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[IpoOaema:

- [ITHEeBMOKOKKOBAsI ITHEBMOHHS SBJISICTCS HanoOoJjiee
gacTor (hpopMOM MHEBMOHMH. B cTamuonape y
MAIlMCHTOB C PEBMATOMIHBIM apTPUTOM M O3 HETO,
HeoOxoauMa Mpo(uIakTHKa, a UMEHHO BaKIIMHAIUS
IIPOTUB ITHEBMOHMU, JJISI IPEAOTBPAILICHHUS Pa3BUTHS
ITHEBMOKOKKOBOM MH(EKLIMH. TaKk Kak B XOJ¢ IIaHOBOM
IIPOBEPKH JICUCOHO- MPO(PHIAKTUUCCKOTO YUPEIKICHHUS
BEISBJICH (DAaKT YBEIMUYCHMS YPOBHA Streptococcus
pneumoniae.




[To PICO

-P- ITareHThI ¢ PEBMATOUIHBIM apPTPUTOM.
-] - BaknuHanus npoTUB MHEBMOHHMHU.

’C- CpaBHeHHE 3(PPEKTUBHOCTH BaKIIMHBI IIPOTUB ITHEBMOHUH Y

OOJIBHBIX C PEBMATOUIHBIM apTPUTOM U 0€3 JaHHOIO
3a00JICBaHUA.

'O- IIpenorBpanieHue pa3ButTus MHEBMOHUM B JIITY




ba3oBBIN BOIIPOC

- ClIeIyeT I MPOBOAUTH BAKIIUHAIIMIO IIPOTHUB
ITHCBMOHHH Y OOJIBHBIX C PEBMATOIHBIM apTPUTOM ?

- P- BonbHBIC ¢ peBMATOIHBIM apTPUTOM
- ]1- BakupHamms npoTUB THEBMOHHUH
- C- Her

-O-HeT




[ Ipukiagaon BOIpocC

- LlesmecooOpa3HO 1M MPOBOAUTE BAKLIMHALMIO JUISl IPEAOTBPALLEHNS PACHPOCTPAHECHHUS
Streptococcus pneumoniae y OOJbHBIX ¢ PEBMATOWIHBIM apTPUTOM U OOJIBHBIX HE
CTpaJalolInX JTaHHBIM 3a00JICBaHUEM !

P- TlanueHTHI ¢ peBMAaTOUIHBIM apTPUTOM

I- Bakiuna npoTuB MTHEBMOHUH

C- Pa3BuTtre 3a0051eBaHus Y OOJBHBIX C PEBMATHOIHBIM apTPUTOM H 0€3 HEro

O- IlpenorBpalieHue pacnpocTpaneHus Streptococcus pneumoniae
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Abstract
BACKGROUND: Pneumococcal pneumonia is the most frequent form of pneumonia. We herein assessed the effectiVeness o
pneumococcal polysaccharide vaccine (PPSV23) in the prevention of pneumonia overall in rheumatoid arthritis (RA) patients at risk for
infections. We hypothesized that PPSV23 vaccination is superior in preventing pneumococcal pneumonia compared with placebo in RA
patients.

METHODS: A prospective, multicenter, double-blinded, randomized, placebo-controlied (1:1) trial was conducted across departments of
rheumatology in Japanese National Hospital Organization hospitals. RA patients (n = 900) who had been treated with biological or
immunosuppressive agents were randomly assigned PPSV23 or placebo (sodium chloride). The primary endpoints were the incidences of
all-cause pneumonia and pneumococcal pneumonia. The secondary endpoint was death from pneumococcal pneumonia, all-cause
pneumonia, or other causes. Cox regression models were used to estimate the risk of pneumonia overall for the placebo group compared
with the vaccine group.

RESULTS: Seventeen (3.7%) of 464 patients in the vaccine group and 15 (3.4%) of 436 patients in the placebo group developed pneumonia.
There was no difference in the rates of pneumonia between the two study groups. The overall rate of pneumonia was 21.8 per 1000 person-

years for patients with RA. The presence of interstitial pneumonia (hazard ratio: 3.601, 95% confidence interval: 1.547-8.380) was associated
with an increased risk of pneumonia in RA patients.

CONCLUSION: PPSV23 does not prevent against pneumonia overall in RA patients at relative risk for infections. Our results also confirm that
the presence of interstitial lung disease is associated with pneumonia in Japanese patients with RA.

TRIAL REGISTRATION: UMIN-CTR UMINOOOO09566 . Registered 17 December 2012.

KEYWORDS: Interstitial lung disease; Pneumococcal polysaccharide vaccine; Pneumonia; Rheumatoid arthritis
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* 23-BaJIEHTHAsI THEBMOKOKKOBAsAA MOJUCAXAPUIHAS
BAKIMHA Y NAIMEHTOB C PEBMATOUIHBIM AaPTPUTOM.

-The 23-valent pneumococcal polysaccharide
vaccine in patients with rheumatoid
arthritis




U MeIUITMHCKOTO UCCJISIOBAHUS

DTO PaHJOMHU3UPOBAHHOE KOHTPOJIHUPYEMOE HcCieoBaHue. Tak Kak:
- [IpoBOoaMIIaCh paHAOMU3AINS T'PYIII HALIMEHTOB

- EcThb KOHTpOIbHAS Tpymna(mianedo0) U IpyIna akTUBHOTO JICUCHHS




CBeICcHMUS O MECTOMNOJIOKECHNU U aBTOPAX:

- MecTo nipoBejienus uccienopanus: Across departments of rheumatology in
Japanese National Hospital Organization hospitals.
(ITepekpecTHBIC OTACIBI PEBMATOJIOIMHU B SIMOHCKOM HALIMOHAIBHON OOJIBHUIIE)

- ABTopsl:_Izumi Y?!, Akazawa M? Akeda Y?, Tohma S!, Hirano F!, Ideguchi
H! Matsumura R!, Mivamura T!, Mori S!, Fukui T!, Iwanaga N*, Jiuchi
Y!, Kozuru H!, Tsutani H!, Saisyo K!, Sugivama T!, Suenaga Y!, Okada
Y! Katavama M!, Ichikawa K!, Furukawa H', Kawakami K!, Oishi

K*, Migita K*°.

