New Products

ERHE A
BHEAD HPV DU F > D=EIE
FENAESDD., FETHEIEST

EOF v 71135
Web& £l
2024/5/10

KDF v I/mEEZER

HROF v VRERER



Web&E#| 1 .
HPV7 7 FVICET 5 E4L 8

20065 AMHPVT7 7 F > (HA—4KT)L) ARETHECENIZERTE[1,a]l, 9-265% M 12[b]

2009F10H
20094

2010F11H
2011F 7 H
2013F 4 A

BRIE 68
20144
2015F 9 A

2018F12H
2020F12H
2021%2H
2022%F4H

HARTIEY =Y v o2 (2f0) AR (12B8R7%EK) (2] Q0mUEDLE)
KETEMEICE EE % AGR[b]

FEENAEFET 7T EBRRARESEICLYVEEBRENL/29 2818 (13-16mEBHR) [c]
H—xb (440 [3] (9mULEDLM) %A (8B ERFHILAR)

HPV7T 7 7> O EHERElY (RNEERE) L. BREE%5Hn

HPV?Y o F VR OBEELRER SO ZHBEIND

BROgEoE L2 (CHEEIIKT) » BR EEXI2019FEF CIRHEBERIZI%RHIC
KETHHDH — LI &R (B L)

ZEETRANTAADT v — M ABE

KETHMET 7 F VHABEHI-26%H O, 9-45mICIER[D]

AATH— K IILBHEOHPVEEEFRIC & B A2[6]
i dHPV 7 7 F > (LA —K9) & - BRF=EIA[7]
BERAEN A BER5,8],

ZotSEXE (1174 EFSE. AXD5IHASEHE)

a)Haupt, Richard M.; Sings, Heather L. (2011). “The Efficacy and Safety of the Quadrivalent Human Papillomavirus 6/11/16/18 Vaccine Gardasil”. Journal of Adolescent Health 49 (5): 467-475.

b)
c)
d)

doi:10.1016/j.jadohealth.2011.07.003. PMID 22018560.

Gardasil Wikipedia : https://en.wikipedia.org/wiki/Gardasil

T FUoERERARESEERREE (EEFEHEAEERE  EXERBPRELBM) (2010/11/26) https://www.mhlw.go.ip/bunya/kenkou/other/dl/101209i.pdf
BEFEE. HAVZ 7 F I DOWTHI» TL72E W FEENAFHOREE https://www.mhlw.go.jp/stf/houdou_kouhou/kouhou_shuppan/magazine/202205_00001.htm|




Web& )2

EENEEREZOHPV 7 F U EER9L 1]

SHSEELEFE O HPY DOF  DEIEREDOERIKR

1 ;WA % 3|

EEOERERE  EEEE (AN 214,206 68,938 49,112
EheE  (%)2021FE L31A 39.9 12.8 9.1

£E1) SH4AFE 2EFHERE (%) 2022FE 42.2 39.4 30.2
£E2) SHISEE £EFMERE (%) 2021FFE 374 34.4 26.2
FryFTVTERE  EEEH (A 202,052 | 148,521 126,830
£E3) SHAFEE FrvFTyTiERE BEEEHAN) 304,737 248,199 157,068
BEDEEBERNTEHATHLIBDH(A) 239 472




Web&#l 3
BEADOHPV7 7 FiEBEOREREE
(1) 16-26BH4065A(FElIcATAEIZ > wIL) W (6,161&Y)

#F 11 478 HPV BUZBEE L /- M2 B ERE I x5 RIETFIHZIE (020 38k, PPE)

A BE 77 2R
. ‘ RAETERE (%) ¥
FER Y FERY

S5 [ fil 95%CT]
ﬁﬁ#ﬁ%%[ 6] J: W) N (/100 A4F) (/100 AN5E)
EA L 0.1 L 408 |31 11 | 904 [69.2.98.1]

LEarYoe—w 89.4 [65.5.97.9]
100 [-141.2.100]
100 [-431.1. 100]
100 [-3788.2.100]
100 [-3788.2.100]

