, FEEBERZOZZRHRNTH D,
Fo, HRERYEICK LEET S Z LIC KV HEPMEDFIR & 725 U A )V AEGe~DOEEHLL & 72
%o HPV JEYT T A NV ARG I N AT, [MH#EIZ HPV EEA~D Y 27 2@ T&E 5 &
EZ26N5,
5.5 PRI O R HFHGEHIFILMEL L T 7220,
TE S N OV ORIBRIFZA . S B NEEE, I8 ERNIEES, AT & OV O Rk 28 3 ONZ R
EarUn—<ZxT B THIRIT. True—T7 v IR TG L CTRMIS TR Y, 3 B
BB TOWIR E TREFRENE DT Z LRI TS,
FUTUREIN (015) B 7 0 —7 v 7ikBr (015-21 RABR 16~26 i &%)
Ll 11.9 45, fx K 1447
FUTUREII (019) RO 7 1 —7 v 7ikBr (019-21 iRABR 24~45 5 &)
HgLfi 8.7 A4, FK 10.1 47
018 FRERD 7 + v —7 » 73R (018-11 7Bk 9~15 ik &M K VB )
M YL 10 4F, Bk 10.7 4
B P fE 9.9 4F, K 10.6 4F




V.

ARICEY 2ER

3.

4.

020 R D 7 + 1 —7 v 7R B (020-11 3Bk 16~26 5% HPE)
LB 9.5 4F, R 11548

RZERUVRAE

() AERUVREDORES

9L Lo FEIZ, 1110.5 mLASE3E, BRI 5, @E. 2B BIZWEFEEO2 5 H#%,
3EIE X6 # ARICFARO L CHRET 5,

(fi# L)

[XT. 2. ZOOREHEE ) DESM

Q) AERUVRAEDOREEE - B

AEARRBR T 0 77 DO, LR 7 F UL VA L 3 RIS L, &0 2 [%E
BCHERCTERE L, 3EIEIZZANOHEy ARICERE TS Z LIcX - T, EMOGEFSNTRES
BAHZEEMBE L, ZOMBTIE, HPVU 7 F U 2 0FEPAE b BRFR DV 7 F 0 (WY
IF B TANAATF REAABROT VI =0 L 2G5/ L, MITARYUEA R L4 5)
DN STV,

WA AR R IREABR 2 BT, AFI ol &liE kO &R %2 3 & (HPV 6 BY/11 BY/16 Y
8 L1 7= A & = 20/40/40/20 pg. 40/40/40/40 ng, 80/80/40/80 ng) THEMi L. I RMEIZHIT D
AR OZIRD N hoTz, —FH, BIMMHEBERRBR CTHWADICHELE 25 K 5 etk
077 AMIBD LN T=N, HEICEFE L THESBA LR OREEEOHEEERFEERD
FEHLRPFELNITHEIN LTz, TR O ORR LY | BIAEEARBR THWS &S LTHPV 6411
AU/16 /18 L L1 72 A AL = 20/40/40/20 png 2SI S v,

HEIFEEERBRICB N T, AFIOHE - AEE LT 1 [H 05mL 28EEERE, 0 2 5 ALY
6 » AEOEE 3B FHANICES L, 3EIOEREZ 1 FLNICK T LI2gBREIZB W T, RKHIO
AR, FEIRPME R OVZ RN ER STV 5,

V. 5. @. ). O ®BIELWITHERSHER] OHESMH

AERUVRAEICEET 53F8

1. BZERUVABEICEET HIE

1.1 EfERRE
VELNIC3RIOBRELAZE T T2 ENEE LY, 2B, AFIO 20 B KO3 E B OS] E
RO 2 » HBEKL D 6 » HRRICTERWEGA, 2 M BERITREEN D72 S 1 5 HEL
b, 3EBEERII2HBERENGDR 3 AU ERIBEE W CE/T 5 Z &,

1.2 EIRsIERE
EEIRMLE RO ZESICIE, oU s F o LRIEFCERET LI Z LN TE S, [14.1.1 B8]

(fiAEso.) * () OB SR SCEOEE S5
7.1 FBIMAERRBRICBN T, AFIOHE - HEELTIEO0S5mL %22 5 AR 6 » AR A TEE
3[El, BAPNICIES U, 3 RO AE 1 EUNICK T LEEREICB W T, KBIOARIE, S
U R VR EPEDNHER STV D,

7.2 TEMBFEEMEE] 515 19 tho PR S oBfe [ (2) 2 FELL Lo T ik % [k
[Fl— DR RE KT LTIT O FFERE (RAVZF v - BRAEME YA REHEATE81T. 1
SDU I F ol ., FREEE L UIHRbRvy, ) 1%, EEIDNEICSLE L RO BAIIT I HE
MTEHZ &, | ITHERL LS LT,
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V. ARICEY SEA

5.

A7 30%
W)BEBERT—2 Ry ir—o
<FEBERERUZORRFEE. MELERNES 1. 2 RV HTVICIELEERNES 1. 2 RV 3, &F
aron—< (xtf) OFE>

O : &Rt O :zEEE —: JEmid LIEEHMlioxs & w7

Phase %G Btk | RN | RN RBRT YA o
HPV 115 LI VLP U 7 F
% 1A 18~25 7% o O O VPR TR O MR A L
(001) #BR 2 140 51 HEMRHERE 7 &
TN kPR 2 fi st A ) 5B
HPV 16 %! L1 VLP U 77 F
1 % 1A 18~25 7% o O O VPR O M A L
4 (002) B 1 109 5] HEMRHERE 7 &
TN kPR 2 fi st A [R5
HPV I8 LIVLP Y 27 5
25 1 4H 16~23 % - o o AR O IR (L " HE
(006) B A 40 B W77 & R xt R sk 3t
[l
18~26 ik
51 AH e 1,021 14 o o) o HIELL _BmER T 7
(027) Bk (RFIBE 509 51, 7 st IR 2 e He[RlaAR
7 & AREE 512 1)
W 9~17 i%
F AR 114 107 51 - o o) EVEA(L —HEM T 7k
(028) #Ex (RHIRE 82 1], 75 Ak PR fiti ek 3 Rl
B ANEE 25 )
HPV 16 %! L1 VLP U 7 F
= I14H 16~23 7% o o o CHERERE O TR AL T E
(005) Uk 4k 2,409 1] BT RS ik
" MIEL L _HERT 7
% AR 16~23 7% N R
(007) 38 | Lok 1,106 4 © o © ;i;%m*ﬂﬂﬁﬁ iR
HPV 16 LIVLP U 27 F
75 T AH 18~25 % - o o HERERF DI AL " EHE
(004) B 1 480 15 W77 R xR ik 3
i 0077 BRIZISIT D 1[EIH D
7 RS 60 » A B IASKI:
L N T B AR~
%A 16~23 2% 24578, 4 [0 B OAH
(007) FE& JobE 2 41’@” — O O PEREAS 1 (8] F Beflith b
A bR 7% HPV 6, 11, 16 K
18 U~ DHURR i % L
TEHNE I DERET S
EEMDILERG
S 102 SR EE R T
(isvpuTy | KIESASEL g e | o | Rt
RET) stget | UOMEE2723 61, B
7 & REE 2,732 1)

11




V. ARICEY SEA

Phase G Hahik | etk | e BT YA O E
AFE B BIFFRD 7 F
SR 16~23 1% - o o > D[R] R B R IR O B
(o11%) #Bx e 1,877 1) b —EHEMRT TR
o PR 2 Jii 7 [ 5 BR
AFIXiX HPV 16 L L1
. VLP U 7 F B D
£ 16~23 7% N .
e — © © WVEAL _EHER T T
) ZRkE ;
(012F) #Bx et 3,882 14 Y R BB % i 2 2k ]
AR
54 e MBI, —EER
i | (0IS/FUTUR | 7 ﬁzﬁf&%ﬁ S| @ © © | TERMBE LR
S| EI) #HERt AN ’6’080 ) [ B e [R5l
5 I 16~23 w2t K Y A (48K O 45 H
(016 V1 10~15 w5 & - o o ERAD) B EAE
v2) %ﬁﬁ V1: 1,529 fi It _EHEMm (HEHNE
i V2: 2,545 4 ) 2k e [F RR
5 AR 9~15 ik - o o) EEAL_HERT T
(018) #x B4 1,781 1 AR 5of R 22 Jih 5% e [R]FRER
- 24~45 %
ESIIEE o Y
2t 3,819 4 MEVELIL " HEHR ST
g%fg%? Gt onm, 7| © | © S B
e Z = RHE 1,908 15

+011 3B Y012 3BT 013 3kBR D —ER & L CEMi L 7=,
1+ FUTURE: Females United To Unilaterally Reduce Endo/Ectocervical Disease

<IIMERVZORERFRE (BERUEM) /RE

© : FfiiER O : BEEH

arvoo—< (Bitf) OoFH>

— HERET S L ITRHf Ok 5 &

Phase PO Bt | ettt | gl | RBRT VA o
16~26 7%
AL HE 4,065 B o © o) EA —EEMR T 7
(020) RBR | CKHIBE 2,032 6], 7 xRk LR
Z & REE 2,033 B)
e 876
ot B 785 Hil
B\ 15 stBp1c 5515 5 5 W 4 7 9 5 b b I
(018-11) MR I © © TSI E R
(LTFUS) %8B AFIEFRRE B AT Eilb
. T BRBR AR R IS A4
it L7~ 5 v R
4 T 1,803 B
5 4 (020 FERIZI 1 % e
(02021) |REHERBEEUAR| © | © © ﬁgﬂiﬁ#g&@@
(LTFUS) BR| BRBAAARTIC AT A 42 "
L7727 T & REE)
AL 16~23 st B Of o O O A 2L IEE M2 i
(016V1l) FRER | 10~15 %58 4 1,529 il & 3L [l R
S AR 9~15 7% - o o e _EEM T 7
(0181) R 11,781 15 N kPR 2 B A ] R
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V. ARICEY SEA

Phase PO A | et | Rk | RS A o
16~26 i%

AR F 1,124 1] o o o HELL HER T T
=] (122 #k) (CRFIBE 562 15, 75 TKRTIRZ iR L RIRAER
N B AREE 562 B1)

HIAH 9~157% o o o I A X (b 22 i 5% 3[R

(200 k) Bt 101 41 B Balin

§ LTFU : Long-term follow-up
(| BTl K R B R 5 BT 2 oD 72 3R
(2) ER PR EREAER
FUERR L
) AR RIGEFERFAR
V. 4. 1). OEVELAIATHEMCRER | OESH
(4) HRELRYEABR
1) EXEREEEAER
®ﬁ¢ﬁmiﬁm%&ﬁﬁﬁ

FEHRERUVZTORIEERE. HEERAESR 1. 2RUSEVICELRAESR 1. 2RV 3,
aron—< (k%) OFH>
WESL B TR G PR 3R < 007 55k >
HEg: (1) 44 HPV (6. 11, 16 XN 187%) L1 VLP U 27 F o DA 3 EHEMEICL Y, +457
HPV B G HUAR OS2 8 8 5 HEORAIZFrES 5, (2) 44 HPV (6, 11, 16 XTN18
) LI VLP U 7 F o ORAFHENERENCBIFTH D Z L 2R T,

ATV A | EEAL EER T T AR 5k RS ik S 5 & 5O S R R
PO 16~23 5% DR 72 20 1106 1]
CHAANIFIIE L TR LT, BB 7 v A E CHRIRBITESZH WS Z b
R . WZHRELTWD
SR AS Y
ERRREE |y oMo 44 0 F
< B EITHIAEE T LSIL (R ERNIRZE) LI EO BT ROBEEN 720
ZHBEDOAMHPV Y 7 Fo I 7 TR (D~B) % 0. 2. 6 % HEHZE3 A
ZRRANICEERE L, BURBOS OFFGEMEICSWT 36 » H £ TBBL 72,
AfliHPV U 7 F> (HPV 6., 11, 16 X181 7-AHE &HE)
. . D20/40/40/20 ng/0.5 mL 277 {3
R 71k @40/40/40/40 ng/0.5 mL 274 {3
(380/80/40/80 ng/0.5 mL 280 4l
TR (FAIZTLATPany NEAER)
@225 pg/0.5 mL 135 f
®450 ug/0.5 mL 140
S AHN D 3HEORA L 7T A% 0, 2. 6 » ARFIZE 3 A2 FHRNICHERE L7
S BB D22 R OV g% U
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V. ARICEY SEA

MIEHUREIIC W T, FEBOAEITRD b~ 7z, HPV 6, 11, 16 KN 18
WD GMT L7 # AR TR bR -T2, £D%, 24 5 ARFE TGMTIZE T L,
DIBIIZEE LTz, BRMEICBW TESINOF EHGRIENOR, O
RO@FEIZBWTENZN 86.0%. 89.2%. 92.1% T -7-, £-REAOIIHIE
ENRQRELQREOM ST TT T v REEL L L CaEholeZ &b, HIEE LT
HPV 6, 11, 16 XU 18 L1 7= A HE 20, 40, 40 2T 20 pg 28 EIN STz,
g
20/40/40/20 ug RV TS EREIZH TS
71 ABEOHPY 6, 11, 16 RO 18 B (Zxtd S MiEHANM (PPl T xtREM*)

