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Original Studies
New Approach to Direct Stenting Using a Novel “AllIn-One” Coronary Stent System Via 5 French
Diagnostic Catheters: A Pilot Study
Ahmed A. Khattab,* MD, Crochan J. O’Sullivan, MB, BCh, Giulio G. Stefanini, MD,
€ ber, MD, Mark Paquin, BS, Stephan Windecker, MD, and Bernhard Meier, MD
Lorenz Ra
Objectives: We sought to evaluate the strategy success and short term clinical outcomes
of direct stenting via 5 French (F) diagnostic catheters using a novel bare metal stent with
integrated delivery system (IDS) (Svelte Medical Systems, New Providence, NJ) and compare the results to a conventionally treated matched group. Methods: Fifteen consecutive patients with lesions deemed suitable for direct stenting using a bare metal stent
were included. The primary endpoint was the strategy success defined as the ability to
successfully treat a target lesion via a 5 F diagnostic catheter with a good angiographic
result (TIMI III flow, residual stenosis 20%). Procedure and fluoroscopy times, contrast
agent use, cost, and short-term clinical outcomes were compared to a matched group
treated via conventional stenting. Results: The primary endpoint was reached in 14/15
patients (93%). There were no significant differences in procedural (58.6 min 6 12.7 vs.
57.4 min 6 14.2) or fluoroscopy times (10.0 min 6 4.3 vs.10.1 min 6 3.9) or contrast agent
use (193.7 ml 6 54.8 vs. 181.4 ml 6 35.6). However, there were significant reductions in
materials used in the study group compared to the control group equating to cost savings of almost US $600 per case (US $212.44 6 258.09 vs. US $804.69 6 468.11;
P 5 0.001). Conclusions: Direct stenting using a novel bare metal stent with an IDS via
5 F diagnostic catheters is a viable alternative to conventional stenting in selected
patients and is associated with significant cost savings. VC 2013 Wiley Periodicals, Inc.
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INTRODUCTION

Percutaneous coronary intervention (PCI) through
diagnostic catheters had been introduced in the nineties
[1–3] but was later abandoned because of the difficulty
in using stents.
In Europe, direct stenting is employed in approximately 30% of PCI [4] and has been favorably
compared in certain lesion subsets to conventional
stenting with predilatation in numerous observational
studies [5,6], randomized controlled clinical trials [7–
17], and meta-analyses [18,19] using both bare metal
stents [7–15] and drug eluting stents [16,17]. In
selected lesions (lesser degrees of lesion calcification
and moderate vessel tortuosity), high rates of technical
and procedural success have been observed [7–17]. In
addition, significant reductions in procedural and fluoC 2013 Wiley Periodicals, Inc.
V

roscopy times, as well as contrast agent use and overall
cost have been reported [18,20].
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The SvelteTM Medical Systems coronary stent Integrated Delivery System (IDS) comprises a bare metal,
thin-strut, ultra flexible cobalt chromium stent mounted
on a fixed-wire platform. The system received Conformite
Europeenne (CE) Mark certification in August 2010, is
indicated for direct stenting through 5 French (F) or larger
catheters and is currently the lowest profile commercially
available coronary stent system [21], enabling its implantation even via 4 F and 5 F diagnostic catheters as previously described in individual case reports [22,23].
The aim of this pilot study was to evaluate the strategy success and short-term clinical outcome of the
Svelte IDS in direct stenting de novo lesions in native
coronary arteries via 5 F diagnostic catheters and
compare the findings to a control group of matched
conventional PCI cases.
METHODS

This prospective, nonrandomized, pilot study was
performed at the Bern University Hospital, Bern, Switzerland. Informed patient consent was obtained prior to
intervention for data acquisition and analysis, and the
same operator (AAK) performed all diagnostic and therapeutic procedures in both the study and control groups.
Coronary angiography and left ventriculography were
performed using standard 5 F diagnostic catheter sets
(Judkins Left 4 [JL4], Judkins Right 4 [JR4], and pigtail
catheters [Cordis, Johnson & Johnson, Miami Lakes])
via the femoral artery, immediately followed by PCI in
all cases in both groups. All stent implantations were
performed after administration of a weight adjusted IV
heparin bolus. Patients were prescribed dual anti-platelet
therapy for at least 1 month (for bare metal stents) or
12 months (for drug eluting stents) and lifelong acetylsalicylic acid was recommended afterwards.
Study Group

