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Figurel (X 1).
Flow digra, for enrollment of cse-patients and controls,January to May,2018 and 2019

Approached and assessed for eligibility by their clinician
N=2031

Refused to participate
N=233

Enrolled and answered to
the questionnaire by their guardian

N=1798
i
b2
2
9
Excluded from analysis :5
N=129 2
5 | - ageineligible (n = 22) I
* past history for RVGE (n = 96)
* The onset period is inappropriate (n = 11)

\ 4

Total included in analysis
N = 1669
* Rotavirus positive (n =317)
* Rotavirus negative (n = 1352)
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Figure2 (X 2). Flow digra, for enrollment of cse-patients and controls,January to May,2018 and
2019

DS-1 like GLP

@ DS-1 like G1P [8]

OEquine like G3P 8]
2P (4] WG2pP |4
2% @GP (8]

Oothers

Tanlel (3 1).

Baseline characteristics, clinical symptoms, and treatment of cases and controls

Cases,n=317 Controls, n = 1352 P
Variables Rotavirus-positive Rotavirus-negative ~ Yalue"
Demographics
Age at onset, median months [range] 28 [2-60] 21 [2-60] <.01
Sex: males, n (%) 64 (52) 789 (58) 0.03
Additional history
Underlying condition: Yes, n (%) 85 (27) 349 (26) 0.7
Premature (BW > 2500 g), n (%) 286 91 1225 9n 0.96
Use of day care : Yes, n (%) 268 (85) 912 (68) <.01
Siblings: Yes, n (%) 226 (72) 805 (60) <.01
Breastfed®: Yes, n (%) 8 (47) 172 (58) 0.4
Treatment, n (%) <.01
Outpatient (oral treatment) 246 (89) 1123 97)
Outpatient (intravenous rehydration) 26 9) 29 3)
Hospitalisation 4 (2.0) 4 (0.4)

2 Chi-squared test or Wilcoxon's rank-sum test was used as appropriate

®Analyses were based on data for children younger than 12 months old
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Table 2 (£ 2). Vaccine effectiveness against rotavirus disease

Cases Controls Crude Adjusted VE 95% CI
n (%) n (%) OR OR" (%) (%)
Unvaccinated 162 (30.2) 374  (69.8) 1€ 1¢
Vaccinated
(full dose) 152 (14.0) 935 (86.0) 0.38 0.44 56.1 425 66.5
full dose vaccination
RV1 2 doses 58 (12.3) 414  (87.7) 0.38 0.38 61.7 456 - 73
RVS5 3 doses 94 (15.3) 521 (84.7) 048 0.48 51.6 341 - 645
Abbreviations: OR, odds ratio; VE, vaccine effectiveness; CI,
confidence interval;
RV1, monovalent; RV5, pentavalent
2 Received one or two doses of RVS5 or one dose of RV1.
® Adjusted for age in months, use of day care, having siblings, severity score, facility,
and onset year.
¢ Reference category
Table 3 (& 8). Vaccine effectiveness against severe rotavirus disease in Japan (requiring
intravenous rehydration or hospitalisation)
Cases Controls Crude Adjusted VE 95% CI
n %) 1 (%) OR OR" (%) (%)
Unvaccinated 26 (74) 326 (92.6) 1€ 1€
Vaccinated
(full dose) 4 (0.5) 812 (99.5) 0.06 0.09 90.9 73.0 97
full dose vaccination
RVI1 2 doses 3 (0.9) 340 (99.1) 0.11 0.14 86.5 541 - 99.6
RVS5 3 doses 1 (0.2) 472 (99.8) 0.03 0.05 955 660 - 994

Abbreviations: OR, odds ratio; VE, vaccine effectiveness; CI,
confidence interval;

RV1, monovalent; RVS5, pentavalent

2 Received one or two doses of RVS5 or one dose of RV 1.

® Adjusted for age in months, use of day care, having siblings, severity score, facility, and onset year.

¢ Reference category
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Table 4 (3 4). Vaccine effectiveness against rotavirus disease in Japan by genotype

Cases Controls  Cryde Adjusted VE 95% CI
n (%) n (%) OR OR?* (%) (%)
With G9P[8] strains
Unvaccinated 94 (22.2) 329 (77.8) 1° 1°
RV1 2 doses 30 9.3) 294 (90.7) 0.36 0.33 67.5 38.6 — 828
RVS5 3 doses 45 (20.1) 179 (79.9) 0.53 0.61 391 -3 — 644
With Equine-like
G3P[8] strains
Unvaccinated 39 (10.6) 329 (89.4) 1P 1°
RV1 2 doses 3 (1.0) 294 (99.0) 0.09 0.14 86.1 50.3 - 96.1
RVS5 3 doses 10 3.3) 295 (96.7) 0.29 0.26 739 4277 — 88.1

Abbreviations: OR, odds ratio; VE, vaccine effectiveness; CI, confidence interval;

* Adjusted for use of day care, having siblings, severity score, facility, and onset year.

b Reference category
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