4 ffi HPV 75 R
(6. 11, 16 KTV 18%Y) (TAI=T LT P2 b
L1VLP U » F> &)
I E 20/40/40/20 pg B 225 ng/450 pg BEOFS
(cLIA I£) (N =276) (N =275)
GMT
n GMT 95%CI n | (mMU/ 95%CI
(P/mL)
mL)
HPV 6 BiHi{k | 208 582 (527, 643) 198 4.6 (4.3,4.8)
HPV 11 BUHi{R | 208 697 (618,785) | 198 4.1 (4.0,4.2)
HPV 16 BUHi{A | 194 | 3892 (3324, 4558) | 185 6.5 (6.2,6.9)
HPV 18 BUHi{K | 219 801 (694,925) | 209 | 4.6 (4.3,5.0)

*Per-Protocol Immunogenicity fi#EAT st REM : HLE D B EOFEEANIZEBWT 3 [T _TO
PR, 5% HPV BUZSW T, 1 B HIC HPV IIEHUARIGREMET, 2o, 1 A
B2v5 7 % AWFE T PCR &Y, 7 » ARFOMIERIAAHE D AR OFPHN CHELS
AU, FEERVRERIENE 5 EE S DN TR WO ER

N = Z BRI IIELIZEI D 1T D, 1 BIDL B 21T o 7o g £k

n = AT X R AR BRE 2K

GMT = HLFM O L), mMU = milli Merck units

2
1) EHEMOEEFRZORIRT, 77 RFEL LEL T 4 /i HPV (6.
11, 16 XN 18%Y) L1 VLP U 7 F R ChT M@ - 72,
(2) LA EOEGFHBAI LA OF EEFLORBIERIL, SHECRBE Ch- 7,
B) AEFRICI VI LIEWBRETZILSAKTH -, RBRWEH. 6 #l
WWHERAERESPNREINTER., Wb T 7 F o & ORE7 L & HE
SNtz

—~ R
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V. ARICEY SEA

DY FUEER I~ BEICHRESLEEEER

4 {fi HPV 7SR
(6, 11, 16 XU 187%) (FAI=7 A
LIVLPU 7 F T any N

20/40/40/20[40/40/40/40]80/80/40/30
ng #f ng fif ng fif

(N=275) | (N=272) | (N=280)
n % |n (%) |n (%) |[n (%) |n (%)

225 ug B | 450 pg At
(N=135) | (N=140)

fFEFEGE 1oLk
250| 91.9 251 933 |265| 95.7 [116| 86.6 [126] 90.0
i L

SEHMOAEFS 187 68.8 |186] 69.1 [192] 69.3 | 95| 70.9 | 95| 67.9
FESRE T OB S 234 | 86.0 |240| 89.2 [255| 92.1 |100| 74.6 [112] 80.0
B 7R TR D

HERGL

2107 |0 0 2107 (0 0 2| 14

Villa LL, et al. Vaccine. 2006; 24: 5571-83.

<007 RERD 7 1 —7T v FkER >

Tl S DRk

HPV 6, 11, 16 XN 18D GMT 1L 7 # AR Clebmdro7c, D%, 24 # AKFE T GMT 1K
TL., U7 &b 60 p AL TIFLZEL WY

15



V. ARICEY SEA

QLB R

<FEHEERUVZOHERRKRE. NMELERESZ 1. 2RUIHEVICELERNESR 1. 2RU 3, RE
aron—< (&%) OFH>
| PN 275 10 AR il R 3R < 027 3R > 9
HEY : AKF D 3 [E3EFEN 7T AR & i LT HPV 6, 11, 16 KT8 18 AU B L 7= Hifpeidc e 3
EHEEIRB DO THICANTH D Z L 2T,

HERT A

IEVE A LE N S sk 3[R 7" 7 2 A sk B 5B A [ bR

POES

18~26 i DfEEE /2 4ot 1,021 1] (1 [BILA F4EFE L 7= A3%)
(RFHEFERE 509 . 7T & REFERE 512 1)

BRI 1%

ARENIXNTT TR %2 VELUPIZ 3EEERE L, 30 » A& £ TBBFL7-

T R E H

HEME -

HPV 6, 11, 16 KON 18 Y| ZBHME L 7= Frfc /e )L TR i (P SHES, B
SIAED ERENIER XX Z S ISR Lz, RN R OV REa Y
o—-<) ORFAER

S

HPV 6, 11, 16 XU 18 B D HLik A=

HPV HLEAR O 2 (GMT)

Pk
=G

Rt
v

s

HEES

ot | 2
&

hE -

AFNZ, HPV 6, 11, 16 O 18 BUZ B U 7= Fefe e A et B (7=
SEER, BBIUIAED ERNIEE ik 2 HICEE Uz, RPN K VR
Fa VP —~vORERKTICANTHo (Zru—7 v 7HHOF Rk
i : 2.548) o
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V. ARICEY SEA

& HPV B [CRAE L - B R X (T A TERAR BRI T 5 FHREED
(EREERA#E. PPE TR ER)

AFH A N
53 7 B % 7% # RRZEIES
A E H 5 s £ B A £ (%)
# 1 A = 1 A (95%CTI)
% % o % % Ga
HPV 6. 11, 16 }O" 18 I [3HH
Frigtik g 276
STERE | 419 3 | 7764 | 422 24 | 769.1 '
o (59.2,97.6)
FRIE B
Frgokde | 418 3 | 7523 | 422 23 | 7372 87.2
WL A (57.7,97.5)
AFHEREER | 419 0 | 780.8 | 422 5 789.6 100.0
© (-10.4, 100.0)
HPV 16 } O 18 T 558
Frigtlak Y 94 5
EERE | 415 1 | 7719 | 417 18 | 763.8 (652 '99 9)
FRIE B o
Bregy | 414 1 | 7463 | 416 18 | 731.7 94.6
WEAE A (65.5,99.9)
HPV 6 } O% 11 U BEE
Frigt ik g 731
XUXAFE | 400 | 2 | 743.0 | 376 716985 97
SRR R o
Egde | 399 2 | 7184 | 376 6 671.0 68.9
LA (-74.1, 96.9)

W) TR = (1- (RFIBFEDA N2 R AFIBEOBEER)  (F5
TRBEDA R N A T T B REOBBHF) ) <100 (%)
Per-Protocol Efficacy (PPE) MG e[ @ 1 AELINIC AR A 3 B & b2 1T
TR IR ED O EARREMA 2 < . £5E4 T 548 HPV B LT, W
FERIG 3 EIHEERED 1 5 A% (7 5 AR ([Zb7e b, RIEEGOREEZ MR L7z
PR E
S M
RFEFERE 488 5], "7 L ANEEMERE 485 B0 H B 3 [ HEERED 1| » A% £ TY
7% HPV BUC R ORREZ AR LR T (2B 5, 3 ERERO 1 » A% E
T® HPV 6. 11, 16 K 18 B OFKBEERE 2 (X, 2N FH 99.7%.
100.0%. 100.0%. 99.5%T& - 7=,
GMT L% 1 £ 7L 390.8 mMU/mL . 579.8 mMU/mL . 2396.4 mMU/mL .
369.0 mMU/mL T&H o 7=,

G S D EHE

GMTIZ7» ARFlCE— 7 2L, LI 18 » ARFE T L, 30 » ARz~ —
AT EDENWLLTEE LT,

BRI THFICRB W T HPV 6, 11, 16 XN I8 RO FUASMEREY 13 ZhEh
91.8%. 97.5%. 99.1%. 59.3%¢& HPV 18 FUTIIML T L7=72%, HPV 18 C L %
Y R ONBHHB BT HR L CHORBIE T ETHRW TR Z R LT,
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V. BEICEYT HIER

Zek

AR R 5 B BN ERERALIC TREE ST IER ORIBOS X, 480 #ilH 407 4
(84.8%) IR O LI, 72 H DILIETE 396 Bl (82.5%) . KLEE 145 f
(30.2%) . JEAE 122 #il (25.4%) K ONE 9 FERE 24 B (5.0%) Thoiz, F
7o, AFIBEFER 15 HEIZ, 25 MEORIRGIX 480 4 66 #1 (13.8%) 258
HAL, ERHOFIEE 28 i (5.8%) MO 19 6 (4.0%) Th-o7z, EHEK
MR AL, 4796 461 (0.8%) (ZFRD v, AIMEREHE N 478 fih
241 (0.4%) FHEThoT,

Yoshikawa H, et al. Cancer Sci. 2013; 104: 465-72.
FEPNEE - EINEE TFRERARRER (027 73AUBR] (201147 A 1 AR, CTD2.7.6.18)

1 2) PURBGERSRIL, 4 HPV 2L VLP R BAHTIAN . FIEIEEREFTICEMED O BERER ITBEME & 72 - T BB
FOEIGEFRT SO T, HPV BRI T 2 TR 2 RS OEl& Tidewy, 2B, & HPV
D VLP R R HURIL cLIA & THIE L=,

1 3) JURBEMERIE,. & HPV L VLP Fr BTN TH - 7S OEE 2/~ 7H O T, HPV jkl
W92 TR 2 R T i OFIA TR, 2B, & HPV B VLP £5 B HHUIRIL cLIA 1% CH

E LT,
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V. BEICEYT HIER

HESL S AR G PR 3B <013 3Bk FUTURE* [ >7)

(*Females United To Unilaterally Reduce Endo/Ectocervical Disease)

Hit) . (1) RAIOFHEN 3 [EEEFREN 77 2AR LB LT, HPV 6, 11, 16 LN 18 BB L 7=
FESE LR ANIES; (CIN1/2/3) « RN (AIS) XIFFESUEN D 72 5 EaHbHE
HOBERZEMTIELZ L Z27T, (2) KFOHWN 3 BHEFREN 7T 2R & g LT,
HPV 6. 11, 16 FONI8ICBE L=hEar Y r—~, S EEAEE (VIN 1/2/3) .
2 ERENRESS (VaIN 1/2/3) | AR SUIEE O 72 2 WA FHMIE H O AR LT S+
HZ xR T, (B) AAIOIEEROIEFMEN BRI THDLZ L E2RT,

REBRT VA | EAERLEBRZ s 3[R 777 & Ak IR E S R ] LA R

PSS 16~24 i DfEEE /2 Lot 5,442 1) (1 [BILA F4ERE L 7= A3%)

CHHANRRIZIFE L TE 6T, B0 7 » ARFE TR BT EE AW S
ZEICHEELTWS
s INETOMERBFHTN 4L LT

E70 i A o . e
BRI | e i S C B IR BRI A A\ AR kB FE S L
PMIEE (CIN) 23720
cREarVa—~OREFESUIIEEE 720
BRI fﬂﬂﬁ77t$%0\l6ﬁﬂﬁﬁ%3@%%ﬁ@@b\%ﬁﬂiﬁﬁm
Bk
(1) HPV 6. 11, 16 KON 18 U (Z B U 7=+ E SHYS B Rz PN ESSS (CIN 1/2/3)
AR (AIS) XX 15 SEE
smepmy | (2 HPV 6. 11, 16 KUY 18 RUCBI# Lz kEa Pn —~, S BRI
B % (VIN1/2/3) . HE LRNIESE (VaIN 1/2/3) | ANE 3
e
HEES
Bk

PPE fE#T xR 4EMIC31F % HPV 6. 11, 16 O 18 B2 L 7= CIN 1/2/3.
AIS XII+ESHEE D E A FRERITH T HABOFHHET Y 1 100% (95%
CL:95.1,100.0) ToHh 7=, FEEKICHPV 6, 11, 16 LN 18 BB L=RE=
GRS v¥m—~. VIN1/2/3, VaIN 1/2/3, SR OB A FAERIH T 24
HID T BTN EIT 100% (95% CI1:94.9, 100.0) Tho7l- (Z74+m—7 v 7HH D
Rl ;3.0 4F)

E D) TR = (- (KFIBED A N2 FAER AR OB / (FF8R

BEDA XY NRES 77 REEOBHYRE) ) x100 (%)
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V. ARICEY SEA

% HPV B[R L = CIN 1/2/3. AIS. VIN 1/2/3, VaIN 1/2/3. 52z, I
EXIFREIOO-—IIHT S TR (PPE Tt REM*)

