W HEolotE
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7tcha Z2|E EAEX]

[l EEHl0[2 2 47ke, 11, 16, 188) B A(RXF X = Eh)

HEUE A 2
1 Z2|YSAIFA (05ml) &
FHE: IFESHIO|HA 68 L1 ch Al () 2049
FHE olFEBHlolHA 118 L1 THE  (EH) 40ug
FHE ol EZHlolA 168 L1 THEAE  (H) 40ug
FME: lFF3Hlol{A 188 L1 A (HE) 2049
HIMA (e H): E2|2Z=H 0| E80 5049
7| EHE T A Titett 2ol gH| A H ol Ate A 225 g
(ZF0E22AM)
Z|EFE T A HSEF 9.56mg
7| EFEZHA S| AE|H 0.78mg
7| EFE 7 1A SHMLIEE 3549
2H: FALE S M
MEE: 13| EFALE 274
Sl

9~26M| o{MollM 2lRFZEHI0|2{ A (Human Papillomavirus) off 2|8t Chs Zedo| of gk
- QI SEHtol3A 16, 1880l 2|5t XZHE R, 2(SFe, et
- QIfFEHiol A 6, 1180l ot MAY| Ao (HEEE =0}
2, QI FFSBHO|AMHPVY) 6, 11, 16, 1880l <[5t Ch3o| Moty W

4

£

T oldd HEol

M et (Adenocarcinoma in situ, AIS)

Z 2F (Cervical intraepithelial neoplasia, CIN) 17], 27| 2 37|
- 2|5 AELf ZF (Vulvar intraepithelial neoplasia, VIN) 27| & 37|

- & Akl Z2F (Vaginal intraepithelial neoplasia, ValN) 27| & 37|

LA
LH

2. =AM
9~26M HAMoM QRFESHlo|HA 6, 1180l 2|5 MAIT| AlolR (ME 2L 20} o ofgt

O WAl 9~26M2 ofd A HdolA ctzoll w2t gSetct

. o =
| gAl2 ool HE Lol wat 15 0.5mL 4 33 ZFFAtetct
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-2XF HE1X YELERFH 27HE =

-3% E 1A HEC2RH 6/E F

L ZEAes 7tset HEEIZEEY), 270, e7iEel g dES w2 S sict ofgk o]
giAlo] A4 AlollA 1 ofLholl 33 §ES ZF oiEl 49 REY0| AdS=AUCHL S
™ol HPo| 27tulet 29, 2x YE2 14 YBL2FEH =& UHE =, 3% YE2 2%
HELEFH 22 3742 o|=of O|F0{x{o} Btrt.

2. 454

of uiple sbete] AZEE i CfER MeE ARol 2EFAIBCL

YU FASH M= ehElct msh & mluf FAtoll CHol M AT =X| ez AEEX f=rh
ditoz WAl HE 5 S5 Had I #H2 delSoM ofAMadol LEE 5 o,
of ial HE =olxz o424 (5 HolHES stteh) ol EuE v flot ofAad =
o2 MmWE 24 S22 o[xtHel Azts e £ AL2=2 o YA HE = 15 274
LHEAE HLUS| pHESto{of Bhof

ZE|HEABXE 13822 1Y o|&hlA MALZHAME cHElCh 135 & Hio|Yol S

Meldz Hirol EadE FAP| & FAEES AFESI HEett

o WiA2 35|A EE= ALEA| Edli(reconstitution)’t ZR35HA| 22z MazE Otz HE

EE50] #Ao| DFUSHA E3t=TF stof O mfel wial2 HiErol M O
Ch 8|47 FOoiM= Ht=Al F0{ M o|F0|ct HA o{FE |oto=2 pESo{of ghoh gh
ot 0|=0| UHL} BiAlo] zhak=|o B 7| Bhot.

