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Efficacy and safety of live varicella vaccine (Oka% in patients with diabetes: a
Randomized, Double-blind, Placebo-controlled, Single-center, Clinical Trial
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This double-blind randomized controlled single-center study of 60-70-year-old
patients with diabetes mellitus compared immunity and safety profiles after Varicella vaccine, separated
by 3 months, vs. placebo. 23-valent pneumococcal polysaccharide vaccine (PPSV23) was immunized
simultaneously. Primary analysis was cell mediated immunity evaluated using the Varicella-zoster virus
skin test. Secondary analyses were VZV interferon-gamma enzyme-linked immunospot (ELISPOT) assay and
immunoadherence hemagglutination (1AHA) test. Adverse experiences (AEs) were assessed. By intent-to-treat
analysis, 27 recipients of the vaccine were compared with 27 placebo recipients. Changes of skin test
scores were, respectively, 0.41+ 0.80 and 0.11+ 0.93 (p=0.22). No significant differences of ELISPOT and
IAHA titer were found between vaccine and placebo groups from before to after vaccination. No severe AE
occurred. The vaccine was used safely, but did not boost virus-specific immunity in this population.
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Analysis Endpoint Varicella placebo P
set zoster vaccine
n  Observed 95% C.I. n Observed 95% C.I.
response response
Per
protocol
GMC 15 37.8 (5.4,263.2) 15 47.1 (9.9,223.6) 0.509

(prevaccination)

GMC (3 months 15 45.4 (15.5,133.3) 15 56.3 (22.0,143.8) 0.264
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response response
T
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prevaccination
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protocol
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Geometric Mean Folds Rise (GMFR)
ITT V. 1.2 95 Confidential
Interval(C.1.); 0.5,2.9 P 0.9 95
C.1.;0.3,3.3 p=0.274 PerProtocol
vV 1.2 9 C.l.; 0.5,3.1 P 0.9
95 C.l.; 0.3,3.3 p=0.122
3

DPP4-inhibitor

post hoc analysis

6B  23F
ELISA
6B V 2.12
.64 P 3.27+ 3.69 23F:V  3.41+

+ 1.6
2.81(p=0.000) P  3.96x 2.54 p=0.000

Wilcoxon

Geometric Mean Concentrations
GMCs 6B 196G
V. (n=25) 1.63 (95%C.I1.: 0.40, 6.61) P
(n=27) 1.37 (95%C.1.: 0.44, 4.26),
v (n=25) 2.87 (95%C.1I.:
0.39, 21.06) P (n=27) 3.13 (95%C.1I.:
0.45, 21.86)
23F 1gG v
(O5%C.1.:0.45,11.7) P

(n=25) 2.31
(n=27) 1.86

(95%C.1.: 0.50, 6.87), 3 v
(n=25)5.86 (95%C.1.: 0.40, 86.67) P
(n=27) 5.97 (95%C.1.: 1.48, 24.10)

2 (6B,
23F) 196 GMCs VP
vzv

1

Atsuko Hata  Safety, humoral and
cell-mediated immune responses to herpes
zoster vaccine in subjects with diabetes

mellitus. J Infect 67; 215-219, 2013
7
7 HZS

2015.01.24

2014.3.9 27

2013.11.30-12.01 17

Atsuko Hata Safety, humoral and
cell-mediated immune responses to

Oka varicella vaccine in subjects with
diabetes mellitus.
2013.10.27-10.29 7™ Vaccine Congress
2013. Melia Sitges, Barcelona, Spain

2012.4.25 86



2012.6.21 4
ANA

2011.12.11 15

o

@
HATA, Atsuko

70321685