AFl 77 &R
| % | Bl | % Bl %
wiER | B || m | m |k o | DOE O
I NI N ’
AR SN A S
HPV 6, 11, 16 J 0" 18 BI[HH
100.0
CIN 1/2/3 X3 AIS|2,241| 0 |6,575.4|2,258 | 77 |6,548.4 (95.1, 100.0)
VIN 1/2/3, ValN 11273, 100.0
SMERHE, IEMESE | 2.261| 0 |6,820.4/2,279| 74 |6,776.5 ’
T, T (94.9, 100.0)
100.0
CIN 1 2,241 0 16,575.412,258 | 57 [6,553.8 (93.3, 100.0)
100.0
CIN 2/3 X% AIS [2,241| O (6,575.412,258| 39 |6,574.6 (90.1, 100.0)
100.0
VIN 1 22611 0 16,8204)2.279| 4 |6.862.7) (o 47100 0)
100.0
VIN 2/3 2,261 0 1(6,820.4(2,279| 7 ]6,859.5 (30.2, 100.0)
100.0
ValN 1 2,261 0 16,820.4(2,279| 8 |6,859.4 (41.1, 100.0)
100.0
ValN 2/3 2,261 0 16,820.4(2,279| 6 |6,863.8 (14.5, 100.0)
o 100.0
fEarvo—<|2261] 0 [6,820.4/2,279| 58 [6,798.9 (93.5, 100.0)

*Per-Protocol Efficacy AT xt G4 : fLA AL 1 FELINIZT 7 F 0 0 3 [ Z 3~
TR, RBRFEMFHEE D EAR RGN e <. FEHEE B (BT 5 HPV ORlC
St U CHIEBEMERT S 3B BEERO 15 A% (75 AR £ THREYE (HPV DNA
PCR [&1%) TH V., - oWEEERETIC GRS TH - - i5HE

OPPE f#EHT st SRR T 15 S DR LI R o T2,

ZAeN

AEFL L OVEFEM LS OA ERFR 2 WG LI PRE OBIGIT, Wi CRIFE
Thole, BHMMLOAFEFREZRE LIHEREDOEIEIL, 77 B RRHLAT
ARFBERREED ST 300 o1z, S, HERAEFGOUIAEFRICL ViR
ik L7 oFIS 1TV Fuc BT HIRS . M CRBE Th -7,

FERF TS EAEBROAEEER (£HBRIM)

AHKl (N=2,713) 7T7kEAR (N=2,724)
n (%) n (%)

LU EOFERERRDOIEL 2,497 (93.4) 2,405 (90.0)
TS O F FHHL 2,353 (88.0) 2,133 (79.8)
BEHHAL LIS DO E G 1,746 (65.3) 1,701 (63.7)
HELAERER 49 (1.8) 45 (1.7)
et 2 (0.1) 2 (0.1)
BEEZIZELHHIE 4 (0.1) 8 (0.3)

TAHI RO T 7 B AROWT IS RRBERITEE S iz,

FEPNEEER « Vs S AR R RRAER [013 U8R
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V. ARICEY SEA

HESN S AR R R 3R <015 548  FUTURE* 11 >*®
(*Females United To Unilaterally Reduce Endo/Ectocervical Disease)
B (1) RAOFHWAN 3 [EEEFEN, HPV 16 L O 18 BUZRIH 925 CIN 2/3, AIS XL 15 Sy
B L BAFMEE ORAERLZIMTEEL L2y, (2) AHIO 3 IO DA
MEMRBNCRIFTH D Z & &R T,

HBRT VA v | BAEAACEES sk IR 77 & R %k IR TS MR iR R
pagE-sd 16~26 g DR/ et 12,157 61 (1 |14 F3EfE U 7= A%
CHANBRIIFE L TB O, R0 7 5 A E CHRMABITEL WS =
LICFEELTWS
. . c INETOMRBHEN 44 LT
70X L{ s i ey ¢ = Al 23 N TS R 1
ERBEIEE | s i TR BT OB 2, USRI & B TR b N
fEE (CIN) 25720
s REaTVo—<OBEFEIIIERBEN N
B AENITT T ERE 0, 2, 6 » ARFICEF 3 RIZFHNNICHERL 48 » A £ TB
AR 1k
L7,
B -
HPV 16 O 18 HUIZ B L 7= CIN 2/3. AIS X&' SHjE
T E B
AR
HEFR
B
PPE AT X REMIZE T 5. HPV 16 KO8 18 BUIZEHH L 7= CIN2/3, AIS XL+
B SHRE DE SRR T HERFNO TN EEY 13 96.9% (95% CI:88.2, 99.6)
Thotr (Txru—7 v FHEOFRAE : 3.04F) .
WD) TEZhE = (1- KAIBED A R NRER ARBEOBEE) (7T AR
DA Xy "NEAR T TR AREOBHYIF) ) x100 (%)
£ HPV BY[ZR8E L 1= CIN 1/2/3. AIS. VIN 1/2/3, ValN 1/2/3. 4#\IeE. EiE
XiFREaoA—TIZHT 2 FH%IE (PPE Tt RER*)
AH 77 R
) 5 3 Bl 5 # Bl FEE (%)
AHAiE H " a8 % i A & (;5%(:1)
Ghm Co I 7 N I IR T BN
| &% s | &% S
HPV 16 KO~ 18 FURE
CIN 2/3 X% AIS | 5,306 | 2 [15,657.3| 5,262 | 63 [15,479.3 (88926'999 6
HPV 6. 11, 16 } O 18 Fe5d
CIN 1/2/3 X1% AIS| 5,388 | 9 [15,881.1| 5,374 | 145 |15,744.0 (88%3'37 2
VIN 123, VaIN 1/2/3, 98.7
SR, B | 5,404 | 2 [16,219.2] 5,390 | 150 |16,026.1 ( :
FRTINN 95.2,99.8)
93.7
CIN 1 5388 | 7 |15,881.3] 5374 | 111 |15,752.5 (86.7.97.5)
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V. BEICEYT HIER

AHA WA N
e % # | % B s
- HhE (%)
=AM Bo| & | = B A | 8 (95%01)0
= 151 A =4 151 N
o & i | &% =
HPV 6. 11, 16 J O 18 FeE
CIN 2/3 97.2
Z13 ALS 5388 | 2 [15,888.4] 5374 | 70 |15,783.1 (89.4. 99.7)
VIN 1 5404 | 0 [16,222.5/5390 | 12 |16,178.4 (64110(;'800)
100.0
VIN 2/3 5404 | 0 [16,222.5/5390 | 6 |16,187.4 (15.3. 100.0)
100.0
ValN 1 5404 | 0 [16,222.5/5390 | 4 [16,190.4 (51.2. 100.0)
100.0
ValN 2/3 5404 | 0 [16,222.505390 | 4 |16,189.8 (:51.2. 100.0)
REFEarVu—<|5404 | 2 [16,219.2] 5390 | 132 |16,050.5 (%?&@

*Per-Protocol Efficacy T *f G4 : fLA AL 1L FELINIZT 7 50 0 3 [mEEfEZ 3T
T, RN D EARARBBLAN L < . FHEE BIZBEST D HPV ORI L
THIEEERERT O 3EI RO 1 5 At: (7 AKE) £ THREY: (HPV DNA PCR [&
) TH Y. HOYEEREETIC MIEHUER AN TH - -k

OPPE it SAEH] T 1= S DR AL o 72,

AR

HELRAERFRGEZRE LIRS OBIA IR BEREE T 0.8% (46/6,075 1) |

TR REET 0.9% (56/6,076) I Tho71-, FD5H, IBBRHEYMEMICLY U

JF BT L EHESINTELOE. ERFER 0.0% (3/6,075 B1) . 0.0%
(2/6,076 ) TH VY, WEETHRECTH ST,

FERFI TS AEEROATER (EHEBRERH)

AHA 77 R
(N =6,075) (N =6,076)
n (%) n (%)
DL E DA EER DI 704 (11.7) 665 (11.0)
EFHB O FEES 532 (8.8) 457 (17.6)
BTN LIS O E G 448 (7.4) 453 (7.5)
BELAGERS 46 (0.8) 56 (0.9)
BTt 7 (0.1) 5 (0.1)

TAFIR T T ERONT S RRBERITEE S L,

HNEE  MEA B IR AR [015 38k ] (201147 H 1 &GS, CTD2.7.6.17)
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V. ARICEY SEA

WEA 55 AR G AR 38R < 015-21 385k 015 3Bk (FUTURE* L) O 7 v —7 v 7l >
(*Females United To Unilaterally Reduce Endo/Ectocervical Disease)
16~26 DA MEE %5 & L7~ FUTURE &bk (0158ER) O 7+ u—7 v 7R B (01521 35k)

Bk

HPV16 M O 18 AU BHE L 7= CIN2/3, AIS XIFFESHEDREAIL R < . RAIDO TR ITE 4
DT ENIRENT GREEEMEL D O] PO 1194, FOKME : 144F, 9 452,536
Bl

F3% FOG DFFE -
BT TR T, PR 14 4RIFO HPV 6, 11, 16 KON I8 OFURBGIERTY Iz Eh
cLIA #£7T 90.6%, 91.1%, 98.3%M1f52.4% T -7,

VES B TR SR AR <019 U8R FUTURE ™ I > - 10
(*Females United To Unilaterally Reduce Endo/Ectocervical Disease)

HE) : 24~45 7 E TOLMEE IR E LT, AFOLEME, ZEEROCAEZRHI 5,
RRT A | EERACEBRZ M LR 777 & A% IR S R FsaiR

< 24~AS FROFERE R oM 3,817 41 (1 [mIPA BBERE L 7= A0

CHHANBRIIEE L TR O3, B0 7 » I E TR ZRBHTEZ WD =
LICHIEBE LTS

T/ B IEYE | BB EREIN A Z T TuZan

< FLAFURI S AEDANIC T B S AR &2 2 1 Tz

cREaTVE—OBEEREN RN

AFNET 7 RZ 0, 2, 6 5 HEFIZE 3 EZHANICHEE L, 48 » H £ TiB

R BRL 7=,

Bk

HPV 6. 11, 16 KON 18 BB U 7= Frfse /e, CIN1/2/3. AIS. FESHE. X
1L VIN 1/2/3, VaIN 1/2/3, #MagE, @k OVkhEarvan—-<

FHEFMMIEE | S R

7 5 AEFD HPV 6, 11, 16 KON 18 BTt~ 2 ik B

7t
HERG

B

PPE fEMT )R EMNICIB VT, AANIL HPV 6. 11, 16 KON 18 BB L /- FHif?

YL CIN1/2/3. AIS. B SH¥E 1T VIN 1/2/3. VaIN 1/2/3. 5[, B X

FREI Vo —~DEERERICHT LA O TR ETD 1T 88.7%

g (95%CL:78.1,94.8) Th otz (741 —7 v 7HE ORI : 4.04F)

E1D FPRIE = (- CRFBEOA X MBS ARBEOBBHE) (77 2Rt
DA XY NREEF 7T v ARBEOBHEIM) ) x100 (%)
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V. BEICEYT HIER

& HPV ZY | BR:E L f- i3k, CIN 1/2/3, AIS, VIN 1/2/3, VaIN 1/2/3. 4t
[BE. BEXEREI OO0 —XIIHT S5 FHHE (PPEEIXNERER

Al 7S8R
) wo| 0% | 8| m | x| B | THRR
FEAmIE H B A 2 Ba A 2 (%)
-2 I/ NN S A/ BN (95%CI)
e e 1 e e H
HPV 6. 11, 16 } O 18 Ffg5d
R, CIN
1/2/3, AIS. VIN 887
123, VaIN1/2/3, | 1,601 | 10 [5,273.7| 1,599 | 86 [5,136.5 (78.1 '94 8)
SR, R X o
REarYu—<
94.1
CIN 1/2/3 X% AIS| 1,581 1 15,0499 1,584 | 17 15,050.5 (62.5. 99.9)
83.3
CIN 2/3 X% AIS | 1,581 1 15,0499 1,584 | 6 [5,056.9 (:37.6, 99.6)
B 89.6
S TR . )
FRt g 1,581 | 9 [5,021.0/ 1,586 | 85 [4,938.3 (793, 95.4)
VIN 1/2/3, VaIN 1/2/3, 100.0
SR R T | 1,600 | 0 [5,284.0[ 1,599 | 7 |5,267.3 '
7N = ~ D (30.8, 100.0)
REaTa—<|1,600] 0 [5284001,599 | 7 [5267.3 100.0
’ g P01 (30.8, 100.0)

*Per-Protocol Efficacy AT st AL « Ml AdL 1AELINIZ D 7 F o @ 3 [ElfEfl 43~ T
U, TRBRENEFE A B E KRR < . FHEIE B ICBEET 5 HPV ORI L
THIEHERERT S 3RIBEERED | 5 A% (7 5 AR FCTHRIES (HPV DNA PCR [&
M) TH Y P OPIEEERRRTNIC MIE TR SRR T - 7R

OPPE fi##T <t G2 [ C 12 S O FAEIX R0 o 72,

S R

PPI fEMT R BAEMIC I VT, HPV 6. 11, 16 KO8 18 IO EHAA D a1
(GMT) 1Z., W o HPVARIZ W T 7 % A BRIZ 357~2,226 mMU/mL & & i

Lz, 0%, B L 24~48 » A DM TIXLE LTz (PPN 546

*) o

*Per-Protocol Immunogenicity BTt R EH - VRBRFERFTHI & DM 2 <, EDO D
AN 3 O A 3T 2 kBRE <, 1 B B omiGssRIsEER O 1
HHMNS 75 ARHCY % HPV AL LT PCR MO #ER#E