Zictd ZE[HEAEX]: FAP| W M2 HESEch

Ztctd FHEPo|2h): EEA, SEA, AHELEH I SOHUX 22 BdE FAPIE FAES
o|ZsA o] W&l 0.5mL £ et = SA| §&stl, &2 Hio[Y2 H 7St

1. ChS SHRjolE Sofsix] 2 A
O WAl i of WMol ol DoIsH Al (0 WA HEF F BBASMO| LiEhtE HP

2. Chg Xl AT Fo{g A,

1) X = 22 Y HEo| e A (B2l SSEet Heldl w2t HAYESE AL
Zidgr Adelx|, 2R ZAHeX| ZFeich dE¥o=z ojld A dIe Uz HFE2
WA S| F7IAte0l ot et

2) MELpso|Lt J[EF EAZAFOIL A SAF (0 A ZFFAA £Eo| U F
A2 2 Fo|5l0 F0isto{of Fhet)

3. 2= wmalEhsS

1) Aol LIE 22 Rl EHS

of Hi&l = f[ef2 O(UEY), 2, 67HEH Foigt 77429 et Alel(®Iet = 6zd)olA ol
A2 el(YFolE =eh £ olxEh)D HuHE o oHHA 0| RAKSIFCE e
2HXH0.2%)7F FolAtA = Qo AleE SHSIch ol MAYE T 148 HM2et 2E
leh AlgdollM etdd  "Wrh=s of WAl = fefe| FAF = 14U7E AdE

MEEZXNEEAMYBSEDIIE)E Soll O|FOo{Xct of LAAFHSA O WAl FRoiFE2
10,088 (9~45AM 0fA: 6,995H, 9~26AM HA: 3,093, S5 7|F)0|A1D ¢t FoiE
7,995 0] At

O wHal FoiFoflA wsig0| 1.0% Oo|Ato|1 f|ef F0{Zd

T
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W HEolotE
¢ 9 MSD ojotE BRHE 631
WABY el E 1Y 20} 2ot
E L SAIRR FARES| B2 9 MAl Fef Al 9~454] ofAdx
AAHS” =&t IN[RS
Sol Al " ooos 9otz 9opz
HE F= 1-5¢7hH o (N=5,372) (N=320)
% %
FALE L
55 81.5 70.7 48.6
s 23.5 14.2 7.3
St 21.9 15.6 12.1
7t g3 2.7 2.3 0.6
= 29 2.8 1.6
23 ALz O WAl FO{F ?l ek
HZE & 1~1527h (N=6,995) (N=5,692)
Hal
1 20.5 20.3
grod 10.1 8.7
-9 3.7 3.4
ol X3 = 2.9 2.7
M| 85 1.5 1.0
* BHAL FO{ oA 1.0% OlAt0|1 f|ef Fo{Zof dHla =2 UHSS LIEHH WAl 2 [l AL
o =AbslotR ol EH| 2 A el A& (amorphous aluminum hydroxyphosphate sulfate)
FAIRR B2 25 oM IEHX T 94.2%7F BT WAl ST FAER RAAEE
H st ot
ok o =7 7| 2XZHo| St RafiAE 20 QAct
I 2. WA FALREL BEZ 8 MA Folf Al 9~26A4 HAI*
AAHS™ 3t Al
73l A2 o o™ 9otz 9otz
(HE = 1-5¢2h ( o ) (N=2,029) (N=274)
% %
FALE L
&5 61.5 50.8 41.6
=kl 16.7 14.1 145
& 13.9 9.6 8.2
= 1.0 0.3 3.3
S5 Al o] WAl Foi ?l ek
EHE 5 1-1527H (N=3,093) (N=2,303)
2l
TS 7.5 6.7
g 6.3 5.1
* Al F0{ oA 1.0% Ol&t0o|1 ek Fo{Fof| Hls] =2 WHSS LIEHH WAl ZAH Fal Al
w* =Abstot2 ol EH| 2 Y I AR (amorphous aluminum hydroxyphosphate sulfate)

I SHX = 96.4%7F AZ LHX|

FAHTR Rl AR E
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5. At B AR

1) At AlE T o WAL BY 2 MZBAL SAlo] Foig 4 QACKEl, 242 i
Selof| FAlg 7).

