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/OE-50 study

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

Cohort and Age Group

Modified vaccinated
cohort

All participants in cohort
50-59 yr
60-69 yr
70yr or older
Total vaccinated cohort
All participants in cohort
50-59 yr
60-69 yr
70 yr or older

No. of
Participants

7344
3492
2141
1711

7698
3645
2244
1809

HZ/su Group

No.of Cumulative Rate of
Confirmed Follow-up Herpes

Cases

= N W O

= U1 W O

Period 1

person-yr

23,297.0
11,161.3
7,007.9
5,127.9

25,584.5
12,244.9
7,674.1
5,665.5

Zoster

no./1000
person-yr

0.3
0.3
0.3
0.2

0.4
0.2
0.7
0.2

No. of
Participants

7415
3525
2166
1724

7713
3644
2246
1823

Placebo Group

No. of Cumulative
Confirmed Follow-up

Cases

210
87
75
48

235
95
83
57

Periodi:

person-yr

23,170.5
11,134.7
6,952.7
5,083.0

25,359.9
12,162.5
7,581.8
5,615.6

Rate of
Herpes
Zoster

no./1000
person-yr

9.1
7.8
10.8
9.4

9.3
7.8
10.9
10.2

Vaccine
Efficacyy

% (95% Cl)

97.2 (93.7-99.0)
96.6 (89.6-99.3)
97.4 (90.1-99.7)
97.9 (87.9-100.0)

96.2 (92.7-98.3)
96.9 (90.6-99.4)
94.1 (85.6-98.1)
98.3 (89.9-100.0)
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A Modified Vaccinated Cohort in ZOE-70
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Cumulative No.
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HZ/su 0 2 5 9 10 12 22 24 29
Placebo 0 28 66 100 134 170 192 216 232
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Figure 2. Risk of Development of Herpes Zoster after Vaccination.
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TaeLe 1 General characteristics of IMID patients according to glucocorticoid use and disease flare

General characteristics of IMID patients (n = 359)

Age (years), median IQR 66 [60-74]
Gender (female) 236 (66%)
Ethnicity (White) 302 (84%)
Ethnicity (Black) 49 (14%)

Total IMID OnGC >1 Flare®
IMID subgroups n =359 (100%) n =125 (35%) n=>59 (16%)
RA 88 (25%) 37 (42%) 21 (24%)
Vasculitis 50 (14%) 23 (46%) 5(10%)
PMR 29 (8%) 21 (72%) 5(17%)
Gout 28 (8%) 3 (11%) 5(18%)
SLE 24 (7%) 10 (42%) 4 (17%)
PsA 20 (6%) 6 (30%) 2 (10%)
Inflammatory arthritis 9 (5%) 5 (26%) 3 (16%)
Sjogren 18 (5%) 0 (0%) 2 (11%)
SpA 17 (5%) 2 (12%) 2 (12%)
CPPD 14 (4%) 2 (14%) 3 (21%)
Myositis 9 (3%) 3 (33%) 2 (22%)
Scleroderma 9 (8%) 1(11%) 0 (0%)
IBD related arthritis 8 (2%) 1(13%) 1(13%)
Other 26 (7%) 11 (42%) 4 (15%)

CPPD: calcium pyrophosphate deposition; GC: glucocorticoids; IBD: inflammatory bowel disease; IMID: immune mediated
inflammatory diseases; IQR: interquartile range; SpA: spondyloarthropathy. >1 disease flare in the 12 week-period follow-
ing each RZV dose.



TaeLe 1 General characteristics of IMID patients according to glucocorticoid use and disease flare

General characteristics of IMID patients (n = 359)

Age (years), median IQR 66 [60-74]

Gender (female) 236 (66%)

Ethn|C|ty (Whlte) 302 (84%)

=y _[t[l_f'rgw >1 Flare?
[IMIC —59 (16%)
RA 21 (24%)
lo - R~ BIMESS 40% (0%
cu (GCA13%. RP 4%, X—F v Mi 24, TAK 1£) 5 (18%)
SLE 4 (17%)
PsA 2 (10%)
i INBIME R 50% 3(16%
son (GPA 12%, EGPAS%, MPASE, Z7UA 7 A7 U YMER 5
CPF = A 3 (21%)
Myo 2%\ ?ILGBM?ILMS?% 1%) 2 (22%)
Scle 0 (0%)
S0 - Zfl (CNSIE %, MRMEX, REMEXK, TEX) * o)

