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1) Ruiz-Palacios GM, et al : Safety and efficacy of an attenuated vaccine against severe rotavirus gastroenteritis.
N Engl) Med 354 : 11-22, 2006.
2) Vesikari T, et al : Efficacy of human rotavirus vaccine against rotavirus gastroenteritis during the first 2 years of life
in European infants: randomised, double-blind controlled study. Lancet370 : 1757-63, 2007.
3) Kawamura N, et al : Efficacy, safety and immunogenicity of RIX4414 in Japanese infants during the first two years of
life. Vaccine 29 : 6335-41, 2011.
4) Vesikari T, et al : Safety and efficacy of a pentavalent human—bovine (WC3) reassortant rotavirus vaccine.
N Engl) Med 354 : 23-33, 2006.
5) Iwata S, et al : Efficacy and safety of pentavalent rotavirus vaccine in Japan: A randomized, double-blind, placebo- 4
controlled, multicenter trial. Hum Vaccin Immunother9 : 1626-33, 2013.
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Vaccine effectiveness

- “ Real world” view of how a vaccine reduces disease in a population.

= Assess the net balance of benefits of a vaccination program under
more natural field conditions rather than in a controlled clinical trial.
"It is proportional to vaccine potency but is also affected by how well
target groups in the population are immunized, as well as by other non
vaccine-related factors that influence the real-world outcomes of

hospitalizations, ambulatory visits, or costs.
(Weinberg Ga, et al: J Infect Dis 201 (11): 1607-1610, 2010)

Vaccine effectiveness

-4 TIZE L Waccine efficacyZSEBASN =D O F UM, ERIC—HRE
ADHRTENCKSWNWREREZBETIEINERAETEMITH5HD.
- B AR HJ(ZVaccine efficacyDIEEIZLLFI T B0, SAERERDEF

ERDIFUEREICEET SEF. BARBRECTDIFUEETAL
EFERRELGEDEETZZITS.

(R&H< A4th: HETES 68 (3): 153-160, 2013) 5
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ARIAILADIF I Ha1- 534 (2015812 H3H)

KE (ERAEZIIRVSAZLY) Vaccine effectiveness

20065 ICAF VA IRV FUONEMERBICEASAEN, D9FLE
ALLATIE., SR A ETIZHsoBIZ1MAR 2 9L ILRABERIZLY A
L TULV=o LAL. 2009%E(Z(F105 D 1D #8608 =14, 20104 IZIF
S HICFDI0D1DFI000H Iz 1HIZE TR L=,

E[E (EHEETRVIZER) Vaccine effectiveness

D2013F7RIZAAIYASIIAD O FULRERERICEASH, BEEEL
87.5%IZELT=A., DOFUEBEALRINI0—X 2 ERBL T,
2013/204F > —X>NO%2 94 L ABIERBESII7%D B EH1-.




HZA (RV1&RV5) ~FMN1 Vaccine effectiveness

-EFEN., AMEDEE(#A., ER. EH)ICLSMEMAR (KB JikH)

-EFEOXDLMIRABBGRINEBEDRELD
FREHFEATO/NREI) v I3BERICEVNT. 3BERBFODEEQAZIVAIL
ABGRNEEEF2011-14FEIZRAEL =, TIFUEAELDIV—AVTIE.
BAFID2011FEERLTELWLVEDA RGNS,

(Oishi T, et al: Open Journal of Pediatrics 4:291-299, 2014)
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[CEWTERZ~24BNI RERNRELI-RVIERIZEEEENAERINS-, O
ADAINABBRICEKDAREETHNIL. BESRAELERT, HAHW I
BEHART. BEICHADL. RITHO BB RICLIMEZLZEEFELF DL,
(HIFEE. fth: BIREE 119:1087-1094, 2015)
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BAZ.OFVMILABHGREEDAREIFEEIZTED L,
(RS E . fth: REBEF RS 62:89-55, 2015) 7

HZA (RV1&RV5) ~FMN2 Vaccine effectiveness

O )M IRABBRARES DD
2003F 18 ~2014F 12 A D HARBICABRLI-B2 01 IILABBRRDEZIZ DL
T. ABRADILTERIDEL-RARMIREZ1T o= BV AMILRDOFUEA
B 2003 ~2010F D FE ) FE R EF EL49.4651 THHT=HY, 2012~2014F (&
26. 71 EBEITIETL. 46%DF D TH o=,
(RBZR. ft:/NRRREEGRREE 27:3-8, 2015)
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201051 A ~2014F 12 A DHAMICARL-030 1/ IILABm X D1914(1m A
~8i) I DWNTHRET L 1=, 2013 F LUIfE, OV ILAB G R D ABRERITE
EITEADL., 2014F(21305% D ABREHIZ RO T o1,