AR

AFNEEFEE 5 B BISESFEBALIC TRIE SN TZIER ORI G X, 1,889 il 1,443
Bl (76.4%) (ZRD S, T2HOFER 1,423 B (753%) . IEiE 353 4
(18.7%) K ONKLEE 273 fl (14.5%) Tdh-ol=, 7=, AFFEFEE 15 BB,
MO RIS 1,889 611 745 61 (39.4%) (ZFRH B, T2 b OIXEER 401
Bl (21.2%) K OZEEA 178 B (9.4%) TH 7=,

Castellsagué X, et al. BrJ Cancer. 2011; 105: 28-37.
FEPVERE VRSN AR ERIREAER (019 3Bk]  (20114F 7 A 1 HA&GR, CTD2.7.6.21)
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V. ARICEY SEA

TS AR B R BB <019-21 3Bk, 7019 3BR (FUTURE*IL) @7 1 —7 v 7Bk >
(*Females United To Unilaterally Reduce Endo/Ectocervical Disease)
24~45 K D LM A xR & LIZ FUTURE IERER (01938R) O 7 4+ v —7 v 75E (019-2175k)

Bk
HPV 6., 11, 16 KON 18R ZEH#E L7= CIN, AIS XiIRFEa YV u—~DRERAITR-o7- (3alEE
PO O FUfE : 874, HRKIE : 10.1 4, kIS5RE % 685 K1)

I IE D Rt -
BT ICI T, PIEHEERER 10 4RIFD HPV 6, 11, 16 KON I8 OFURGIERTY Iz £h
cLIA #C 78.7%. 85.0%. 93.9%M& 1} 35.9% T -7z,
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V. AEICEEY 5I1EH

[E PN 5 T AR R 2R < 028 3AHR > 11
HEY : 9~17 O E x5 & UT, RAEIORAE R OV M % 31 5,

HBRT VA | BAEACENS iR IR 77 Rk IR TS R R BR

PSES O~17 DM 107 B CRFIERERE 82 i, 7 7 v /ARBEFERE 25 f51])
SR R
AFEFERE 82 B, 77 B ARHEMRE 25 il 5 BRI A2 24 5% HPV T ifn i
PURREM: T > 7= 98E D HPV 6, 11, 16 KON 18 Bl DO HkpiinR

L TE H HPV 6, 11, 16 & O 18 B D HLiAAM DT E-H54E (GMT)

LA
HERG
S S
3 EH&@@ 1 » H#% £ TOHPV 6, 11, 16 KON 18 BIDOHUARSHAREY 13, #
L1 97.5%., 98.8%. 98.8%. 98.8% CTd - 7=,
GMT 1 # H £ 1 6745 mMU/mL . 9445 mMU/mL . 4275.4 mMU/mL .
829.2 mMU/mL T, 027 RERIZEIT S 18~26 D LMD GMT &7 < & HhE
BEThHoT-.
o2 i D Fifoe

dhm AFNL 7 ABRIZHPV 6, 11, 16 LN 18T Hkd 5 GMT R — 7 IZE L., U

% 18 » ARETHA L, 30 # ABFIZR—2F 4 LV LD EWL L TREL
7o

Frae X

AFNBEFE 5 HBNICESEALIC CTHRIE SUIER O FERTG T, 82 il 72 f
(87.8%) IO LN, R H DILER 69 il (84.1%) . IEHE 38
(46.3%) . FLEE 35 B (42.7%) KOVE HFEE 12 Bl (14.6%) Thol-, F
7o, AFBEFE% 15 AC, 28 MEORIIGE 82 FlHF 9 # (11.0%) IZRH 5
. ERHOIXHB 46 (4.9%) KOEET 2 6] (24%) TH-olz,

ANEE : ENE AR [028 3Bk ] (201147 H 1 &GS, CTD2.7.6.19)
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V. BEICEYT HIER

<IMERUVZORRFE (BHERUVLE) ~REarO—7 (Bt OFH>
[E N8B AR R PR ek Bk <122 akBR > 12
B : 16~26 i E CTOBERRABMEEZSRE LT, RAOEME, SRR OZ 2% T4 5,

RRT A v | BERACEWN S IER 77 & A% IR S R FsaiR

PSS 16~26 M DFEFE/R A AN B 1,123 1 (1 2L FHERE L7- A%

« MEIERYYIE SRR S AL A B O e R EAEIR A K OV REa R — v RA D
e

- IRBRIEEEFRRAT 24 e ANITH B L T

 BBRIK ORI E S e E kB O KBEHT 2 B2, HIsEhEEEx 5 2
LICHRIEBE LTS

TR B ERIEYE | - PEBRE DK 10%1Z MSM  (Men who have sex with men) %1 A5

HM (Heterosexual men) : ZcME & OAMARZ W 21T 5 BEEO BT, AN

RF DI £ DM WF F O LMEDBE D 1~5 A

MSM : BHE LA~ L7 A SN TR EIT T 2 Db D,

FHLITBE LEURNICEME A —F Lty 7 25T 2 08350 . A

AU D £ DVEAZWH F D B RO Tzt D@EE D 0~5 A

AFI X7 Z7/FR %0, 2, 6 5 ARFIZH 3RIFHENICERE L, 36 » A £ TEHF

R 7 1k Lt

B
< EEFHLIEAE >
HPV 6. 11, 16 XN 18 BUEE# L7= 6 » A UL EDOERGEYL T DI AR

FRGRILILA T OWT I 1 DOFESENRE LS #7 5,

NA7e< &b 45 AL BN TSN L7 HPV 6, 11, m&omﬂmmm@ﬁ%%ﬁ\
WENNFE T HPV B 1 DL Lo @& n-ioxt LB E 2> 7255

N REaVer—", PINXIEXE, LMEEELIIRBOEEZ Lﬁéh X5

@ HPV BEEE B Z R U2 AR O BT X ITE % %@éht@% BT, iﬁkﬂ
U HPV H D 1 DL Lo LEEE T I2x L PCR G & 7o 7235

THE L2 KBeRIL 6 » H TH D3, %%h®ﬁ§ﬁl%+lﬁﬂ iz, FO7ORMIA
EROMBIIA < b 4n ALLEL72 D03, 6 5 BU EORHEGE LTV F-T2,

<FIREEARBEH >
} HPV 6, 11, 16 KUY 18 MU L7z 6 % H LA EOFrfiEs:, RE >V —
FHIIZEE | <. PIN SUZERZE, NLFTREPRE L < 3 BoM 0@ A JES

< FOMMOFEMMEH >
HPV 6. 11, 16 KO 18 B2 BHE L 7= ALY PN Rifi ik

SR A
«HPV 6, 11, 16 } O 18 BUZ %9 2 MiEHLIREGRR
«HPV 6. 11, 16 OV 18 BT %I9 5 cLIA 1T X B HUAAN D) (GMT)

Zet

AL (BEfE% 1~5 BHH) UXEHBALA (B 1~15 HH) OFE
FHLNORIG, MR ER (EM% 1I~5HH) . BEERAEERES (%1~
15 HH) . WONZ2EBRBIR R o1, EHEREBISOG K O F 72 72 K2R F 5
(FIRBREEEERET% 1~15 HHDAMIRBL L, R UTEE RIS & HE S
R0 T-HER)
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V. BEICEYT HIER

HME -

HMED EfENTIZ. PPE fRHT R SEE M * TiT - 7=,

*PPE fiENT X REEM - BAIEORMMIC % 5 2 5 X 5 2R EMFHEEN D O EK /e
WA < 3EIOT 7 F oA VFEUNIZT XTI, #3495 HPVALCK LT
Day 1 CILIEHUARIGIEM: 2> Day 1 7> 5 Month 7 &£ T PCR [&t: %R L 7= 4B E

S R

oS I D EMRHTIZ. PPLAFAT S RAEH*TIT o 72,

FRUTRIZR | \ppr g st Gt - St UME O BRI B A 5.2 5 & 5 iR M AL 80 > O
RS2 < L 5%+ % HPV BUCKS LT Day | CHLIEHUASIGENED D Day 1 725
Month 7 £ T PCREMETH Y . 3EDYU 7 F M2 20 510520, 3 [EEfE
D M yERAAR D B 722 B 285 S - R

HAAME
FZEMOBERNIE, AFZ 1 HLL gL, »oOBBRET —% 287 528
B & A AT,
Bk
AKRBO7+u—7 v 7HEO P YREIZ 29FETH - 7,
< FEEFHKEE >
HPV 6, 11, 16 KT8 18 |2 BEsE L 7= Ffee /e 1263~ 2 AAI O T BHh R 1394
BRIC TR T 85.9% (95%CI:52.7,97.3. P<0.001) ThHV . BERTIHEEI i
mEni,
FED PRZIE = (1- CRAIBED A R N RRAER RFIBEOBIMR) (77 &Rt
DA Ry NEAEE 7T B REEOBHRK) ) x 100 (%)
£ HPV B [ZE8E L - AIPIMESR M OFER LR T E2FHIR
GAER{R T By, PPE BBiTxI%&EM)
AH 7R
) wo| % | 8| m | x| B | TPRR
s . FEAmIE H B A 22 B A 22 (%)
- NI - I I N (95%C1D)
% % i % % 4
HPV 6. 11, 16 J O 18 Ffg5E
HPV 6. 11. 16 & 85.9
% 18 70 P 497 3 [1,136.8] 498 | 21 |[1,123.2 (52.7.973)
HPV 53]
86.1
T8I BH3
HPV 6 % B3 479 1 [1,099.9| 469 7 11,074.0 (-8.6, 99.7)
100
T8I BH3
HPV 11 #IBEEE | 479 0 [1,101.9] 469 3 [1,078.8 (-136.9, 100)
71.4
T8I BH3
HPV 16 HBgH | 472 2 [1,080.8| 472 7 11,080.4 (-50.0,97.1)
100
T8I BH3
HPV 18 FIRE . | 494 0 [1,136.9] 485 5 [1,110.0 (-6.5. 100)
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V. ARICEY SEA

<RBIREHIEE >

£ HPV B [CRBSE L F-Feie Rk k.

7N =
=

arono—v., BE IMAABEXEEED

LtEAES EOTFHIR CRERKTHE, PPEAEATHNRER)

AF 77w
B | # wo| | Bl TEIAR (%)
R 5 B & | B/ | B | & % (95%CI)
# | A # |l A
| ¥ H o % | 4
HPV 6, 11, 16 K O" 18 % BHEE ERfe e IR A
HPV 6. 11. 16 % 86.5

O 18 IR 498 | 3 |1,147.5| 498 |22 [1,132.0 (55.2.97.4)
HPV 6 %P | 480 | 1 [1,110.6] 469 | 7 |1,082.9 (8 36'919 7
HPV 11 %IR8 | 480 | 0 |1,112.6| 469 | 4 [1,088.1 (_481200100)
HPV 16 BIRSHE | 473 | 2 |1,091.0| 472 | 7 [1,089.7 (_49791 '37 1
HPV 18 RS | 495 | 0 |1,147.1| 485 | 5 [1,119.3 (-6 ;O?OO)
HPV 6. 11, 16 } T8 18 B B sd e e Yy
ek Yy 497 | 3 |1,136.8| 498 |21 |1,123.2 (5225'9973)
HPV 6. 11, 16 KON 18 BUESH {2

1

S s 498 | 0 |1,152.4| 498 | 2 [1,157.5 (434 goloo)

e 100

S 498 | 0 |1,152.4| 498 | 1 [1,157.9 (-3.818.7, 100)

1
PIN 1/2/3 498 | 0 |1,152.4| 498 | 1 [1,157.5 (3 81703 100)

<X OMOFHMREHE >
% HPV 2B L = AIFIR DFEF R (2T 5 TR
CRER#¥R THF, PPE EiTRIREH)

ARH 77 R .
A Bmo| & | s | mo| & | o= %)
# BN E | B A (95%CI)
o om | R | m | | &
HPV 6. 11, 16 J O 18 Fe5E
PR 494 | 0 |1.116.6] 498 | 9 |1.116.6 (49130(100)
HPV %5
: 100
HPV 6 BUBE | 476 | 0 [1.0779) 469 | 2 |LOS83| (405 e 100y
HPV 117p8 | 476 | 0 [1,077.9] 469 | 3 |1.058.4 (_13712010())
HPV 16 7R | 469 | 0 [1,059.6| 472 | 2 [1,063.1 (_43;(3)010())
HPV I8 IR | 491 | o0 |[1,111.7] 485 | 3 [1,091.1 (_1371(5)010())
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V. ARICEY SEA

Sy EME © (PPLRAT R Z4EH])