-
=1

PIN1/2/3/TE R i o
PIN1

PIN2/3/M: 430 E O #E
PIN2/3
P2 8D O R
N : fRTIC VN BELRREGELEONFIE, n: BREA X2 FBRREELEFIE
a) MBEANEHT-Y OFEBA <2 FOREFIE

b) %é:’ﬂ: - Ph%h 5 (_00) = (1— ((KFNHEORLER (AFE)) /| (F7ERBEORLEE (AF)))) X100
) f23 - NLMJEBH - SO

[E54E (PMDA) DM : AFOREFHMERIFALEI LV PA—DHICH L TREINEEEZ S,
2flexg (ITTERRER) (cHIT3E83ME0®sT CLakiel &Y

(=] el fll el f=] Q2 B2

3 x xR (9504 4= #E X

- | M iooam | T | A | roons | CSREREM |
PIN 2 or 3 3 4663.1 0.06 2 4628.6 0.04 -48.9(-1683, 82.9) 1IAZ WL
E2EEIA A EiBc)BE 0 4670.6 0.00 0 4630.5 0.00 =




Web&#}4
BEADOHPV7 7 FiEBEOREREE
(2) BlEztEy 2 RIN— b F—LTBBHEMSM)602A ZXFTR ([6,171&Y)

# 12 4 HPV BCBE U 7= AL PR BRIk 2 RIEEFEHZE (020 3Bk MSM 47X #5 ¢, PPE)

— _ RIETDIE (%) ¥
a ReESE Y y A [ififel 95%CT]
(/100 A4E)
4 1.0 3; 73.0 [16.3. 93.4]
0 0.0 . 100 [8.2.100] =
2 4 1.0 , 60.4 [-33.5.90.8] EEELL
3 0.8 3 X 74.9 [8.8.95.4] =
2 0.5 9 : 75.8 [-16.9,97.5]
2 0.5 6 . 63.7 [-103.0. 96.4] BEELL
0 0.0 ,
N : fRATICLELRREE RPN ON-HE., n: EBA X FRAE L%
a) BENEDHT-Y OFEBA X FOREFIK
b) RIETFEHAR (%) = (1— (KFBEDORER (ME) / (FFHRBOREE (AE))) X100
2flzxg (ITTERER) (CHIF2EMEOEST CLEk171& Y
SH17] £ Y HPV7 2 F 7Y anv b N PIN2/3(3 3Rk L 7=%°
swoh N | n | A (/106%@) N | nl| iz (/106;75}\&) (95%fS =) ﬂlﬁybi/\,%ffaé, “
PIN 2 or 3 275 | 18 | 660.1 2.0 276 | 39 | 655.2 6.0 54.2(18.0, 75.3) ng?b‘/v tﬁl;gnlzﬁ‘/‘"i
RTPIA A 275 | 0 | 6784 | 000 |276| 0 | 6948 0.00 — HESNT (Ho7cDDH?)




Web&#l 5

BEADHPV7 7 F U EEORBRER (HEADHER)
(3) 16-26FEBH1124AN(ElcATAEIZ > vIL) KR (181&Y) )
HADRCT (HPVY 7 F > L xtHE562 N9 0) Tid, ILMRINARE L KREa L Y —< )N

SHEICIAN T Do o722 TL,

In the abstract

Two cases of HPV6/11/16/18-related
external genital lesions (condyloma and PIN
1) were observed in the placebo group and
none in the gHPV vaccine group at study
end.

In the main text

The present findings should be considered
in the context of limitations related to
sample size and study duration. This study
does not have sufficient power to evaluate

the disease endpoint (condyloma, PIN, AIN).

There were only two cases of
HPV6/11/16/18-related anogenital disease
at the final analysis.
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Table 3. Estimates of cervical cancer incidence and adjusted vaccine effectiveness, by the combined factor of vaccine status and age at

vaccination
Person-years of

Combined vaccine Cases of disease, follc?w-up, Incidence rate per Adjusted vaccine

status® and age No. weighted ng_hted 100000 people effectiveness

atvaccination, y Denominator (unweighted) (unweighted) (95% CI) (95% CI)° P

Unvaccinated 29422 195.7 (210) 2337136.3(2739122.6) @ 8.4(7.2t09.6) — —

Incomplete 211 0.0 (0) 1847.9 (1968.9) (2 0.0 (0.0to 199.6) _« —
12-13

Complete 29144 0 (0) 134299.8 (140081.7) (3) 0.0(0.0t02.7) 1007 (66.9 to 100) —
12-13