2) B ARl HOIYE 16-264] oM TR B LI} UEHLOK), LM (9.5%),

ol
=
>~
)=
>

0

1(6.9%) ! H|EITIX|(4.3%)E =3StUCE AAAIHol| FOo{dEH 24~45M o = HX}
7F ZIEH(30.6%), =S (20.2%), S (11.6%) L H|EI2IH(7.5%) & S35 Ch

Aol Zo3E 16~26M Hd LA & LFI7H TSH(10.3%), ~HH (7.8%),

0%k kR of 0
= ot
e
uo -||1 5

A (6. 8%) 5| AEHDIA|(3.4%) X HIELCIX(2.6%) & =&sSIQUct 9 4E1el HE0|
O] iAol REA mioiA T} obXM Ao Aeke o|k|X| rotct,
3) A& AI°401IA1 o tials FO{EF2 16~45M12] M = 502%7t S2=4 HAHME

S 85It SEFM A= o WAlel HA vhZo| FEE FKA| LUCH

4) A& Aol Foisk  16~26M ofd A F LRI F)](1.7%(n=158)),
=2(0.6%(n=56)) % H|AT(1.0%(n=89)) HAAXMKME o s HZB ﬁ—?—oﬂ Fojetn
UACE T &Aool ZO0{5H 24~45M O3 T HA T 1.4% (n=27) 7t MLUN =Xz
FEEIFAHZO0|=E o #M HE M=o Foigtn AJUCH £k AAAIHO| Fofeh
16~26M A mEA F 1.0% (n=21) 7| MANM =Mooz IEE|ZAHZ0/EE 0 Al
HE =0 Foitd JJUCH #f A#=S2 0| Wale] HY vibZo| deks FX| LUCL
Aa AIREOAM o M2 2o HYEATIL AHZOIEE S8 O WY AN HE22
MEJl Qe oz FHEC)

]IO

5) o giAT ZEHs HAAHME HEFHS AERsE  glch HA AN W
(Z2E|ZAH Z0|E, SHiAMA, LZsiH ¥ MEZSMAS MAF0H) 2 21 Js FF
Al H B0 ofsh = ™Mol vh30| LOoLEX| 22 = UCK4. LA Fo| Ex)

6. & 2 =R st Fof

1) S5 AMEolA o] YAS Fof Al ef, v -Ef X2 et 2ot £= 20F F ghohof A Y
o ZHY fs 2Ee LFERLEX] 2tch ol wiAlE  $Efst 2Eo| 13 £ ClE
ZESFARIE mf HPV 6, 11, 16 2 18%o| Cfst Eo|X & H20| FTEUD,
HPVO| CHEh 2 gtxll= el ¥ =F Soll Ef XA Z ol =AUt

JejL AR E Aoz S MAESH H nAMAIE 2 AAE v glen S8 MAls Algez
AlZtoll Mol HIEE o E57|= olz{R 22, o] HANSE T A2 JI2X T st

A AIEHAl M IEXES LA FEE &elsty| s of HF5 ™ A AHALE
Al&istdm, o] HiAle| 33Xt FBJo| A= M ArE ofdoA= Ll MEfTI B

7k HHAl HE S X A5G Ct ol2et H|EEQBE o2 HEA| 35 HE F & HPV 6, 11,
16 2 188 ©h=2e oY, 27HY, 67 ol 33 HZEstes z
%AFEF%EF(%E 22 F).