< RFEFEREO MIEHUAERRT2 (X HPV 6. 11, 16 KON 18 Bz L T%*h
FHAK 3 MRS 1 ABRESIZE VT 99.3%. 99.8%. 100%&% T8 97.1%.
BB T (36 # AIEE) I2B W THIIEHURBIERS Y 13 86.9%. 78.0%.
92.3% K X 60.7% T - 7=,

cRAF 3 EHEMEEL 1 2 ARSOARFEFEEDO GMT IZ2Z N E N
384.1 mMU/mL., 4583 mMU/mL. 2,264.4 mMU/mL M % 365.2 mMU/mL T
HoTm,

ey i

HRE% 1~15 HHIZRO DN AEFRIILUTOROEY ThoTo,

) HARKIBEREL 5 B BNZESHBALIC TRE SN TIER ORI G IE, 554417 328
Bl (59.2%) IZFR D B, E22 b DOITIER 303 B (54.7%) . KLHE 136 1
(24.5%) M OVE[E 118 #l (21.3%) Th-o7-, F£i-. A% 15 HEIC
AEMORISGIE 554 BIF 19 B (3.4%) 2D B, E2HO3EE 8 m
(14%) TH-oT=,

FERFIT5REEROAETER (EERI~15BE)

AHKl (N =554) 77k AR (N=559)
n (%) n (%)
LU EOFHEROHHL 354 (63.9) 335 (59.9)
SO A EES 331 (59.7) 309 (55.3)
BESHBAL LIS DA FHFHL 80 (14.4) 86 (15.4)
HEFEZIZI D HIEH) 0 (0.0) 3 (0.5)
serct 0 (0.0) 0 (0.0)

T RRBRITEE ST,

HER - BN ITEERRER [12235] (CTD2.7.6.2)
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V. ARICEY SEA

WA 56 AR R A 3R BR < 020 #R5R > 13)
HE : 16~260F COBMERRL LT, ARIOELME, ZeEEi LT+ 5,

BT VA > | BAELACEEZ iR IR 77 & A IR T A R bR
R 16~26 % DOEEEE/2 BPE 4,055 6] (1 [EILL F#HEFE L 7= A%
o« MEIERYYIE SRR K AL A B B e SR EAE IR A K OV REa R — v RA D
g
- TRBRIEBERR AT 24 RFH LANIZHEA L T ey
 BBRIK ORI E S e E kB O KBEHT 2 HEIZh72 0, HIsEh a2z 5 2
TR BRI TE LICHRIEBE LTS
«HM : AR NH 0 . mEOHERBFE TN 5 ALLT, 163 0 H2v D 23 %
364 HE T,
« MSM : EDOHZHH TN 5 ALLF T, 0 AOBAITIEE 1V FELNIC B L
F =TGNV I AETOIZENHD, 160 BHD 2654 364 HE T,
BRI ;Ti@fﬁﬁﬁ%O\L6ﬁﬂ%ﬁ%3@%%@ﬁﬁ%@b\%ﬁﬂi?ﬁ
B
< FHEFHMIE E >
- HPV 6, 11, 16 KO 18 BCEE L= Mg B R A (REa Yo —<,
PIN X Zfz2, NLMEFERE L < IZRBEORE) ORAER
(MSM #7 2% 5 1)
HPV 6, 11, 16 KON 18 Y| B L 7- TP (AIN K OVILF9E) DFEAER
<RIREHMIE B >
«HPV 6, 11, 16 KON 18 BRI U /- FRft /G D3 A &
S IE B S R
«HPV 6, 11, 16 KON 18 BT xb4 5 I iEHi AR B lin R
«HPV 6, 11, 16 XN 18T |Zxt9 % cLIAIZ X % GMT
e
c VEHFERAL GRS 1~5 HH) SUIEHEALLA (BEFE% 1~15 HH) OfF
ERG R ORI, RIRER (% 1~5 BH) | EERAEFR (EHE
% 1~15 HH) | WO 2RBRB R o, EE 2RI OGS & O 7= 72 K %
HIFEG (FIRBRIEEER% 1~15 H HUAMIBBL L, JEC UIEE R &
HE SN o T2 HE)
HME -
MO FfEMNTIX. PPE fEMT RSB EM TIT - 72,
*PPE fiENT X REEM - BAIEORMMIC % 5 2 5 X 5 2R EMFHEEN D O EK 7
W72 < . 3EDOY 7 F oA VFELURICT N TEIT, %4725 HPVARIZK LT
Day 1 CILIEPUARS G Day 1 75 Month 7 % C PCR &t 27 L 7= 95
PSS S R
o M D FEMEHTIZ . PPURAT S S 4E F C1T - 7=,
*PPI fEMT xR - B IFME ORI LY 5.2 5 X 9 IR ERFH B EN D OEK
RS2 < L 5%+ % HPV BRI LT Day | CHLIEHUASIGENED D Day 1 725
Month 7 £ T PCR [EMETH Y, 3EDYU 7 F 2w U 22 0520, 3 [EEfE
O MR AR 5 ) 72 K s 215 & L T R
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V. BEICEYT HIER

b
vy

M

AHlz 1 RILLEEEE L, 2 0BBHET — 2 284 5RE 2l A,

LEES

B
ARBRO7 v —7 v THHOFREIZ 29FTh o7,

< FEFHGEE >

PPE AT IR EEMIZIHB VT, AFID HPV 6. 11, 16 KN 18 BRI L 7~ 155
JEIEE 2R kT D TR EED 13 90.6% (95%CL: 70.1,98.2) Tdh - 7=,
MSM %7 2 %5 ¢ (x5 : MSM £/ 598 #l) (28T, HPV 6, 11, 16 X}
18 AU\ Besd U 7= AL AR (AP ERe NIESE (AIN) M OVILP9E ] (2% 2 A%
DFEHIRIL 77.5% (95.1%CL: 39.6, 93.3) Tdh-o7=, 7=, MSM EHIZ%4
DA INERRMT 2 VAR — N A 7202 FE N L7= HPV 6, 11, 16 & 18 (2 B
L 72 NEF N O FFGEE Gk T 2 TR R 94.9% (95%CIL: 80.4, 99.4) T -
7o 740 —7 v 7HIMOBHIMEIL27TETH -7,

HD PR = (1- (REREDOA S DRES ARREOBHR) (77 v R
DA Ry WNRERES 7T 2 ARREOBHAR) ) x 100 (%)

# HPV B[R L =R ADMHE LT 5 FHHR
CRER#¥R Ty, PPE TR EH)

A 7R
) wo| % | B | # | x| B | TR
FEAmIE H B A 22 B A 22 (%)
- T N B I R BN (95%C1)
% % 4 e i e
HPV 6, 11, 16 KO 18 B |ZBEHE L 7= ML 80 Fh 9 28
90.6
P BEL FE| 7] 32 2
P ] 570 s 2 1,394 | 3 [3,109.2] 1,404 | 32 [3,106.0 (70.1., 98.2)
. 89.3
7N N D —
REarvo—<|139 | 3 [3,1092] 1,404 | 28 [3,108.0 (65.3,97.9)
100
PIN 1/2/3 1,394 | 0 [3,112.2] 1,404 | 4 [3,124.9 (-52.1, 100)
HPV 53]
HPV 6 RIBE | 1,242 | 3 [2,779.8] 1,243 | 19 [2,790.3 84.2
2 A I 27T (46.2,97.0)
90.9
FEJEE S
HPV 11 BUBSHE | 1242 | 1 [2,781.2| 1,243 | 11 [2,790.7 (37.2,99.8)
100
FEJEE S
HPV 16 BIB9HE | 1292 | 0 [2,883.5/ 1,270 | 3 [2.841.1 (-138.4, 100)
100
I RE;
HPV 18 BUBgHE | 1,331 | 0 [2,978.0/ 1,352 | 1 [3,013.4 (-3846.4, 100)
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V. BEICEYT HIER

MSM S£EIC& 1+ 5% HPV RZBE L IR B IS T 5 FER
CRER#¥R THF, PPE EiTRIREH)

AH 77 kR
) R R R R TR
ST A B | & | s | om | A& | % (%)
E N I N I I R (95%C1)
e e 1 e e H
HPV 6, 11, 16 & U8 18 |z B L 7= TP A
— 715
AIN RO | 194 5 | 381.1| 208 24 |411.6 (39.6,93.3) !
AIN 273 74.9
iy 194 3 13839 208 13 | 4172 (8.8, 95.4)
AIN1 194 4 |383.1] 208 16 |413.8 (16733'83 4)
" NA
[INGE 194 0 |386.8| 208 0 |421.1 NA
HPV FL R
HPV 6 7 85 141 3 | 2752 | 144 10 |298.5 67:5
. : (-26.4,94.2)
HPV 11 % 141 0 |2792 | 144 6 |2982 (9;Oﬁm)
65.5
FHBH3
HPV 16 78 167 2 3306 170 6 |341.9 (92.8, 96.6)
100
FHBH3
HPV 18 7! BH5E 173 0 |3453| 193 3874 (-70.0, 100)
HPV 6. 11, 16 Jx % 18 Bz B3 L 7= P9 PN > Hrfe ik e
PR 193 2 | 3856 208 39 | 3812 (80i4'§9 4)
HPV 45|
HPV 6 I[85 140 1 2779 | 144 13 |286.8 92.1
. : (47.2,99.8)
100
FHIRES
HPV 11 g 140 0 |2794 | 144 5 12956 (-15.5. 100)
93.8
71 B
HPV 16 7 g8 166 1 3315 170 16 |329.9 (60.0. 99.9)
HPV 18 7 B 172 0 |3463 | 193 10 |376.2 (51 150(100)

795.1%CI

<RIEHGE E >
RIRFHAG S H Td 2 HPV 6, 11, 16 KU 18 BT B U 7= FRfge UL k95 T
BhizhHid 85.5% (95%CI: 77.0,91.3) Th o7z,
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V. ARICEY SEA

%HPV*”( BE L= FRRICH T PR
AERIE TR, PPEBATIRER)

AF 77 &R
] TR BEEEREE RERLLE
A B B A& | B | B A& | % (%)
= 1w | Az | wm | A (95%CI)
AR SEAN IR K
HPV 6, 11, 16 %08 18 7|2 B L 7= Bk e
FHEE R 1390 | 21 [3.046.8 1,402 | 140 29368 .. %5 '951 3)
HPV #51]
\ 90.1
HPV 6 BB | 1238 | 5 27374 1242 | 50 2.7159) (o5 gc o
\ 44
HPV 11 BAHE 1238 | 1 [2,743.7] 1,242 | 18 [2,750.9 (6497 99.9)
HPV 16 %IB35# | 1,288 | 13 [2,827.5) 1,268 | 61 [2,744.9 (61799;9 6
HPV I8 B | 1327 | 2 (293531350 | 33 [2.936.0| (5 933‘999 3)

SRR

PPIMH%I BWT 7 » RS OARFIBFERED HPV 6, 11, 16 N 18 Bl %t
T 5 MIEHURB R RE 2 (X, TN TH 98.9%. 99.2%. 98.8%K% N 97.4% TH
D, 77BFRBED 16~21% L L TENMN>7, GMTHZZ L £
447.0 mMU/mL . 624.2 mMU/mL . 2,402.5 mMU/mL. 4022 mMU/mL T & -
oo F72. 36 » ARFSOKRFEREEEO MG IR ERTY X, Thh
88.9%. 94.0%. 97.9%. 57.0% T >,

TGMT : LA o # (-2 fiE

ek
ARENINET 7 v RS 1~15 BICAEERE2WE LWBREOREG X, 77
T AREE [63.8% (1244/2029 fil) ] TR TAAIBEFREE [69.2% (1345/2020
) 1 TROREMN o, % 1~5 HBICHEFEN O ERES @5 L=
BRE OESIT, 7T AR [53.6% (1046/2029 1)) 1 (2~ T AA|ZRERE
[59.9% (1166/2020 f51]) 1 TRm <, ER D OIFENR [57.2% (1113/2020
) 1 . FCEE [15.6% (304/2020%31)) 1 . JEAR [11.3% (219/2020%1) 1 T, &
i ORBIRIIARFN RN 7 T B R L X THEREICE»- T2 (P <0.001) ,
HEHMMUNAOEEERERE LEEEREOE S [ 77 B REE 31.4%
(613/2029 1) vs AKIHEFREE 31.6% (615/2020 f5]) 1 . FEDFIELE [FF+&
REE 6.4% (125/2029 ) vs AAIBEFERE 6.1% (118/2020%1) 1 & Hkiieiald
BRETh-oT-, K THETCICAEFRICLVRABRZ P I LIRS IO T
MThHoT- [T EBREE 0.7% (14/2029 #l) vs AFEERE 03% (5/2020
B 1 . 7. IBBREIETICAFIXIZT T 7R EEEOH LT R ONEERA
EHELIIRD LN o T,
AFNERERL 5 HBNCESERALIC TRIE S TIER O BSOS L, 1,945 61 1,166
Bl (59.9%) (ZRD LI, E2LOFEMR 1,113 B (57.2%) . FLBE 304 i
(15.6%) K OVEIE 219 #l (11.3%) Thot-, F7-. AFEFEE 15 BRI
2EMEORIGE 1,945 B 274 ] (14.1%) (2RO BV, ER2 S OIFFEEL 93
%l (4.8%) KON 10741 (5.5%) Th o7,
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V. ARICEY SEA

AFIRF TS REBEOAEEER (2HBHM)
AAKl (N =2020) 77&AR (N=2029)
n (%) n (%)

