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P:older adults (250 years of age)

E:a subunit vaccine containing varicella—zoster virus glycoprotein E and the ASO1B adjuvant
system (called HZ/su). (two intramuscular doses of the vaccine or placebo 2 months apart.)

C: placebo

0O:The primary objective was to assess the efficacy of the vaccine, as compared with placebo, in

reducing the risk of herpes zoster
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herpes zoster was confirmed in 6 participants in the vaccine group and in 210 participants in the

placebo group (incidence rate, 0.3 vs. 9.1 per 1000 person—years) in the modified vaccinated cohort.

Overall vaccine efficacy against herpes zoster was 97.2% (95% confidence interval [Cl], 93.7 to

99.0; P<0.001). Vaccine efficacy was between 96.6% and 97.9% for all age groups.

Table 2. Vaccine Efficacy against the First or Only Episode of Herpes Zoster Infection.®

Cohort and Age Group HZ/su Group

Mo.of Cumulative Rate of

Mo.of  Confirmed Follow-up Herpes
Participants ~ Cases Period ¥  Zoster
no./1000
PEFSOR-Yr  person-yr
Modified vaccinated
cohort
All participants in cohort 7344 6 23,297.0 0.3
50-59 yr 3492 3 11,161.3 0.3
6069 yr 2141 2 7,007.9 03
70yr or older 1711 1 5127.9 0.2
Total vaccinated cohort
All participants in cohort 7698 9 25,584.5 0.4
50-59 yr 3645 3 12,2449 0.2
6069 yr 2244 5 7.674.1 0.7
70yr or older 1809 1 5,665.5 0.2

Vaccine
Placebo Group Efficacy{
No.of Cumulative Rate of
Mo.of  Confirmed Follow-up  Herpes
Participants  Cases Period Zoster
no./1000
PEFSOR-pF  PErson-yr %6 (95% CI)
7415 210 23,1705 9.1 97.2 (93.7-99.0)
3525 87 11,134.7 7.8 96.6 (89.6-99.3)
2166 75 6,952.7 10.8 97.4 (90.1-99.7)
1724 48 5,083.0 9.4 97.9 (87.9-100.0)
7713 235 25,359.9 9.3 96.2 (92.7-98.3)
3644 95 12,162.5 7.8 96.9 (90.6-99.4)
2246 a3 7,581.8 10.9 94.1 (85.6-98.1)
1823 57 5,615.6 10.2 98.3 (89.9-100.0)
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In ZOE-70, 13,900 participants who could be evaluated (mean age, 75.6 years) received either
HZ/su (6950 participants) or placebo (6950 participants). During a mean follow-up period of 3.7
years, herpes zoster occurred in 23 HZ/su recipients and in 223 placebo recipients (0.9 vs. 9.2
per 1000 person-years). Vaccine efficacy against herpes zoster was 89.8% (95% confidence
interval [Cl], 84.2 to 93.7; P<0.001) and was similar in participants 70 to 79 years of age (90.0%)
and participants 80 years of age or older (89.1%). In pooled analyses of data from participants 70
years of age or older in ZOE-50 and ZOE-70 (16,596 participants), vaccine efficacy against
herpes zoster was 91.3% (95% CI, 86.8 to 94.5; P<0.001), and vaccine efficacy against
postherpetic neuralgia was 88.8% (95% CI, 68.7 to 97.1; P<0.001).

Table 1. Vaccine Efficacy against the First or Only Episode of Herpes Zoster and Postherpetic Neuralgia in the Modified Vaccinated Cohort.*
Condition and Cohort HZ[su Group Placebo Group Vaccine Efficacyy
Curmnulative
Follow-up Incidence Incide
Participants Cases Period} Rate Participants ~ Cases Rat
cases/1000 cases/ 1000
mumber persen-yr person-yr number person-yr person-yr % (95% CT)
Herpes zoster
ZOE-70
Age group
Overall 6,541 23 24,4051 0.9 6,622 223 24,167.8 9.2 89,8 (B4.2 10 93.7)
F0-79 yr 5,114 L7 19,3465 0.9 5.189 169 19,2475 R 90.0 (83.510%4.4)
=80 yr 1,427 B 5.058.5 1.2 1,433 54 49203 1.0 89.1 (74.6 10 96.2)
Year]
1 6,541 F 6,464.7 0.3 6,622 68 6,511.2 10.4 97.0 (BE.B 1o 99.7)
6,379 6 6,281.0 1.0 6,372 68 6,240.4 10.9 91.3 (79.9 10 96.9)
3 6.137 2 6,043.5 1.5 6,076 48 5,943.0 81 BL6 (61.9to 92.1)
4 5,898 & 56159 1.1 5776 39 5473.2 71 B5.1 (64.41t0 94.9)
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