QA A" & 3,819 (0] WAl F0{7: 1,894, 9{eF Foi: 1,925%)2| ofMo| SFH# 0
AASICEH ale| Zuprt 2Rl MA A % ol Al (KP°4-|‘-°|-*._, TE7|EfofAtZ: &
MHAMT|Y, o MEERAR KM el)e| H|&2 o] sal Fo{iznt ek Fo{olA 22 22.6%
(44671/1,97371), 23.1% (46071/1,99471) 0| ATk,

FIHHQl AFct EAMoAl O BHAl E= 22k FH{EFEH 302 ol E£= 30 0|F9
st AE HIUist Znf, 302 olufoll Al H o HAl Fo{FoA 5, @[

Fo{TolAM 1zdel MHH Z|Y@o|l EE HhH, 302 o|Fof alet A< o wAl

FoiollM 404, flef Fo{olM 3322 ,_17‘5_@ 7lgol zrE=Edct zHEE T 9
SHc I"*EP FastA 16~45M12] 2AAITH oMM LBIM O R LiEtLLE 7™

SR S5kt

sehif of el TBO M, el e cholol Folo HpE F= Aoz ¥ 4+ gich
2) o] sialof o5 & WAl &Y L= I FE2E o/ = =X[of A LTl v}
O-IE_},

of il w70l &Y = AUCh 1,133He| 7FF It Fo{gh 34 &k Ao Aot
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~RotEo Mol RallAlel wsEe o Wl
SRt Bl REoIA Walo| ofFt poANNS

7. Zofoll ik F0of
9A| ofzke| Z~ofof CiEt of Hidle| ok M RE42 HItE HE gich

8. nEAjoi| CHet Fof
45M| o|&te| delof ciet of iAol oMM FEHES WIS flet A2 TS

10. 22t ¥ FZate| Fo|Atst

1) oZlole| &0 EX| &%= ol Easict

2) O #iA2 HZMEfOIM HH F Jhsst wa| Foistch WA AU A2 (25T
o3h oflM 72A|Zt7EX] Hateh 4= Ut

3) o] A2 15| 22 W FAtMolch 2 7|0 HFO Y= WS AlZlo| FAHLE
Z2 FX|Ho|M viZASHA] 2t

11. Z|El

1) 24~ 45 M| o{MoflMe EM S HAUY
o efrlofl cHst ekt 24 L= Aetuto| AtatatA= HHE =X 2UCH 24M) O|4F, 454
olstel ofMoflM XIEF, 237k e 3 2 FHs =X =elstr| 26,
24M| O|4 45M| ofste| oM & 3,817 HS A= T 4doAM el FEMt HAAMO
et &4 ZIl= ofefiet ZcCt (E 5, & 6).

of Aol HEA S5 o[dof o] HAlel HPv &

LA SEAl 24~45M HA @A 67% 7 O] SHlof EEHEl 471X HPV /&8 Z 5ol
CHal SAolAUCE HPV 6, 11, 16, 18 Yo} AEHsH ZE Ao XS F &l S (CIN),
AEM Y E= 2A3F HH 5o Sgdel UM s Felsts U REY
Hotegof st EM S REMAEME=SZ (PPE, Per-Protocol Efficacy), HN-RT & (Naive
to the Relevant-HPV-type population) % M FEAZ (FAS, Full Analysis Set) oA
AAISIUCE (£ 5).

o

I 5.24M~45M oY " X0l M Jichale] 21 24
[e]

. A 20 Slot £oiZ % 7ad
Yol S

n e Faby n e raby (95% ClI)
PPE (Per-Protocol Efficacy)*
HPV 6, 11, 16, 18 & A
CIN (Z& EHA), XIEH Z2¥ 1,601 10** 1,599 86 88.7 (78.1, 94.8)
e 2g3F YWY
24 ~ 34 M| 785 5 790 56 91.3(78.4, 97.3)
35~ 45 Al 816 5 809 30 83.8 (57.9, 95.1)
HPV 16, 18 & A CIN
(2= cHA), XS54 ¥ 1,587 8 1,571 51 84.7 (67.5, 93.7)
e 235 HH
24 ~ 34 M| 777 5 772 35 86.0 (64.0, 95.7)
35~ 45 Al 810 3 799 16 81.8 (36.3, 96.6)

7/10 1 O|X]|
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HN-RT (Naive to the Relevant-HPV-type population)***