LU EOFERER DI B 1346 (69.2) 1252 (64.2)
ST O F FHHL 1169 (60.1) 1047 (53.7)
SR LAS O F F 5 617 (31.7) 622 (31.9)
HEFRIZE D P4 5 (0.3) 14 (0.7)

Al 3 (0.2) 10 (0.5)
IARKI R OT T 2ROV SR BRERIIEE S,

HNER - WESN S ARG R RRER (020 3882] (CTD2.7.6.2 K18 2.7.4.2)

WA 55 TILAR i PR 3R < 020-21 3R > 19
HEY : 020 RERICEBIT D ARFOWEIEFRES 120 » H £ TOBMEOEHOGEFM, 2480, A%
M2 FHn T 5,

020 FRERIZ IS 1T 2 ARBBERRE L OARERBA MG BT AR 2 85 L 72 020 RBRICH
T2 7T RBEEMNRE LSl dkRIEEROEM 7 + 0 —7 » 7R

T A

020 3 Bx :
EE AV E B s 4L 7 77T & A 5t B S AR R e B
020 SBRIZHA AL DAL, AFN % 1 ELLEBERE L 7= 54 1,803 41
- 020 RBRIZ BT D AKIBERERE (EVGHEE) 936 1

- <020 RBRICBIT LTI EAREE (CVGEE) : 867 1
020 3Bk :
16~26 ik DFEFE 72 Bt

ARBRATIC, 020 BB (RX—XRER) THRANZHER L IZHBRED S HARHF|O 3
RIS ZE T LR Do o R ICARAI ZBIT 1 B 2 BERE L (EVG
B . 20T T B AR AR LB ICAKIZ 3mEERE L (CVG EE)
B A PR B LT,

EVG #¥ : A OYIRHEREEAD 10 FIEBRH A
CVG It (RABRBAAARTICAA 2 #78)  « AHI O PR A 7 A B BRH A

B -

< FEEFHMmE E >

*HPV 6, 11 HUICBE L/-REar Yrn—~DRAER

«HPV6, 11, 16 KOV I8BYCRHHE L=tz Y u—~, PIN IfEX, LM
JAPE L < IEEBEoRm (MESEIERE) ORAER

ST B - MSM 4 T? HPV 6, 11, 16 KO 18 BB L 7= AIN K ONLPTEE (L

BHR) O3AR

S R
«HPV 6, 11, 16 KON 18 BTt D HUIRM D) (GMT)
« HPV 6. 11. 16 &N 18 BTkt 5 Mg Hi A=
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V. BEICEYT HIER

Zet

AREBRHIEH (Month 48~Month 120) DI, {RERIE X ITIRERE i FIE & B3
WP L EE A EFG, B REFNFER (FIRREREREE 1~15 B HUSMNC
FELL, FECUIEB ARG &HE SR o e FE) KOH CRERED
TAIREMEDS & D BT 7R =R

Hah

HMED EfENTIZ. PPE ATk S4E M CT1T - 72,

*PPE fiENT X REEM « BRAIEORMMIC % 5 2 5 X 5 2R EMERHEE D O EK 7
WBAR < 3RIOU 7 F UoEfEAE VELNICT S TIT, %475 HPVALICK LT
Day 1 CILIEHUARS G Day 1 75 Month 7 % C PCR &t 27 L 7= 95

FePRLE

S M D ERENTIZ . PPLARMT SEE4ER TIT o 77,
*PPI fiENTRHREN] : IE R IMEDOFMIC R L 5 2 5 X 5 IR EEHEEN S OEK

T X1 B2 AR < . 4% HPY T X LC Day | CHISHIRCER D Day 1 706
Month 7 £ T PCR [EMETH Y, 3EIDOYU 7 F 2w U 22 050, 3 [EEfE#E
O MR AR 5 ) 72 K 215 & T R
TR
ARH & 1B DL BB L 7= 9B & L ATz,
A ZIME D T AT K O JFME AT IZ EVG BEICIRB W T3 L, ZaMEfRT
X EVG L N CVG BRIz W T L 7=,
HE -
EVG #£ D PPE TSI RAEMICIH W T, HPV 6 KON 11 AUCEE L 7= REa Y
2—~, HPV6, 11, 16 X ONI8AYZBEME L 7= R B IR DF LT, 72>
2o £72, MSM Y7 A% 5 ¢ @ PPE fRMTAEMICH 1T 5 HPV 6, 11, 16 TN 18
RN B L7 AIN 2/3 O3 o7 (3 RIS S O®IME « FRfE : 9.5
FLORKRIE : 11.54)
X3 [EIHEREL D OWIRK] R 0 9.5, RKAE - 115 2B W T, HPV 6 KON 11 Y
WCEHE L7=-RFEa Yo —<, WWNZ HPV 6. 11, 16 KON 18 BB L 7= a8
REDIAEIT Do T2 HGEERE R 917 #]) . F72. MSM 7 22 F 1128\
T, HPV 6, 11, 16 KOV 18 BB L 7= AIN2/3 DI AEIX o7z,
S IE R
fEm EVG #£D PPl fEHT ISR T, 020 SRERBHIA & 120 % H R O A HIBE

FERED HPV 6, 11, 16 KON 18 BUZKkI4 2 MIGHUIREEMERTY (X, cLIAJETE
NZEI 79.1%. 79.9%. 94.9% K N 402% Td »7-, GMT T+ Fn
494 mMU/mL. 38.7 mMU/mL. 182.9 mMU/mL X 17.6 mMU/mL T&H -7~

AR

AGRBEREARTI T (020 FABRBHAGHE N5 48~120 % H) OFT-REFHEL DI
FAIX. EVGREL O CVG BEOPFAERNC VT 44.1% (795/1,803 f5i) T

D 2%LL EICEROD BN ERITA 7AW, HEEE, WA LA ERE
RGN 53R T o 72 EVG BER TN CVG BEDPFE M TH O R B o nf
REMEDN B DT 7= IR ST 1.4% (25/1,803 f1)) 03B v, BEETRE. =

WIEABE (% 04%) KOEZEE (0.2%) OFIGNEN-oTo, iz, RBRIRF
WA EBED H AT R VPEERAEERITFD LN o T,

FENER - MRS E RS REER [020-21 3881  (CTD2.7.6.2)
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V. BEICEYT HIER

[E] PN 26 TR i PR 3 B < 200 35k > 19
HEY : 9~15 B ETCOARANBM A G L LT, AFID G0 R K OV 2 3540 5,

HERT A

FEAEAE 2 AL IE PN 2 Mt i 2 R 2 5 1 B R

PSES

O~15 DR AANENE 1004] (1 ELL R L7 A%

ER R ER L TE

RFEENRIBBRO T E AP, FELTEBY., V7 F L HE~DOTARTZ
5

- VRBRSEBERR AT 24 FFR DAPNIC R EL L T

MERB ORI, IR T » A% E TOMICHERBEZIT O TENR D

BRI 1%

AHKlzE 1 HE,. 2 v AEBERY 6 » ABIZHAWICER L, 30 » A AL
7=,

BALEE

S IE R

< FEFGEE >

AH| 3 EIFEFE% 1 5 ABES O HPV 6, 11, 16 KO 18 BT 2 MIEHUAM R

<BIWRFEAGE E >

< ARH 3 [EBEFESL 1 HEFS O HPV 6, 11, 16 KON 18 B cLIA (2 & 2 HUiii{i
DAY (GMT)

« AR 3 [mERE 12, 24 5 A (18, 30 » AWfA) ® HPV6, 11, 16 LU 18%Y
@ GMT K QML IEHURB R

Tt

TEFHEAL (BERET: 1~5 B H) XUXESHBA LS (B 1~15 BH) OFF
FREOEIG, R R (% 1~5H8H) | BEELAAFEFSR (% 1~
15 HH) . WICEBERYIM RO, BERBING K O - 7R B ES
(BIRBRIEHERET: 1~15 H HLAMIREBLL, SR XUTEE RIS & HE S
o - HR)

EpRER

S

PPI AT RIS 8E I 3N T, HPV 6, 11, 16 OV 18 U564 % ML i Hi A piis s 2
VIAF 3 [BIEEREE 1 » HEFE TENEI 94.9%, 99.0%. 99.0%K X 99.0%.
GMT XN ZH 4829 mMU/mL. 1,052.8 mMU/mL. 3,878.3 mMU/mL & O
1,114.5 mMU/mL T o7z, AA| 3 [EEEFEE 1 5 AR T, 9~15 %O B MICE
75 GMT (200 3ER) 1. 16~26 D BHEIZEIT S GMT (122 #iR) L FIR
ETH -T2, 30 » ARESOMFHARBIERS Y T2 98.0%, 98.0%.
99.0% K X 93.9% T - 7=,

*PPI fRAT ST RAE R« TRBR E M s B AR 72 < . FIEBERE AT LA H 12
BRI 2 HPV BUZXI9 2 MIEHURIS DS R T, 3 BIOIRBRIEHFE 2 #8072 H o
SPANIZZT, 3 (8] B BEREM% O] 72 B 3% o0 6 PH N I I3 2 BRER L 7= iR
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V. ARICEY SEA

PE

HR% I~15S HHIZEOONTEAEFRIILU TOERDOEY ThoTo, 2 BLAK
BER% S BRICEREAIC CRE SN ZEROBIKEGE, 100 #lH 64 WJ
(64.0%) IZRO BTz, £, AFNEEFEE 15 HEICERD b7 2 PEDF|
JSIE. 3610 (3.0%) ToH o1z,

R
Y

FERFIT5REEROASTER (EERI~15BH)

AAKl (N =100)
n (%)
LU EOFHFEROHHL 70 (70.0)
SO A EES 64 (64.0)
BESHBAL LIS DA FHFL 21 (21.0)
HERERIZ LD H IR 0 (0.0)
SET T 0 (0.0)

HER - BN IR R [20035] (CTD2.7.6.2)
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ARICEY 2ER

MESN S AR BRPR BB (018-11 7kBR) 10

I : 018 BRI
AR

B HARFOREERER 126 » A £ TORMOAE M, G EME&R N2 et %

BERT 1

018 BRERICIS I D AHIBLARRE K OAABRBALGRITIC A 2 B L 72 018 RO 7
TR R L LISl EFEERORY 7 v —7 v 73R

018 7B :

MEAE A VERR S e I [F 7T & R RS R

%018 RERDO EEHMIX, 9~15 DMK NBHEAERZIZ, KK 3 BIERED
BRMERFTHZEThoTz, BIKAME LTARA 3 MEEME 4 HZO
HPV 6, 11, 16 & 18 MM iGHUARIG I, EAEBIRT R OB O Lo rkgkiR
HIZBT A METIRK R L E_FELHETH D Z LR L., 72 3 RIEREIZE
i B RIE I DR 2 T LT,

POES

018 BRI AN DIV, AFl % 1 BILL R L 7= & 1,661 4

Bk
-+ 020 RBRIZ BT D AKIERERE (EVGHEE) 565 14
00 RBICHBIT AT T EREE (CVGED) 2204

E-g i
-+ 020 RBRIZ BT D AKIERERE (EVGHEE) : 614 1
0 RBICHBITA ST EREE (CVGEL) 2624

R 7 1k

AGRBRANC, 018 3R (N— 2R BR) TARANZER L -BHRED H> S 3 B
BT LIRS TR AR Z BN L, X—ARBRCTT 7R 2L
TR CAK Z 3R L, LT LB 0 BHRA LT,

EVG B 1 ARHID 3 FIHEFEEAT 10 F8RHA

CVG Bt (RRBRBRMARTICAR 2 8/) - AAID 3 RIFEREELK 7.5 FBHRHAE

AP H

S IE R
HPV 6. 11, 16 KON 18 B X7 2 HLikili o 2&{n ¥ (GMT)
HPV 6. 11, 16 BTN 18 Bzt 5 i iBEHuispy i ==

Ak

(A1)

HPV 6. 11, 16 O8N 18 T\ BAE L 7~ Hrfor sk o F& A 3=

HPV 6, 11, 16 KO 18 BZP @ L= k= Y m—~, PIN Xz, [LM9)E
PHAS L < 1Z2faodm (MERELIERZ) ORAR

(i)

HPV 6, 11, 16 LN 18 B2 B U 7= Fefee e D A= 3R

HPV 6. 11, 16 KX 18 AU L7=0edz oY m—=, VIN, VaIN, ZME X
VIR DI AR

HPV 6. 11, 16 KX 18 YCEHE L7z CIN, AIS UL & SHfE (= SHERFRA)
DFEAER

e

FCTEERAEER
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V. ARICEY SEA

S R

(B WIEHERER 10.5 458D HPV 6, 11, 16 KO 18 B M iE FLikppE RT3
IZHPV 6, 11, 16, 18I THNZEI 86.6%. 87.2%. 94.1%% X 59.6% T -7=,
GMT I = L £ 88mMU/mL . 69.8mMU/mL . 2933 mMU/mL & O
39.5 mMU/mL T - 7=,

(E) WIEHERER 10.5 4EFED cLIA 12X 5 EVG BEO MIEHURRB M RE Y 1%
HPV 6. 11, 16 XN 18 BITENZI 91.0%. 90.1%. 97.7%M% N 61.4% T -
7.