Fifteen consecutive patients with lesions judged to
be suitable for treatment by direct stenting using a bare
metal stent were included in the study group. The
study protocol mandated a first attempt at treating the
target lesion using the initial standard 5 F diagnostic
catheter set (JL4 and JR4 catheters). If necessary, subsequent attempts were to be made by selecting another
diagnostic catheter shape or, as a last resort, switching
to a guiding catheter. In all cases, the Svelte IDS was
to be used in the study group.
Study Device

The Svelte IDS comprises a balloon expandable bare
metal, L-605 cobalt chromium stent (strut thickness 81
mm) premounted on a single lumen fixed-wire delivery

catheter. Stents are available in 2.5 through 3.5-mm
diameters and 13-, 18-, and 23-mm lengths. The stent
is highly flexible, with a crimped cross-sectional area
half that of currently available commercial stents. The
Svelte IDS delivery catheter has a working length of
145 cm and includes two proximal shaft markers at 90
and 100 cm. Proximal and distal radiopaque markers
mounted under the balloon indicate both the working
length of the balloon and stent under fluoroscopy.
Low-compliant balloon material and Balloon Control
Bands (BCBs) superimposed on the tips of the balloon
are designed to control expansion and limit vessel contact with multiple inflations, while facilitating balloon
re-wrapping after stent deployment. An integrated torquing device located on the proximal shaft of the
delivery system beneath the inflation connector port
can be loosened and positioned along the proximal
shaft to facilitate steerability. Alternatively, the catheter
can be rotated with the help of the connector wings.
Two wire tip configurations are available: 0.01200 with
22-mm length (AcrobatTM) and 0.01400 with a flexible,
middle-weight 30 mm length (Acrobat FTTM) (Fig. 1).
Primary and Secondary Endpoints
The primary endpoint was strategy success. This was
defined as the ability to successfully treat a target
lesion via a diagnostic catheter using the Acrobat stent
with a good angiographic result (TIMI III flow, <20%
in-stent stenosis).
Secondary endpoints were in-hospital major adverse
cardiovascular and cerebrovascular events, which
included death, myocardial infarction, target vessel revascularization (TVR) and cerebrovascular accidents
prior to hospital discharge.
Control Group
Study group cases were matched to conventional
stenting cases (using a guiding catheter and 0.01400
guidewire, with or without balloon predilation) considering target vessel, vessel segment (i.e., proximal, mid, or
distal segment) and lesion type (i.e., AHA/ACC type A,
B1, B2, or C lesions) in patients treated contemporarily
by the same operator (AAK). After matching, the two
groups were analyzed for differences in procedural and
fluoroscopy times, contrast volume and cost.
Statistical analysis was done using a Microsoft
Office Excel 2007 version 12.0 (Microsoft Corp.,
Redmond, WA) software. Absolute numbers and percentages were computed to describe the patient population. Categorical values were compared between
groups using Chi-square test. For direct comparison
between the two treatment groups two-sample t-tests
assuming unequal variances was used. Differences
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Fig. 1. (a and b) Specifications of The SvelteTM Medical Systems coronary stent IDS. A: Standard luer hub with loop clip
for PTCA indeflator connection. B: Integrated, adjustable torque device. C: Uni-body construction with hydrophilic coating;
145-mm length, 5 F compatible. D: BCB technology to mini-

mize edge delivery, facilitate rewrap. E: Low-compliant nylon
balloon; Nominal pressure 10–12 Atmospheres, Rated Burst
Pressure 18 Atmospheres. F: L605 Cobalt Chromium Stent: 81
mm strut thickness. 0.029 inch (0.74 mm) crimped profile. G:
0.012 inch platinum-iridium atraumatic flexible coil wire tip.

were considered statistically significant at a P-value < 0.05. All p-values are results of two-tailed tests.
Data, unless otherwise specified, are presented as
mean 6 standard deviation.

