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Valsartan in a Japanese population with hypertension
and other cardiovascular disease (Jikei Heart Study):

a randomised, open-label, blinded endpoint

morbidity-mortality study

Seibu Miochizuki, Bjcm Duhlf, Mitsuyuki Shimizu, Katsunori tkeweki, Makoto Yoshibawe, o Taniguchi, Mokoto Ohta, T
¥azuhiko Ogawe, Kiposhi Kanag, Makato Kawai, Shingo Seki, Fumio Cbazaki, Masayuki Taniguchi, Satons Yoshida, M

JikeiHeart Study group™

Summary

Background Drrugs that inhibit the renin-angiotensin-aldosterone system benefit

cardiovascular disease. However, evidence for this effect i
whether addition of an
in Japanese patients with cardiovascular disease.

Methods We initiated a mullicentre, prospective, randomised conn

20-79 vears. (mean 65 [SD 10] years) who were undergoing

disease. heart failure, or a combination of these disorders. In ad

either to valsartan (#0-160 mg per day) or to other treatm
endpoint was a composite of cardiovascular morbidity and
registered at climrials. gov with the identifier NCT00133328.

Findings After a median follow-up of 3.1 years (rgd
given valsartan than in controls (92 vs 149; absg
0-47-0-79, p=0-0002). This difference wag

not differ berween groups.
Interpretation The additio;
supplementary conventi
control.

Introduction
!eadmgcnus of mortality
nue to increase with
lation and rapid
ping world. Hence,
rdiovascular disease is
o lifestyle changes, to
and leng-erm protection.
FOst comumen cause of Ccoromary
heart failure in Japan, and
lar disease is maore prevalent in the Japanese
in western societies.” Angiotensin [T has
role in the pathogenesis of hypertensive
b o heose

giotensin receptor blocker, valsartan,

panese patients, aged

conventional COTONAry Jwan

T 1000 patient years; hazard ratio 0. 61, 95% C1
r incidences of stroke and transient lech:omlc

Direct implementation of svailable evidence into clinical
practice in Japan might not be warranted by the available
data, since responses to drug intervention and its clinical
consequences might differ between ethnic groups. Clinical
trials of angiotensin receptor bBlockers on end-organ
damage in Japanese patients show cardiovascular benefits,
but because of shortcomings such as small sample sizes
and observational data, these results are not conclusive
and cannot be directly translated into clinical outcomes.™
Thus, further large-scale Japanese clinical trials are
nieeded.

We aimed to implement a large-scale clinical trial to
imvestigate the effect of control of blood pressure (o a
sapges of lece thay JIEN synen Plob airh ow odded
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Effects of valsartan on morbidity and mortality in
uncontrolled hypertensive patients with high
cardiovascular risks: KYOTO HEART Study

Takahisa Sawada '™, Hiroyuki Yamada!, Bjérn Dahl&f2, and Hiroaki Matsubara'
for the KYOTO HEART Study Group

et of Cardicvasaulir Medsine, Kpoto Prefecturd University School of Mediine, K
Sahlgrensha University Hosatall Osta Goteborg, Sweden
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See page 1427 for the commentary on this article (doi:10.1093eurhearti/chp3sd)

Conchision Waleartan add-on treatment 1o rnprm- blood press satrol pret. id mane raciie e ihar o
tional non-ARB treatment In high-risk hypertensivel | patients in lapan. These benefits cannot be entirely explained by a
a'm:n:n-:c in bl.ood ;H'vﬁsl-ln: control "

Kcywnrds I-k;hﬂsk hrpcru:nsm - J\r@nu:nsm ',' Btor blockol ’tﬁdu?&tuhr mortality - morbidity = Valsartan

Introduction Y ACE inhibitors significantly reduced martality, myocardial infarc-

Cardiovasoular disease is the leading dusesof mort s world-
wide.! Hypertension s the most comia cause of cofary
heart disease and heart filure in Japan; howiar, cerebrovascular
disease is still more prevalent in Japan than in W e societies.*
The parcantage of carebral blagling |\ Hwn or thres timas greater
than in white pecple, and cenforaifinfarctdn is mostly caused by
lacunar-type ischageme stroke Whe to hwfertensve small vessel . comes in particular with ARB in warious stages of the OV conti-

tv 485, Wartigraku. Kyoto SU1-8566. Japart and “Departnent of Medi

= 2009 antine. publish-chead-of-print 11 dege 2009

The objective was to assess the add-on effect of valsartan on top of the conventioghal treatril e for high-risk hyper-
vmsim in terms of the morbidity and momliq' 1

The KYOTO HEART Study was of a mokicenpre, qu’)ernvp Randomsag "‘»eﬂ Blinis Vioint (PROBE) design,
and the primary endpoint was a composite of fatal and non-fatal cardiofisculs i:\«cms {chrnlsgcw NCTOD149227).
A total of 3031 hpanese patients (43% female, mean €6 years) with urbosirolled h spertension were rendomized to
either valsartan add-on or non-ARB treatment. Median filowrup pel g was 2107 years. In bath graups, bload
pressure ar baseline was 157/88 and 13376 mmbg at the. "i of study. ol ared with non-ARB arm, valzartan
add-on arrnhndkwerpnman' :n@orm talw 1552 HR. . ‘%0042 0?}. ODDGUH

tion, and stroke in high-risk patients® Another impartant sudy,
im this case with ARE, was the Losaman Intervention For Endpoint
{LIFE) reduction in hypertencion study, where losartan-based
therapy prevented mare cardiovascular morhidity and death
partdcular stroke, than atenolol-Based regimen despite similar
blood pressure control” There are now numerows studies
showing beneficial effects of RAS blockers on cardiovasoular out-

in

The Lancet published the Jikei Heart Study in April, 2007.*
On July 31, 2013, we were informed by Professor Kazuhiro
Hashin

report
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Nobuo Shirahashi. Mr Shirahashi’s affiliation, as
provided to The Lancet, was: “Clinical epidemiology,
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Retraction—Valsartan in a Japanese population with hypertension
and other cardiovascular disease (Jikei Heart Study): a randomised,
open-label, blinded endpoint morbidity-mortality study

t: 20135F9RA7ABICTRXERL I T

Retraction

dot 10,109 3eurheartjlehtD30
Online publish-ahead-of-print 1 Febr\.-ar'r- 2013

Retraction of: Effects of valsartan on morbidity and mertality in uncontrolled hypertensive patients with high cardiovascular risks:
KYOTO HEART Study [Eur Heart | (2009) 30:2461-2469. doi: 10.1093/eurheartjlehp363].
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