B -

(BVE) PPE ATt R EEMICIHB VT, HPV 6 K TN 16 I B L 7= Hife gL 8 5
FNZH B L, HPV 6, 11, 16 KON 18 B BEE U 72 PR3 JE 0 SR A2 O A 1378
Motz (3 EEEFEEZ D ORI Rl : 9.9 H. K KE : 10.6 £, 5B MEM
Braa 326 4)

(V) PPE FRMT G IBUN T, HPV 16 HUIC B U 7= Rife iR Yu 2y 3 il
iz, £7-. HPV 6, 11, 16 M O% 18 BB L 7= 7= S5, CIN, AIS,
VIN, VaIN X3 RFEarvua—~vOREL o7 (3 REEME% D O+
S ¢ 10.0 4F, BORME 107 45, &HEWEBRE %369 1)

*Per-Protocol Efficacy fFAT XIS HE M « 3 BIOAM OHEREE 1 FELANIZFET L. FIEIHERERT
(ZRHMIE B (B % 45 HPV BUS UM FUiRSOSIaPE T, 3 |l B & TR
FRBRDS IR

Zet

BRI AR & B D B 5T M OEE LA EFEFRITRO 6N T,

FENERL - MESNE T ER KSR [018-11 3881 (CTD2.7.6.2)
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V. ARICEY SEA

2) REMHR
MR L

) BE - WEAFER
M E R L

(6) ABHEERA

D) ERAKRHAE (—REARBRE. FECERARERE. CRARRLEEHAE) | RERTR
T—ER—ZARE. WERFZRERZBROAET

ERAREAE (BRT)

H A H 2 FICB W CARBIOZ 2B+ 2 IE RO SUIMERZ21T 9
TR 715 etk gk 7 2
AHNOBEE - W2 B E LT, HiE - HEICHE > TARAIOBFEZ B
R R HUCBHAGT DIEF], 220 3 B H OBf% OB EFLOMBNAIETH D
& WIFE S B IE
T Tt 1) F] Rk 24 45 5 A 726 ERE 3146 3 A
EREEx 1,000 51 (3,000 [E]#47E)
B 1EH, 2 HEKO3EHOARFEREA (1HH) KV 1ISHEHET
ESy e 377 %
I AE 511 5K 1,295 i
LM SRR | 1,273 45
LA VERRAT R SER] (1,273 1) 128 2 B G DO RBEIAIT 21.68%
(276/1,273 ) TV ., AREE TCOENEKRRRICBIT 2 RHEE
e ben 87.37% (491/562 %) &Ll L CTE< R A>Tz,
O N s L
PLbEXo, HRAREREOR BN, HilCEE 42 34 5 FIH X
RN EEZD,
B ERSERERRSAER (&T) 1V

16~26 D B ARNKMEZ RIS E LTEAROLZEVER Y 7 F 8%k O HPV 6, 11, 16 K
18 ANCEEME U7~ = SH¥s A2 NIEE (CIN) 2/3, = SHER LR (AIS) . 53 SHEE D%
EREFHET S IEEMR. Lk, FHIVAHERER

AFNZEFE U2 A AR AEEZMEIC BT 5 HPV 6, 11, 16 X% 18 Bz

HEY W7 CIN 2/3. AIS O 75 SR O3 A e i B
BT A Shak ), FEEM. BB
O 16~26 1% O H AN fd e 4otk
S Jifi 11 £ SERE 23 4F 10 H 75 Rk 28 4F 11 H
Mk & AF0S5mLZ1HHE, 25 ARV6 » A BHICHAWNEFR
Ble ARFN R e B 4 4 4R
TEHIEL 1,000 1]
H i
HPV 6, 11, 16 XX 18 HZEH# 3% CIN 2/3, AIS K OV~ SHJE O FE A3
S e A‘ )
- AR P IC BB L oRBER IS L - EE A ERS (HEERA
BOE) o L, Bl REFER, KOSRBEEREO 1 HEMD 15
HEHECTICRAL-AERR, @ERAESS
TR ERAIEL 1,030 43
MR SRR | 1,029 45
AR X G515 | 967 B
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V. ARICEY SEA

VATV R S

75@3'@ :

HPV 6. 11. 16 KON 18 ZREHE L 7= CIN 2/3. AIS K OF = S DA
VMIRD LT, BAEE (/100 AFE) 1T 0.0 (95%FHEXE ¢ 0.0,
0.1) TH-o7,

e

HERAEFGIT 8 HI 8 (N LUGPE 4 ., BRWEE 161, RAKE K
1], < HEETFHM 1B, BBALERS 1 6]) 5 S, IR E(EEM
BRI RTAFAER L ORRBEBRIIEES N TS, KRBT
1T, K BETFTHIMIZE BTN 1 BIERD bz, AgERE X, A4 3\
B2 128 A I I TFTHM A2 L, FE 15 B BIZT L7z,
TRBREATERI S L 0 AAIERE & O RERITEES N TWD,
KGRI £ COENERKRR L 0 BBLENE o T HERIZHONWT, FHE
BORELRLTREEDIEFIT/2 > T,

ENRIE, 156 B 180 i Sz, IFHRIE 180 o o HLfisIF 2 feRR
STz 168 £ 140 3 HHEE, 28 EDSFLEE IFAPETH » 72, HPFE 140
oo 6, 134 HEOFAENIIIES ., 6 O/ AERICRENRD b,
WER OHAERICED SN REIZoNnT, IBRELEMSICLY T
NTARFEER & OREBRIIEEI LTV D,

DlbXy, WERBHRERRBROMEEND . AFIEREORZEMET 1
T 7 A NN L RIE T R RITRD bR o7,

2) RRBEH L LTREFPEOABTRITRERE L-FE - HBROME

M ERR L
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V. ARICEY SEA

(7) TDfth
PUikili & BHIMIZ D7 2 ARK1E A HPV BUC B 5 &Y. A R OYRBO TR & ofmBErEic
DWW TIIER B S TITARME TR0,

RELE

I~ FORHEIZH T HRERMYE GBS EMAER : 007, 011, 012, 015, 016, 018, 019 iXER)
9~45 ik D2tk 23,951 Bl (RFIEERERE 12,634 5], 77 B AEFEE 11,317 61) © 5 b 3 [EIHERED
1 % At E TY% HPV BUCRBYE OIRRE 2 HERF L - 2 x5 & U ¢, S itE 2 35 L 7=,
7272 Uy 9~15 Rl I FEBR AR REIZ 24 3% HPV B MG LR FEME TH - s 2 5l g L Uiz,
9~45 B DM T D 3 EIBHEMED 1 5 A% ETO HPV 6, 11, 16 LY 18 D Hi kLR 2
1%, 96.4~99.9%Tdh > 7=, GMT TR & & bW L7z, FicrE) GMT O FIcfEbH 5
T ARANI TR A MR LT,

BRAZEICHTI2HNROBEFHLE~ADT ) v T (B ELMHERKER)
10~15 5% KON 16~23 i D MEIZ BT D HPV 6, 11, 16 MUY 18 B D 5o JFME A Hrilge = 2 5Bk 2 2
L7z, 3EB#HEFED 1 5 A% ETO HPV 6, 11, 16 KON 18 BOFHABEAREY 1 TV-F s Th
99.1~100%T&h > 7=, 10~15D LMD GMT 1% 16~23 iDLt D GMT %2 5 ) Em[~72 1)
A LI BFMED T — 4 _R—=2 2B\ T, FEORENME O N Y,
PLEX Y 9~15 OB T HARBOF L. 16~26 7k D £t TR bV TZ ARE| O F ik
CRIBETHD Z ENTmBREINT,
Block SL, et al. Pediatrics. 2006; 118: 2135-45.
Giuliano AR, et al. J Infect Dis. 2007; 196: 1153-62.

BERGOESEE CEVEDMEE - 007, 011, 012, 015, 016, 018, 019 5XE&)

9~45 % D M2 6T LIZFRARRBR IV T, HPV 6, 11, 16 KON 18 B DHUIKEEMEREY 127 »
AR CRbE <, TO®%EBD Lz, 48 » ARRCE T, PUREIERT Y 13 9~15 oL TR b
m <, 35~45 D LME TR bR 72,

FiRICx T HEE

SEOERRBRIZBWN T, 3 O TANSAERA A L2561, HERK £ TR ofEs
FEHAL7=, 20 &) IR (FTED HEROHEICHER L) &5 TH, 3 BELHHZO
HPV 6, 11, 16 O 18 B9 205 & 0%, WHE D 0, 2 XN 6 » AROHER 252 F -tk &
Rk TH -T2,

AR O 2 b G KRB A R TN S S e BRI, L L, AMEOF TTAEER
RARBRICB T, D7 &b 1 FOEREZHE U oMEid 3,819 A ORFIBERERE 1,894 A, 77 &
REERRE 1,925 N) Th oz, HIROERIFAHIA L TSt (N THEFEZERS) 095, H
SRUEPE, RMIMEESE T T KA Th o LR OB &1, ARAEFERE TIX 22.6% (446/1,973
1) | F T AR TIE 23.1% (460/1,994 1) TH o7,

W2, HEESZR HDAKIUT T 72RO 30 HEAN & 30 H 2 X 72551275 TR % 7F
2720, V72320 U, HEEZM B AR 30 B LN OGEIE Tk, AFIBEREAEICB W
TSHIDOFEREENRBD ONIZDICKI L, 7T B RERFEETIT 1 TH -7z,

—J7. WEEZHAPER LY 30 HZ B 2MER T, ARAFBEFERIZIS V)T 40 il % R ELH 2338
OONTDIIK L, 77 B ARBHRRE T 33 flICRBY baivle, BRI E KRB ORBIL,
EIR ORI BIRIZ b B9, 16~45 % £ TO LM —RicBoons b o —E L1,
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VI. EHREIZEHTHEHE

2.

REZPHICEEH S LEVMRITILSYE
U MER L

KEMEHR
(1) fEFRERLL - fEFRHFF

AHlTe "=~ T A NVAD LI mAHENGRD UA VAR (VLP) 2 &H T35, 2O
VLP (3 AR 7 A )V AR IR LT ARBE TH LN, VA NVAHKD DNA &5 £ 280,
AR~ D YL RE K G RR 1X 72\, T O 72 A HEIEL HPV (S L 72 O JRRNIZ 1T 72 H 720,
HPV (3t MZOBEGET HH, v NS OEMO v a—< 7 A V22 HWTZRBRIZE Y, VLP
T F ATIEMEREEERE T LICL, ToRERETLEEZOND,

Q) BN E R 1T 5 EBAE 2
) REGEICEITET7 210 FORBEE (FHATFFIL, FoRvO—)

THFYFID 2R HPV 16 B 14fi L1 VLP V7 F > % 3 [mlgEf (0, 2. 6 v H) L7z, 1R (3
) XTI =T AT Vany beEERWRIAI AR L, o 1B G§E) 7 aAaI=

LTV any NeEelB AR LT, 6 BHEHITU 7 F AT D0 RMERHER I, Th
TR T T A b s T—A NG TH Tz, TIVI = LT V230 MR HPV 16 T HIH| %
B L7-RECix. HPV 165 L1 VLP Fr B e P RIBUABEA SN TV =7 A7 ¥ a3y RIER
INBAIRE L L CHRICE -2 G EBEEG% 2B T16HF0%E) |

FoNR V=D 2R HPV IO R 1 LI VLP U 7 F % 3[mlEEfE (0, 2, 6 » A) L=, 1& (2
) IZIET VI = AT Va Ny MegER 0B ZERE L, tho 1 B B 37 ri=y
LTV any NEEURBZERE L., TAI=U LT Vo MERINRAREO 1 5128V T,
B H ATRE 72 IS S I B RS DR o T2, T OMOD 5EERFITIXY 7 F Tk 2k JF
DHER SV, EAUTIBI T T A4 L« T— A ML ThoTz, SHIZ, TAWI=ZULAT Van
> NS HPV 16 FUHIH| 2 5248 U /=8 CTiX. HPV 16 L1 VLP #2072 P RHUAEA SIS, T
Ty NIERINBAIRE L e L TR o7 (B [ HBERE: 48T 3.5 6%) . ZOHREiOZE
6y R LI (TS =0 A7 Y20 M HPY 16 REREEOFAMEIL, 7=
LTV a2 FIERIMBEIRED 2.9 %)

2)HPVI8 & L1 VLP ®AIDRZERE (FI2VHS FUHL)

TZ7IVHAIRVFLDAFUTT VI =0 L7 V230 MEMHPY 181 1 i L1 VLP 85 2 3 [m]42
(0, 2, 6 »H) Uiz, ¥iEERERL, AEECTRIE FTREZ2MZIGE 0380 b, 2 BIH KT 3
(] H AR 2 SIS SR R 7 Z RGBSR IS E DR BT,

3)4 fii VLP #F| D% VLP [2x 3 HRELE & 1 1fi VLP HADRBEEEOELE (FIUASF

1JH)L)

