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ABSTRACT

As compared with a standard‐ dose vacdne,a high‐ dose,世ivalent,inactlvated influ‐

enza vaccinc(Ⅱ V3.HD improves antibody responses to influenza among adulお 65

ycars ofage or ttb[lmis study evaluated whether lⅣ 3■D also lmprOves prote←

tion against laboratory‐ con「Irmed influcllza illness。

METHODS

We conducted a phasc IIIb■Ⅳ;muitiCentctt randomized,douЫ c‐Ыind,active‐ con"

trolled trial to compare IIV3項 D c60′喀 ofhemagglutinin Pcr strai⇒ with StandardP

dose trivalent,inactivated innucnza vaccine αV3-SD E15 μg ofhemagglutinin per

Strain3)in adultS 65 years of age or older.Assessments of relative ef「 lcactt efFec‐

tiveness,safety● eriouS adverse evento,and imlnunogenicity● emagglutmadOn‐

inhibition IIIAII titer9 were performed du五ng the 2011-20■2(year tt and the

2012-2013 fycar tt northern‐ hemisphere influcnza scasolls.

A total of31,989 participants were enroned■ 。m126 rescarch centers h the United

States and Canada o5,991 weК  randomン aSSigned to recelvc IIV3P,and 15,998

to reccivc IⅣ 3‐SD3.In the intention‐ totreat analysis,228 pardcipanお in the nV3‐

HD group o.4り and 301 participants in the IIV3SD group(1.90・ 7o3had laboratorル

confrmed influenza caused by any宙 ral type or subtype assodated with a proto‐

co卜deined innuenza4ike lllness crelative ef「lcacyp 24.2%;9591● ∞nfldencc interval

ICIl,9,7 to 36.5).At least onc serious adverse cvent dllring the saFety suryeillancc

Pc」od was reporttd by 1323(8.30/03 ofthe participan“ in the IIV3‐ IID group,as

compared with 1442 0.00/・ 3 0fthe participants in thc IⅣ 3‐SD group crelatiVe五 st
O,92;9跳 CI,0.85 to O.99。 After vaccinadon,HAI titers and seroprotectlon rates

Che percentage ofpartlcIPantS With HAI titers≧ 1:401 were Signiflcandy htther in

the IIV3‐ HD group.

Among persons 65 years of age or oldeち IⅣ3‐HD induced signirlcantly higher

antibody responses and provided better pЮ tection against iaboratory‐ con「lrmed

influenza iliness than did ⅡV3‐ SD。 (Funded by Sanon pasteut clinicalTrials.gov

numbet NCTO1427309o
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