(A EZE fth: BREE 120:1105-1107, 2016)
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2008~2016F DR ITHIRI(12~58)[CAZ (I RABGR TARLI-EEEE
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2.4(2008~20124E)HV50.9(2012~2016) &R D ZEER 8 1=(p<0.001),

(BEIES. fth:/NREEGE 29:234-240, 2017)
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HA (RV1&RV5) ~ZFMN3 Vaccine effectiveness

AR VM IRABBENEBREDRD EFRIEILIR
RVBIGRDNEZZHDOELE., fLIRTTD1/NBREEZEMIZHLNT, 200551
AN 52015F9AFTOHIB (D OF U EARI7TEREEARIER) RETLT=,
HZR2IANLLRZEETHDRH BB XEE1,2890 (FfE98~147H) =R R &
Lf=o 1=, #LIRTHE LR EMICEITARVIVFUDHEIEEEFZEELT -,
DH9F 8 AFI7ERM D ERRVIFEE D RIES (46~68/F ) ELLERL T,
RVIIF L DIEFEEMNS0%ZBA-HRD20145F, 2015F—X U EENTH
25.34LBETL, BALERIETFNFN58%, 42% THo1-. TDREEL T,
E®RIMNADID2FBmERBRTRHAL TV, 201445, 2015F L —X >V DRVE &
REEDORT RVIIFUEBETEDE|S(E15~24%THY . AlHlEH
BNIEM DTz, S EIZE T HHFERIREIRES52% M 525%IZEAD L TLV =, RV
DOFDEEENS0NEBZDE RVEBRBEDNESDHEIFIL. B
BRDEFEEFRTIESAEEEIAREINT=,

(PEEZ. #h: B'REE 121:1675-1684, 2017)

HZA (RV1&RV5) ~FMD4 Vaccine effectiveness

*Changes in the numbers of patients with acute gastroenteritis after voluntary
introduction of the rotavirus vaccine in a Japanese children’s primary emergency
medical center
ARCELEIRREVI—ICBVLWT. DIFUEARIRDOSMEBEREIZLD
ZoHERARMICERLU . 2B RED2EBBREEX. 2011F(KbAX
2014F (FFEICHADL TV, AZRITHTHD3-6 AN R B R BEHHIE.
20115 D20.4% M 5., 2014F(E£14.3%ITFH D LTIz, — A 112 A D2 MEBE %
BEBI2011EN20UEICHNTTHEELGEIL TGN o=, EERDTIF
UHETEE($2011-20145E T 1%. 25%. 42%. 49%LHEET SN 1=,
(Morioka I, et al : Environ Health Prev Med. 22 (1):15, 2017)

* Decline of rotavirus-coded hospitalizations in children under 5 years: A report from
Japan where rotavirus vaccines are self-financed

Japan Medical Data Center Co., LtdIC&KABERIRZEDEEH T —IN—R%
AWEARMHRE, A3 IMILABBRICZES ABREE LI, 2009-20154F
T 60-70% B LT, TOF % HEELTVWAAIEEHEDIEVNVER BE~ADMHEE
MRBRELRBEINT,

(Kobayashi M, et al: Vaccine 36:2727-2732, 2018H 0
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HA (RV1&RV5) ~FMN5 Vaccine effectiveness

*Impact of rotavirus vaccination on the burden of acute gastroenteritis in Nagoya city,
Japan

ZEERTHRNOEE#BEOEET —IN—X LY, 79F & ARI(2007~2011
). #B1THI(2011~2012%F) . 2 EBIRCHEA (2012~20165F) [ZHIT5H. Sk
DAZIAINRABBRICEDARBLIUNKZZEEEZHETL. 7I9FoER
DNREFFHEL =, FEIZKDEFIIAONTI=D, TIOFDE A ENEBRLH
EIZKY  FIZO9F RN REHBFOIMNBRIZE ITHIARS I UNXZE
FBEEICTHEADLI-, AEBBBREZ2EBESIV3EBICIX. SEEREDITIF
ERBNRERUNDEIIHTLIEF T EMNERRSINT,

(Yoshikawa T, et al : Vaccine 36:527-534, 2017)

