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lthough we appreciate the interest by Dr. Ellis and colleagues
oward our recent editorial comment (1), we fear a central concept
as missed. The argument that more late loss (as long as the

bsolute measure remains below some arbitrary threshold) is
rrelevant as a measure of drug-eluting stent (DES) efficacy is both
ntuitively flawed and derived by an erroneous extrapolation from
ndividual patient-level observations to mean late loss values.
cross observed levels of mean late loss in recent trials, incremental

hanges in late loss are associated with increasing restenosis risk
2). The relationship of mean late loss values to clinical restenosis
oes not follow the S-shaped curve presented by Dr. Ellis and
olleagues but instead is curvilinear without an obvious inflection
oint (2). Furthermore, results of randomized controlled clinical
rials comparing the Cypher and Taxus stents for treatment of
oronary stenoses in complex patient subsets do not support the
threshold” premise (3–6). Although the ISAR–DIABETES,
IRTAX, REALITY, and ISAR–DESIRE trials reported mean

ate loss values well below the 0.75 mm “threshold” for clinical
ignificance set by Dr. Ellis and colleagues, the observed binary
ngiographic restenosis (BAR) and target lesion revascularization
TLR) rates were increased in proportion to increases in late loss
Table 1). If coronary stents are deployed in one million individ-
als yearly, the relative percent differences in BAR and TLR
bserved in these trials translate into large socioeconomic differ-
nces (�50,000 more revascularization procedures yearly) and
learly support the premise that “less is better” with respect to late
umen loss in the DES era.

As we predicted in our editorial, when DES with apparent
ubtle differences in late lumen loss are compared, differences in
ate clinical/angiographic outcome measures are magnified in those
atient cohorts with the greatest propensity for restenosis. Thus,

ate lumen loss remains a primary measure of stent efficacy, which

ublished by Elsevier Inc.
orrelates with late clinical/angiographic outcomes in the DES era.
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Table 1. Randomized Comparative Trials of Cypher Versus Taxus Stents

Trial

Late Lumen Loss
(mm)

BAR
(%)

TLR
(%)

Cypher Taxus Cypher Taxus Cypher Taxus

ISAR-DIABETES 0.19 0.45 6.9 16.5 6.4 12.0
SIRTAX 0.13 0.25 6.7 11.9 4.8 8.3
REALITY 0.09 0.31 9.6 11.1 5.0 5.4

ISAR-DESIRE 0.10 0.26 14.3 21.7 8.0 19.0

 by on February 10, 2010 content.onlinejacc.orgDownloaded from 

http://content.onlinejacc.org


doi:10.1016/j.jacc.2005.10.036 
 published online Dec 22, 2005; J. Am. Coll. Cardiol.

Dean J. Kereiakes, Richard E. Kuntz, Laura Mauri, and Mitchell W. Krucoff 
 Restenosis, statistics, and reasonable inferences: REPLY

This information is current as of February 10, 2010 

 & Services
Updated Information

 6v1
http://content.onlinejacc.org/cgi/content/full/j.jacc.2005.10.03
including high-resolution figures, can be found at: 

 Rights & Permissions

 http://content.onlinejacc.org/misc/permissions.dtl
tables) or in its entirety can be found online at: 
Information about reproducing this article in parts (figures,

 Reprints
 http://content.onlinejacc.org/misc/reprints.dtl

Information about ordering reprints can be found online: 

 by on February 10, 2010 content.onlinejacc.orgDownloaded from 

http://content.onlinejacc.org/cgi/content/full/j.jacc.2005.10.036v1
http://content.onlinejacc.org/misc/permissions.dtl
http://content.onlinejacc.org/misc/reprints.dtl
http://content.onlinejacc.org

	REPLY
	REFERENCES


