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Table 4. Study 015: Analysis of efficacy, MITT-3 population, against vaccine-
relevant HPV 16 and 18 CIN 2/3 or worse.
[From original BLA, Table 11-86, CSR for study 013, p. 657.]

Gardasil™* Placebo
N=6082 N=6075
Endpoint | N Number | PY at Incidence | N Number | PY at Incidence | Observed | 95%
(subgroup) | of cases | risk Rate per | (subgroup) | of cases | nsk Rate per | Efficacy | CI
100 vears 100 years
at risk at risk
HPV 5047 68 111595 | 0.6 3973 116 112429 | 1.0 40.9% 19.7.
16/18 56.9%
CIN 2/3
or
Worse

MITT-3 £ (% 1 B EZZ U TREERNH ) TR,
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LTI F oz 3EE#EL, 7
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Table 27. Studies 007, 013, and 015: Analysis of efficacy against CIN 2/3 or worse
due to any HPV type, MITT-3 population.
[From the applicant’s responses to CBER. questions submitted March 15, 2006. Table on
p. 17.]
Gardasil™ Placeba
N=9075 N=0075
Endpoint M Mumber | PY at | Incidence M MNumber | PY at | Incidence | Observed | 95%
(subgroup) | of cases | sk Rate per | (subzroup) of risk | Rateper | reduction | €I
100 Cases 100
person peTson
vears at years at
risk risk
HFV any 8214 287 17409.5 1.6 8846 i 17469 1.9 12.2% =2,
type CIN 25.3%
2300
Worse
HFV not 8514 169 - 8846 142 - = =
1116718
CIN 2/3 or
Worse

MITT-3 [ (Befdt% 1 [\ 232 U TREMSRNS 2) T, IET 7 F VR HPVIC K % CIN2/3 DL LD FRSHRAD 26 %18 L Tz (£

ALt 1.27,95% E#EXR 1.01-1.59, p=0.0378).
PY : Person-Year (Af£) ODRg
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L, ZOLRIEEHPV Y 7 F U=
HENhc BT E BICHEET
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* Second-line treatment of metastatic prostate cancer: Prednisone and
radiotherapy for symptom relief
** Prescrire International 2013; Vol. 22(136): 74-78
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@7 > Ry VIHINE IZRIRKDEITRIERZE 3 > h E— )L T EIRWE
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AT EFES. NNV AT OHAD, FFEICGEEZNIEFT T LIFFEHE
NTWiEL.

@ & X )l X5 MG E AL E AN RIS D - T B E A
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2 2 R (enzalutamide), &, H£FHAMZN 4 ~5 HAEETES LS T
Ho, BEEAE LNV EV. LhLWINDBEE, ZoRE X
NTVB DT 1 DI ERICE E R0

@ /13 7 F ¥ )l (cabazitaxe) &, LEFOE SN SIEH HEEFMIZN,
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@7 Ry VKL & b b RN IR DTS 2 55,
Bl (2012 ) TR FIC DRI A H 5. Q)VFaXTaA R+
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Y R2FVIVERRICT Eo Ty RV REEELEN, BEICEEFY
MZDUMEE S G208 N H 20, ZORb 0 EXKEEEEHOIEENE
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FILDOWTUERDENT EICT .

|. BAE2/VFIXA7O14FK 1 —
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R PERTV B & 1307 > R
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T ERIET BT EID TS
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¥, e RoaVFyrEZETL
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HTHE A ARBOD QOL EMA SN
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DVF AR TuA FOFEFEERIELE
BV E,ZBLI2EDTHS.
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FBLUD, EEKISEEZRIFI S R
otz 34910,
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OO FFEIERDY X7 L FIFFIC,
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Z 2 MEIEERGE R TlE, FeX
F )V (75mg/m’ 7 3 3 4 1 #%
Y+ 7L RV R SR OEFH
M(PRE) N 189 A TH > 72D
L, T hFY b+ 7 LR
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> 2 (p=0.009)"*"*. R¥ &+t

W+T L RV U EEE =R T
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