CPPD: calcium pyrophosphate deposition; GC: glucocorticoids; IBD: inflammatory bowel disease; IMID: immune mediated
inflammatory diseases; IQR: interquartile range; SpA: spondyloarthropathy. >1 disease flare in the 12 week-period follow-
ing each RZV dose.
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80%
70%
60%
50%
40%
30%
20%
- J J e
0% oth
Jak-i TNF-i = Other IS IVig
biologic
= IMID (n=359) 35% 23% 22% 4% 5% 14% 13% 15% 2%
= RA (n=88) 42% 49% 30% 9% 16% 25% 20% 17% 1%
® Vasculitis (n=50)  46% 16% 4% 0% 0% 4% 32% 30% 2%
SLE (n=24) 2% 4% 75% 0% 0% 0% 0% 21% 0%

GC: glucocorticoids; IMID: immune mediated inflammatory disease; IVIg: intravenous immunoglobulin; Jak-i: Jak-
inhibitors; Other biologic: abatacept, apremilast, belimumab, mepolizumab, rituximab, secukinumab, tocilizumab,
ustekinumab; Other IS: other immunosuppressant, AZA: azathioprine, LEF: leflunomide, cyclosporine, MMF: myco-
phenolate mofetil, tacrolimus; RZV: recombinant zoster vaccine; TNF-i: TNF inhibitors.
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RA 21/88%
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TaBLE 2 Statistical analysis of risk factors for IMID flare after RZV

No flare Univariate Multivariate analysis adjusted

(n = 300) analysis for significant factors ﬁ’}{‘%ﬁ@j‘ﬁf Lj:\ ’7 7 7/— 7?%%@
£ == 3E7
P-val Adjusted OR [IC95%] P-val FBOGCEM, JAKEEREM,
-value uste -value P
: ° RAZE Tflare D RER A F L
Median age (years) 67 67 0.962 —
Gender (female) 66% 63% 0.592 é: é ﬂf\_o
Ethnicity (white) 84% 86% 0.445
RA (vs others) n=6722% n=2136% 0.030 1.57 0.8, 2.98] 0.173
Treatment at RZV 2 IR = ) — “ EWAN <
[Glucocorticoids 31% 53% 0.002 2.31[1.3,4.1] oo0a | ZEEHYAT A Y 7 [EIE AT Tl
Jak-inhibitors 4% 10% 0.032 2.09[0.64, 6.34 0208 I FUEBEOGCHERD AN
HCQ 21% 25% 0.416 fl CEEL TN L AR N
MTX 22% 25% 0.565 arel- == - 2N Co
TNF inhibitors 14% 17% 0.509
Other biologic 12% 15% 0.539
Other immunosuppressant 14% 19% 0.358 N . . .
Baseline laboratory findings BEDEE ( RZVIZ 551 X flareqi d
Elevated CRP (n = 270) 14% 1% 0.631 : IR A e = s sk
Median CRP (mg/dl) 0.3 0.4 0.597 !3!05@ 2B Eli:' 1k &5% oG =, G!C
Elevated ESR (n = 227) 31% 28% 0.710 BE)x L7-EBH E RZVEREAFE L X
Median ESR (mm) 9 10 0.842 >~ S s _ = AN . — Mo &7
Positive RF 19% 24% 0.405 AIV T2 BB RV TRER
Positive CCP 14% 20% 0.213 frclx. RZVEREBEREOGCER Xflare

Positive ANA 27% 25% 0.803
I L < _
Positive ANCA 6% 2% 0.177 DY RTHFTIEED > 7z,




Fic. 2 Time-to-flare survival analysis
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Strata =+ No GC -+ Glucocorticoids at RZV

HR =2.4[1.3-4.5], P=0.0039

0 20 40 60 80
Time
Number at risk
234 229 222 220 215
125 116 108 102 102
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Strata No flare after first RZV Already flared after first RZV
1.00
0.75
HR =3.9[1.7-9], P=0.0015
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0.00
0 20 40 60 80
Time
Number at risk
232 227 226 219 216
31 30 27 25 23
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Time

(A) Survival analysis of the time to flare in the 12-week time period following the first dose of RZV in 359 IMID
patients (multivariate Cox-model). (B) Survival analysis of the time to flare in the 12-week time period following the se-
cond dose of RZV in 263 IMID patients having received both doses (multivariate Cox-model).
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