- Jlara myomukamuu: 2017 Jan 25




- METHODS:

- A prospective, multicenter, double-blinded, randomized, placebo-controlled (1:1) trial was conducted
across departments of rheumatology in Japanese National Hospital Organization hospitals. RA
patients (n =900) who had been treated with biological or immunosuppressive agents were
randomly assigned PPSV23 or placebo (sodium chloride). The primary endpoints were the
incidences of all-cause pneumonia and pneumococcal pneumonia. The secondary endpoint was
death from pneumococcal pneumonia, all-cause pneumonia, or other causes. Cox regression models
were used to estimate the risk of pneumonia overall for the placebo group compared with the
vaccine group.

- METOADbI:

- I[IpocrnieKTUBHOE, MHOTOILIEHTPOBOE, JBOMHOE CJICIOE, PAHIOMU3NPOBAHHOE, TUIane00-KoHTpoaupyemoe (1:1)
UCCIIEIOBAHUE TPOBOIMIIOCH YE€PE3 OTICICHUSI PEBMATOJIOTUH B SIMOHCKOM HAallMOHAIBHOW OonbHUIE. [larmenTsl
¢ paBMarouaHbIM apTputoM (n = 900), KoTOpHIE MONyYaTH OHOJIOTHYECKUE WX UMMYHOICIIPECCAHTHI,
clydaiiHbIM 00pa3oMm HasHauaau PPSV23 unun mnane6o (xmopua Hatpus). [IepBUYHBIMH KOHEYHBIMU TOYKAMH
OBLIM CTydyau MHEBMOHUU JIPYTUX MPUYUH U MTHEBMOKOKKOBOUW MHEBMOHUHU. BTOpHYHONM KOHEYHOM TOYKOM ObLia
CMEPTh OT MTHEBMOKOKKOBOM IMHEBMOHHH, U OT THEBMOHUU B OCTAJIBHBIX CIIyYasiX WM IO APYTUM OpuyrHaM. (s
OLICHKU PUCKA pa3BUTHsI THEBMOHUU B T'PYMIE IIAe00, MO0 CPABHEHUIO C TPYINON BaKIIMH UCIIOJIH30BaIUCH
Mopenu perpeccun Kokca.




- RESULTS:

- Seventeen (3.7%) of 464 patients in the vaccine group and 15 (3.4%) of 436 patients in the placebo
group developed pneumonia. There was no difference in the rates of pneumonia between the two
study groups. The overall rate of pneumonia was 21.8 per 1000 person-years for patients with RA.
The presence of interstitial pneumonia (hazard ratio: 3.601, 95% confidence interval: 1.547-8.380)
was associated with an increased risk of pneumonia in RA patients.

- PE3YJIBTATDI:

- [THeBMOHUS pa3Bunack y 17 nmu(3,7%) u3 464 nanueHToB B rpyIe BakuHbl, 1y 15 nmu(3,4%) u3 436
NalKMEHTOB B rpyiiie 1miaiedo. He OblJI0 HUKaKOW pa3HULIBI B TEMIIaX Pa3BUTHS MTHEBMOHUHM MEXAY ABYyMS
HCCIIeI0BAaTEIbCKUMM IpymiamMu. O01ias yactora mHeBMOHKMK cocTaBuia 21,8 Ha 1000 genoBek s
HAI[ICHTOB C PEMAaTOMIHBIM apTpuToM. Hanudune HHTepCTUIMAIbHOM THEBMOHMHM (OTHOIIEHHE pUckoB: 3,601,
noBepuTeNbHBIA HHTEpBaT 95%: 1,547-8,380) ObLIO CBA3aHO C IMOBHIIICHHBIM PUCKOM ITHCBMOHHH Y
MNalMEHTOB C PEBMATOUIHBIM apTPUTOM.




- CONCLUSION:

- PPSV23 does not prevent against pneumonia overall in RA patients at relative risk for infections.
Our results also confirm that the presence of interstitial lung disease i1s associated with
pneumonia in Japanese patients with RA.

- BBIBOJT:

- PPSV23 e npenoTBpaliact mossiacHue MHEBMOHUH Y MAMEHTOB ¢ PA Ipu OTHOCHUTEIHLHOM PHCKE 3apaKCHUS.
Hamu pe3ynbraThl TakKe MOATBEPAKIAOT, YTO HATMYKME HHTEPCTUIIMAIIBHOIO 3a00JIEBaHUS JIETKUX CBA3aHO C
ITHEBMOHMEN Y SITOHCKUX MalueHToB ¢ PA.




Moe MHeHHuE:

- TakuM 00pa30oM MBI BBISICHUIIH, YTO 23-BaJICHTHASA
IMHEBMOKOKKOBAas IMOJMCAXapu/IHas BAKIIMHA HelleliecooOpa3Ha
11 OpO(PUIIAKTUKY PAa3BUTHUS THEBMOHUH Yy MALIMEHTOB C
PEBMATOUIHBIM apTPUTOM.
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