Incomplete 14234 6.8 (8) 103627.4 (110146.3) () 6.5 (2.6t013.6) 40.0 (-22.8t070.7) 16
>14

Complete 109835 20.4 (21) 7541223 (7965716)  (5) 27 (17t04.2) 73.8(589t0834)  <.001
>14

? Vaccination status: Unvaccinated (no doses given), Incomplete (1 dose or 2 doses 1 month apart: n=>5219, 1 dose; n= 9426, 2 doses), and Complete (2 doses at
least Smonths apart or 3 doses: n= 131, 2 dose; n= 138 848, 3 doses). No cancers were diagnosed in those immunized with 2 doses at 5 or 6 months apart. Eight
cancers were diagnosed in those immunized with 1 or 2 doses. There are 21 cancers in those receiving 3 doses of vaccine, all in those immunized at 14-18 years of
age. CI=confidence interval.

®  Vaccine effectiveness is adjusted for Scottish Index of Multiple Deprivation.

€ For incomplete doses in the group of 12-13 year olds, there were too few individuals in the denominator to provide any reasonable estimate of vaccine
effectiveness and its confidence intervals.

€ No cases therefore had vaccine effectiveness of 100%, and no reliable confidence intervals could be obtained from Cox proportional hazards estimates.
Estimates of 95% confidence intervals and P values were obtained using an exact Poisson approximation of the weighted rate ratio, where the numerator was 0
events in 134299 8 person-years of follow-up and the denominator was 196 events in 2 337 136.3 person-years of follow-up.
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Table 2. Rate ratios of adverse outcomes according to gHPV vaccination status in a cohort of Danish boys aged 10-17 years at

study entry, Denmark October 2006-November 2016

Unvaccinated Vaccinated
Adverse outcomes? Events Person-years RR (95% (,‘I)h Events Person-years 0.36 T“*ﬁIET 6 t
Autoimmune diseases R_R -FBE -I:_BE
Any autoimmune disease® 7985 4252 468 0.96 (0.71-1.28) 46 23659 270 1.08 6.74
Hypothyroidism 439 4332632 1.77 (0.73-4.31) 5 24115 497 144 17.20
Coeliac disease 452 4331412 0.72 (0.18-2.89) 2 24115
Crohn’s disease 1392 4 328979 0.63(0.28-1.41) 6 24118
Ulcerative colitis 1483 4 327 946 0.68 (0.30-1.51) 6 24099
Ankylosing spondylitis 230 4 335 266 2.01(0.49-8.16) 2 24131 .64 108 29.46 |
Henoch-Schénlein purpura 502 4 320573 1.58 (0.65-3.83) 5 24035
Juvenile arthritis 576 4 326 552 0.68 (0.17-2.73) 2 24068 _ _ _
Rheumatoid arthritis 201 4 334 876 2.29 (0.73-7.24) 3 24129 6.43 1.5 27.10
Vasculitis unspecified 158 4334757 2.05(0.50-8.38) 2 24118 5 :g IIG gﬁig
Psoriasis 531 4 332 365 0.66 (0.16-2.64) 2 24117
Vitilieo 79 4 335 474 4.70 (1.13-19.5) 2 24136 13.20 2.49 69.94 |
Type 1 diabetes 1 648 4 317 882 0.80 (0.40-1.60) 8 24026
Neurological diseases
Any neurological disease® 4269 4251681 0.67 (0.41-1.10) 16 23765
Bell’s palsy 660 4 329943 0.56 (0.14-2.25) 2 24111
Epilepsy 2843 4275984 0.51(0.26-1.03) 8 23875
Narcolepsy 130 4335729 3.44 (1.08-11.0) 3 24131 9.00 2.2/ 41.14 |
Paralysis 542 4315133 0.70 (0.17-2.80) 2 24057
Venous thromboembolism 657 4 333 875 0.88 (0.33-2.35) 4 24130
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