* Effectiveness of rotavirus vaccines against hospitalisations in Japan

MBRDIEREKEICHEINT, 2013F9AM52016F8AICARVAILABER
TARRLIEZAZDAMIVRADOF BB R EGH DI R IZHL T, test-negative
design D FEFIxt BBEFZE Z 1T o7=, "vaccinated” D EFH (& . HZIEL1EBIDRV1IH DL
[XRVSDEFEEMNHDHEELIz, TIFUBEILT70.4% (95% confidence
interval: 36.0-86.4%, P=0.002)t&E HHan 1=,

(Fujii Y, et al : BMC pediatrics 17: 156, 2017)
11

HA (RV1&RV5) ~FMN6 Vaccine effectiveness

* Estimating rotavirus vaccine effectiveness in Japan using a screening method

EERDOEREEEEBRERTZZLEIRTOMNRDOALTELEL—
LTAZIMINARBEREEZREL. CNOBFICTEITH79F 0 DERIKR
EANTOLEA—FIEIREE~DEEICIIFETNYTHE. 7VFH
AR, PEMBRAK. BEMNEROREICELLT, —BREFICET570F
UEREEREHTE. TUVFUDORNEERY)—= 27 B TEMLTZ, 2012/13%F
RITHICBEWT EERDOTIFUEERIL14.9% THo1=0. D IFUEEE
ZIT-BEOESIEL. OFZVMILAB G R EEBRZ SN -EE T5.1%, A%
DAIVABBRTARLEZEEZETIXLI%THo Iz, TIFLDEHDHEEE 4
69.5%# K 1188.8% & HETE M=, (case-population study)

(Araki K, et al: Human vaccines & immunotherapeutics 12:1244-1249, 2016)

EGINBHRICLDIAF DM ILRDT Y F OB
2014-15FE A3 DA )ABIB R —AVITEBE R RUVERERN O /NNR E i
BE145EERICH LT, 25 A KL E3FmE KRB D FLH R Z % R [Ztest-negative design
(&5 LR REFIERELTERLI-. 79F 0 DEZEE(E80.2% (95%
C1:72.5-85.7) . BiliR P AREEL-O8 (LA BB RIZXH T 2B MEE
97.3% (95%Cl: 80.4-92.3) Tdho71=,
(o< Hh: BB BRI R T R ERE R TR S % (A TR s EEA BHRHEE)2
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Kamiya H, Nakano T, Inoue M, Kamiya H, Abd TT, Patel M, Orenstein WA, Parashar UD.
A retrospective evaluation of hospitalizations for acute gastroenteritis at 2 sentinel

hospitals in central Japan to estimate the health burden of rotavirus. J Infect Dis 200,
S140-146, 20009.

2. Kamiya H, Nakano T, Kamiya H, Yui A, Taniguchi K, Parashar U, for the Rotavirus
Epidemiology Study Group. Rotavirus—associated acute gastroenteritis hospitalizations

among Japanese children aged <5 years: Active rotavirus surveillance in Mie prefecture,
Japan. Jpn J Infect Dis 64, 482—487 2011.
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1856, 2013.

4. Asada K, Kamiya H, Suga S, Nagao M, Ichimi R, Fujisawa T, Umemoto M, Tanaka T, Ito
H, Tanaka S, Ido M, Taniguchi K, Ihara T, Nakano T. Rotavirus vaccine and health—care
utilization for rotavirus gastroenteritis in Tsu City, Japan. WPSAR Vol 7, No 4, 2016.

5. Tanaka T, Kamiya H, Asada K, Suga S, Ido M, Umemoto M, Ouchi K, Ito H, Kuroki H,
Nakano T, Taniguchi K. Changes in rotavirus genotypes before and after vaccine

introduction: a multicenter, prospective observational study in three areas of Japan.
JJID 70 (4):448-452, 2017.

6. Komoto S, Ide T, Negoro M, Tanaka T, Asada K, Umemoto M, Kuroki H, Ito H, Tanaka S,
Ito M, Fukuda S, Suga S, Kamiya H, Nakano T, Taniguchi K: Characterization of unusual
DS-1-like G3P[8] rotavirus strains in children with diarrhea in Japan. J Med Virol 90 15
(5):890-898, 2018
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RV : rotavirus RT-PCR :reverse transcription polymerase chain reaction
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Aty hRfE 20 (1-59) 15 (2-40) p=0.001+
B5R 03.1% 63.0% p=0.21+
N 46.4% 32.6% p=0.09~
& (238°C) 62.0% 48.9% p=0.10~
7K (=5%) 19.4% 10.0% p=0.32+

*U test **Fisher ‘s exact test (Analyzed by Qg
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