6~8HHDOT 7V HI RPN E725 5SEEC 1 ffioo HPV 6, 11, 16 XX 18 BT LI =0 A7
a2y FERALL VLP 8%, H5 0T 440 HPV 6. 11, 16 K18 BT LI =7 AT P an
¥ MESAI L1 VLP #H 222 3 mEEf (0, 2, 6 » H) Lz, X COfEK (3456) T4HE
¥H9 TP HPV VLP |22\ T, FREMPUAEEIEN A BT, ZOHE - HEick by, Al
H72 7T A L« 7 —A NSHE U, #IEIXIE 2 [0 H#EFE % OGURME 2t~ 3 [/l B #fE
B OPFURMTIZREINC D72 VECITIR T Lz, &8 SBHOME N LM Z 8 L, HPV 6, 11,
16 1% 18 D4 VLP OMifuE NZxE3 5 4 IO FfmeiliRicfit Lz 2 A, Winoi
1EH A VLP FRRANCHIRER A ZFRE U, IR0 R RIRE 2 sl L 7=,
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VI. EHEEICEHY HER

4) 4 {fi VLP REFEERICEESNDIBBED I SARVY T S RAOEK (FHFHIIL)
T =T LT Va2 MRIMSUIIERINO 44 HPV L1 VLP U 7 F 8% (HPV 6, 11, 16 K&
O 18M) #ZNENSEDT 7P 3EHERE (0, 2, 6 » H) L7, 10BHRHITY 7 F 0
R FMEDN R S, ZIUTHBINR2 T T A A - T—A NS TH -7z, HPV6, 11, 16 KTV 18
L1 VLP (253 248 1gG EEARIGIE, WTFNORUZOWTHHELI L, TAI =T AT VN
RRIMO 4 MRAIRECIZT VI =0 A7 ¥ a3 MERIBAIRE & i LT, A8 100 65
BVMECTH o7z, 1gG ORI T A VXA T T a7 7 A ML, T2 a3 hORI - FERINCE
boLPREBROMER TH oz, £io, $EFEE 2 BT #ifld (TH2) MUSHHEEICHE S,
UL D 1gGl KT [gGe LR L~L oD 1gG2 3t STz,

3) EFAR B - FFiREFM
1) {E A H BB
M ERR L

2) Y FA ¥ i
M ERR L
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VI. RMEEICEE I HHE

FHAOBREESRRII, XAMUERFTRBHFOLHICEERELTULVEYL, £ FAEEREESR
(Committee of Medical Products for Human Use : CHMP) @ [Guidance on Clinical Evaluation of

New Vaccines] (EMEA/CHMP/VWP/164653/2005) [SBR5NTWSHEY . 79 F U OFF MDD —

BELTHRREEBABRNERINS LMD T I F o LRAKRIC—BITIXZL,

1. MPEREOHE
) ABRLEDEOLPRE
LR L

@) BRHEBTRE S L mohR e
MR L

3) b=
ZMER L

@) BE - ftRAROEE
EERR L

2. RMEEREST A2
(1) BRHT 3%
LR L

(2) BAEEEE
EERR L

Q) HEEEEH
LR L

@IUTFIVR
AR L

5) HEH
MR L

(6) TDfth
RS ERE L

3. BEE (REaL—Yav) @
(1) FRAT 3%
LR L

QNFA—LEHER
RLEERL L
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VI. EMENREICEAY 51EE

4. RN
RLEERL L

5. o
(1) i ;&— i BE P9 EBE
LR L

(2) In&—Ra B Y@ B
HYERR L
<zE> X, 2. HHERER] OEZHK

Q) it~ iTHE
HYERR L
<zE> X, 2. HHERER] OHEZHK

(4) BB~ OB
LR L

5) TO W~ DBITHE
RLEERL L

6) MBELFESE
AR L

6. R
(1) S EEBAL R U B
MR L

Q) RBISE5T 8% (CYPH) OHFE, H5%
MR L

Q) DEEEHROERR U EOEIE
MR L

@) REBVOERORERVENL, FHELE
MR L

7. HEt
(1) HEMERLL B UHR &
RS ERE L

@) Pt R
MR L
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VI. EMENREICEAY 51EE

(3) Hkitt B
MR L

8. FSURAKR—E2—ICBHT S1EH
GMEER L

9. ENFICLIKRER
PR L

0. BEOHEREHT 2EE
LR L

11. Z0fth
LR L
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. Lt (ERALDOEESF)ICETSEEB

ERNBTEEFNOER
EIN TV

[y
7 g

2. ERABLEDER

2. BEAELE (FPHIEEZZTHIIEN/EETHRNE)

21 HE N REAEE L TWDHE

2.2 BERAMIEBIC)H D> TWASZ ERHLNRE

2. 3AKHFNDOREICH L TIRBUEE R L2 EnH D3

2.4 FREICHEIT 2B OIED, THERZITO 2 E NS /IREICH DHE

(fiAEs) * (fFERR) OB BIXIRM SCEOEE S5

2.1 iGN 38 8 L 13, W 37.5CLLEAET, — MR, IO REBEEZEL TV HEEIT. TH
LRVEBROFIBER THIHEALEZOND O, FAITPHEMEEZ FIE+ 52 L LTS,
ANEL T IHEERLESE 7 &R O THHEREATHAE 2 R[ICHESNTBY . V7 F U HILED
TR THD, HOPREAEZ R L TWAIE~AAZERE L 22 &,

22 —fRIZ, BEAEZZELTWDAEA [R) SEMEREBIZ» > TV D IGET, BIET 2 E T
BRI T HZ L Lo TS, ZHIELEDRERENEHIERT INEBET HINERHD Z &,
EBIC, bEDEBOWRIREY 7 F U ORIMIGEBEDND Z EEBT DD TH D, ANEIT
TROBFE LS 7 - VT ST R 2 RICHES N TEBY . V27 F U HILROLR Th
%, EERBMREBIZONSTWND Z ENRHLNRE KRB ZERE L 22 &y

23 EFEMLBBRICHT 2 BN ERFEHTH DS, RO L CREUEDBEERED & 2 F T
X, AFIOFEFEIC LY S OICEBZRBBUEIRZ AT HB8ENNH 5H, AFIOHFEMICEE L XM
PELATV, AFIORSITHR L CRBUE DBERER & 2 5610013, AR Zz#ELRnZ &,
<AKHN DSy >
ABNVE, AR K OINAIE L CROEDNEENTWD,

E b=~ A VARGl A EE YA VAR
I thf%m~v¢4wx1@&1&55%&4»;@@%

E R —<UA LR 16 LI A BB Y A L AR T
b R E—~ T A LA I8 LI -ABREY A VAR T

TNHI=ULe FeX U RAT oA Mg, i v vn (ZEH) . L-BE R
BN F YUY GEEAD . R Y x— K 80 (ZEAD) . Aoy (EF
#i)

24 FRORER, BEEPLREY EEZOND & XIIEMOHW T, BRLAAWGEARHY 55 L
ZRELTCND, RNFITTIHEEREES 7 5K O PR ERITHRAGE 2 F[ICHESNTED .,
T F BB OTRTH D, THEREAITO 2 &N RE Y REBICH D E~AKFN A EFE L 20
&,

3. MEEXIIHRICEEST SERELOEH
(V. 2. ZWRESIZNRICHEHET DR 22T D52 &,

4. FRERUVAEICEET IEE L FTDOEA
(V. 4. HIEEOHEICEETIERE] 22035252 L,
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et (FERLDIES) ICEYSHEA

5.

EXGEFWIE L ZDOER

8. EELEAMIEE

8.1 AANL TPPhEEfEIEMAN] KO EMBEMEMEE) IS L CHERT5Z &,

8.2 WiEEFEA IO\, BEMANCLTRIZ., MIBLAORE (2, B2%) Lo THEFRES
HRD b,

8.3 PR X OMRFER 1T, BEREY BB e EE IR T, RN A TERICR O X O R
T5HZE, o, RFTORFERIGOER O, S HICHEE, EREEORERIEREZ R LY
Bl HONCEM~EE T2 L0 BET 52 L,

8.4 U F U BEFEE M T BEREL RS X DD RPEROG Z & Te i 48 2R AR SO & L C O
HobNAIENDD, KL DA 2RET D720, G 30 0REIELEL RS L L
TR OREABIET HZ ENEE LU,

8.5 BAEMFIT AR TH LN, U7 F U HRBRIC, FEFERAIZIRE LW LWER (B,
RAEIR. RSO A%E) | L0, BAERSH Sbh, EHIEERSEH 9 2608 @E ST
WhH T, BENED LNTSEAITIE, REN - R R N & 5 T2 ) 72 e N
AIREREIRE 2 R S DR EOXINEIT Y Z L,

8.6 A& Lfthod HPV U 7 F o O AHEIZEET 2 e, EFME, BT — X 13720,

(fiAEs) * () OB BIXIRM SCEOEE S5

8.1 ARFNDOEFEIZOWTIX [ PRhEFE I ROt TEMEERE MR (I L CESID
TENREELWD, L,

82 TIZHOWTIL, [CHIBMEEMESE] 4 16 (10 T2 NS PR AR Y& K T8
FEEEES ) ICHEL CRtdi L7,

83 [EHIBFFEFEMTERE] 25 1 #snm 12 BEMERFOEE ) ICHEC TRidi L7,

8.4 BISUSOIEIC T4 GREMMAESZMES 2R H D) | Z#ilL TWD A, —xiIz (BRic
BEY R OEEOLMETIE) U7 F U BRI R EMRIMGE L CRMmaER =32 L8 mb
NTWD, REIZHEFEZICKERD Lo, KEICKXVEE LAGETLAEERH D Z D
MER 2R JEARH ) ICHERE I OBIZRIZ DWW CREH L 7,

85 U U FUHEMZIZ, BAEWTIIAHATH L0, HEHHEAICERE L2V LVWER (Fism, B
i, HEORADE) . LU0, RAERHODONDEMDHREINTWD, 2ok, EH
MIZh = VIERB R T 2ERM L EENTWD, U7 F UM ICESEALIZIRD LWL LW
K ., L0, RAOEOREN S b HGE1E, BEHIZhN0 DIFIESY 7 F U HHE DB 4
BT A XD, HEREE X ORERIBADLERD D, o, ZO X REFNEAE L
BEITIE, IR, LU, B & 2 iR a0 o g R I 2 B D T B RIS W s AT R 7
EHHREEZ 2R S EOMEEITIMNEN S H T2, [HEREARER ] OBEIZER Z ik
L7z,

8.6 KA LMD HPV U 7 F o & O HHMEZ I L= T — 213720z, fi# L7z,
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9.1 BEREIEE (EEBOHWZASICKEL. FEEXZETLHE)
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BHZEITV., AEA2MFEICEZ LT, BB L TEETLZ L,

9.1.1 M/MRBDEREEEEEZET 5E

AR ICHLA D S b dBENARH 5,

9.1.2 DiEMERER. BAE. HEEERE. OAKE. XEBEETZEOEREKELHITIHIE
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9.1.3 FHHEETEREZ2BLURNIZEIADAON-BERUVEEERSED T UILX—ZFESER
EELI=CELHDE

9.1.4 BEIZEZDBREDHSE

9.1.6 BEIZAELFTEDEZMNLINTVSIEBERVEAREICERERELSTEEDENLSE
G MNHIRE . BRI, B MUERAE T AL X (HIV) &Y 5 W I3 o ZER O W
WZ LD REINEREE LA T DR L. i T A PREARICNR T 52 &R
HD, Fio. HIV BYEF T AR O 20, o7&k OF 2T+ 5 127kl S v T
Wi, [10.2 2]

9.1.6 REIDHEAIZHLTTFLILXF—2ETEH35FNhDH5E

9.1.7 IEFRIZITIR L TLSETEEMED H S XM [9.550]

(fi)
9.1.1 RFERZICHILA D bbb dBEnnbb-d, FHE L,
9.1.2~9.1.6 OFEMEEER X, [EHEMEEMZEE] F 1K 7 THEROI M (L
TEE LT,
9.1.7 Wi XATAEHR L TV 2 AIREME D & D e tEIC kT 2 2 tEIdfENr L CnZenizd, JFRIE LT
R LN &,

Q) BHEEESE

9.2 BHHEEEEEET HE
BERETEELETH D, [9.1.258]
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B ER L, DEMEEME S 9 1 e 17 PRI O EmEm ) (SR L TRIE LT,

Q) s EE

9.3 FHiREIEZEZHISE
BHEEEE TH D, [9.1.25H]

(fiFin)
PREEEEA 1T, DEMREME S EE ) 5 1 ik 17 PROBEIEO ERME | (28 U TRE LTz,

@) £ERRERY HF
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(An Australian categorisation of risk of drug use in pregnancy) B2 (2024411 71)

*7E . 9vHPV; Gardasil®0 O3 % FL# L7=, BfE, 42— A N7 U 7 T 4vHPV; Gardasil® IZF 72 S TR,

& S OME

A —A ~Z U T D4%E : (An Australian categorisation of risk of drug use in pregnancy)

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