HPV 6, 11, 16, 18 & 2tH

CIN (Z& ©HA), X5 2z 1,841 27 1,833 130 79.9 (69.4, 87.3)

EE olgs W

24 ~34 M| 914 15 920 90 83.7 (71.7, 91.3)

35~ 45 Al 927 12 913 40 71.3 (44.1, 86.3)

HPV 16, 18 & & CIN

(2 ©HA), X4 Ag 1,823 19 1,803 85 78.3 (64.0, 87.5)

L ey HHy

24 ~ 34 Aﬂ 904 13 901 60 78.7 (60.7, 89.2)

35~ 45 A| 919 6 902 25 77.0 (42.6, 92.3)

FAS (Full Analysis Set)’

HPV 6, 11, 16, 18 & &t

CIN (ZE T, XI&5M Y 1,886 116 1,883 214 47.2 (33.5, 58.2)

e k=l

24 ~34 M| 937 75 944 134 44.1 (25.3, 58.5)

35~ 45 A| 949 41 939 80 51.2 (28.0, 67.3)

HPV 16, 18 & & CIN

(2 A, XEH 4 1,886 95 1,883 160 41.6 (24.3,55.2)

e 9SE i

24 ~ 34 Aﬂ 937 60 944 100 39.6 (16.0, 56.9)

35~ 45 A| 949 35 939 60 43.9 (13.4,64.1)

* HEMEST (PPE) 2 IEHA 88 F 1'—4 Oltfof EdAl = floks 33 HEEU A" ASM &of HCist

-rI“FOI e A #Haf HE M ¥ 3% FE MY = (2HE E T 7MY) oA o] wilof EZEE 2t HPV
ol EHoH PCR ¥ &&std A3y} gg?_l T EHAE a2 oFE 2MTEs UE

i PPEEOHH 1742 CIN 2 (HPV 168, 518 &QlE) o] 2d35t¥S. Ol CIN 2 = A FFT F 187 <o| =t

MZolM HPV 168 % 5180 Mol Ho = LIEHE. LIHX| 9742 II"M HHoIAS.

** HN-RT (Naive to the Relevant-HPV-type populatlon) T2 = 15 o|A Bl E= 2iekg Fo{gt2 AL

FollM A Hu Foi ™, o wWalol =EE 2t HPV FEo HE sty 24 2 PCR Z3 342 IEXE

Aoz st BAZS ‘“OFEH F0{ A SRE HotHso| st ZA0E FA

"FAS (Full Analysis Set) &2 %2 13| 0|4 #Al = 922 EO#F':% ZE LEAREM 120 oMol HPV ZY

=

of Kol 2HAIR 2tio] Sof A LRE oMt
thet 248

Cl= 22|77t

10| HHAlES FHEdr2

22 DE mEAE ZESI ZASHE tiadEe 2

of of 2 A H &l A 2=
o 4gTf N o

0>
|0
Hu
1z
>

A

S (PPI, Per-Protocol Immunogenicity) = C HE = THE
NS =X5I9Ct
—o = - o .

