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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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* 1 p=0.0778
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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

fERMENH D 5 5 EEZABNS.
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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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