T 6.24M~45M i PPIY ZofA 77HY 2 487 oM e B UM E L E-HPV cLIA
GMTs
— ] Shal 27 GMT
& KL = 5 7 2) % A S
HE ks =EA " (95% Cl) (95% Cl) mMU/mL?
E-HPV 6
24 ~34 M| oM 7N 605 98.7 (97.4, 99.4) 437.4 (401.2, 476.8)
487 em 536 86.2 (83.0, 89.0) 59.6 (54.5, 65.2)
35~ 45 M| 0fAd 7702y 644 98.1 (96.8, 99.0) 397.3 (365.4, 431.9)
sg7in| 616 85.1 (82.0, 87.8) 62.0 (57.1, 67.4)
&HHPV 11
54— 34 M| 0fAl ol 605 98.5 (97.2, 99.3) 595.1 (548.3, 646.0)
agoieny 536 93.8 (91.5, 95.7) 69.7 (63.9, 76.0)
Al ofad it 644 97.7 (96.2, 98.7) 512.8 (473.6, 555.2)
3545 S 71E 616 90.4 (87.8, 92.6) 62.7 (57.8, 68.0)
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W HEolotE
¢ 9 MSD -
4871 & uj
Eh-HPV 16
24 ~34 M| ofA 7702 612 99.5(98.6,99.9)  2334.2 (2148.4, 2536.1)
487w 544 97.8 (96.2, 98.9) 213.4 (194.1, 234.5)
35~ 45 M| 04 770 24w 657 98.2 (96.8, 99.1) 2129.5 (1965.7, 2307.1)
4871 i 628 97.0 (95.3, 98.2) 192.8 (176.5, 210.5)
&h-HPV 18
24 ~34 M| oM 7N 708 98.3 (97.1, 99.1) 393.1 (360.6, 428.7)
487 625 50.7 (46.7, 54.7) 25.3(22.8, 28.1)
35~ 45 M| oA 770 24w 722 96.4 (94.8, 97.6) 324.6 (298.0, 353.6)
4871 & m 688 45.3 (41.6, 49.2) 21.2(19.2, 23.4)

YV AZMES 2 (PPN Haldl 7|7 Fol WAl =

Siofg 33 @& HEwa A@AHAMAe] Bohel #E0]

“rr

glont e/fEm THEel e Alolo] MFE A J|FES wEstn WAl ¥F MeE 7Y 2Kl ol Wl
=3tel 2k HPV REol ti5tol S4 (PCR 84 2 BHS4) o WHMES oz ste 2HZS L,

An= EMof| ZatEl TR 5
¥ mMU = milli-Merck units

2) A&7
of A2 HPV 6, 11, 16  18¥e F2 A= A
=13

(L) oz EH
HIO|H A FAIJAHVLP) 2R H 2HES0{T v LG = t

. HIO|B{ A FALJIALE
|ZIALE dAleh £ glen] natA

| 7Ed2 A HA ghzof ofst

HIO|2{ A 2| DNAE &fsoll UK o=z MZE A
s Furgt = gict dH|AA[EHOM L1 VLP HiAl
oz HoiFcCh

3) 7|Et F& Jtsst &Y (Disease Burden)

HPVE HE AuMz XIEdFEH(E I 74 88 CIN 1 2 CIN 2/3) ¥ AIFEF
Mehd O dM7M " XZF4d5F Al MAIS)2 FYstch HPVeE £ 2R
elgget 3 Hets FYsSoh VIN 2/3 2 valN 2/3= 2S5 2 Zete| M chA o

ol

HPVE= st AZ2HdE 2 & 88, o2 Fo 2 =2 g For 9 FMAT|T}
A2t M7= dAD| AlnP(EEE2Y 20h)E Rust ol =24 ez Fsstict
o] A2 HPV 6, 11, 16, 18 1} FAISHA M == L1 ctHZAlS stasl= A =g giAlo|ct

HPV 16, 1882 Cl32 2Ys Rusich
- AI2ZE R AIS 2 CIN3 29 70%
-CIN2 2| 50%
-HPV & 228k &k VIN2/3 & ValN 2/3 2| 70%
-HPV 2 shEet 2 MM BE 2] 90%

-HPV oE 34

HPV 6, 11, 16, 188 2 Cl32| A¥ S RYUsich
-CIN1,VIN1 ¥ VaIN 12| 35-50%

HPV 6, 1182 Cl2o AW S

- MAT| Aol 2 MEMHSEIIFESS (RRP) 2 90%
-CIN1 9| 9~12%

HPV 1682 Cl29o| Rug [utsict:

O Hialol ghetd &= REUSYo| oA "7t & HE gich of WAES 2 HEAH F
CH A 120mcgel SZ(AHE FEEF0 £=2HS Fo{stde o uwbls, Eis 2 o -Ef At
dZEo| geks olx|X| gt gHE o] HiAMES A oA F A 120 meg o EF
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