stable coronary artery disease, whereas over a third of
patients in the control group presented with an acute
coronary syndrome (all non-ST segment elevation
myocardial infarctions). The target vessels treated in
the control group were more evenly distributed compared to the study group, where almost 60% of the
treated lesions were located in the right coronary
artery. Vessel segments treated were essentially equivalent across both groups, as were lesion characteristics
as defined by the ACC-AHA Lesion Classification
System. Most of the lesions were readily accessible,
with the target vessel take-off angle at the origin less

RESULTS

Fifteen patients with 18 lesions were deemed suitable by the operator and enrolled into the study group.
Tables I and II present the baseline demographic and
lesion characteristics of the patients treated in both
groups. The study group comprised only patients with
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TABLE I. Patient Demographics

TABLE III.

Study
group (N ¼ 14)
Age (years)
64.2 6 5.2
Male gender (n, %)
11 (78.6)
Diabetes mellitus (n, %)
3 (21.4)
Hypertension (n, %)
10 (71.4)
Dyslipidemia (n, %)
6 (42.9)
Family History of IHD (n, %)
2 (14.3)
Prior myocardial infarction (n, %) 8 (57.1)
ACS at presentation (n, %)
0 (0)

Control
group
(N ¼ 14)
71.6 6 8.0
7 (50.0)
1 (7.1)
11 (78.6)
10 (71.4)
4 (28.6)
2 (14.3)
5 (35.7)

Quantitative Coronary Angiography

P value
–
0.1
0.2
0.8
0.1
0.3
0.02
0.01

Baseline RVD (mm)
Lesion length (mm)
MLD-Pre (mm)
MLD-Post (mm)
Acute gain (mm)
% Diameter Stenosis
% Residual Stenosis

Study
group
(lesions ¼ 17)

Control
group
(lesions ¼ 17)

P value

3.01 6 0.37
11.78 6 2.39
0.69 6 0.06
3.32 6 0.41
2.63
77.11 6 15.29
20.79

3.10 6 0.40
17.10 6 6.70
0.66 6 0.05
3.40 6 0.45
2.74
78.69 6 11.79
19.42

0.5
0.0006
0.1
0.5
N/A
0.7
N/A

RVD: Reference vessel diameter; MLD: Minimum lumen diameter.

ACS: Acute Coronary Syndrome; IHD: Ischemic Heart Disease.
TABLE II.

TABLE IV. Primary and Secondary Endpoints of the Study
(Study group)

Lesion Characteristics
Control
group
(lesions ¼ 17)

Study
group
(lesions ¼ 17)
Target vessel
Left anterior descending (n, %)
Left circumflex (n, %)
Right coronary artery (n, %)
Othera (n, %)
Lesion location
Proximal (n, %)
Mid (n, %)
Distal (n, %)
ACC/AHA classification
Type A (n, %)
Type B1 (n, %)
Type C (n, %)
Delivery route
characteristics
Take-off angle
proximal to target lesion
<45 (n, %)
45–90 (n, %)
>90 (n, %)
Vessel tortuosity
Mild tortuosity (n, %)
Moderate tortuosity (n, %)
Severe tortuosity (n, %)
Degree of calcification
None to mild (n, %)
Moderate (n, %)
Severe (n, %)

3 (17.6)
2 (11.8)
10 (58.8)
2 (11.8)

6
6
5
0

(35.3)
(35.3)
(29.4)
(0)

7 (41.2)
6 (35.3)
4 (23.6)

8 (47.1)
7 (41.2)
2 (11.8)

3 (17.6)
8 (47.1)
0 (0)
(Target
vessels ¼ 17)

3 (17.6)
7 (41.2)
0 (0)
(Target
vessels ¼16)b

11 (64.7)
6 (35.3)
0 (0)

10 (62.5)
7 (43.8)
0 (0)

12 (70.6)
5 (29.4)
0.0%

12 (75)
4 (25)
0.0%

17 (100)
0 (0)
0 (0)

9 (56.3)
7 (43.8)
0 (0)

a

One Acrobat stent implanted in a second and in a third obtuse marginal
branch of the left circumflex coronary artery (one stent in each).
b
Includes one case where two lesions treated in same vessel.



than 45 . Nearly half of the control group lesions were
located in vessels that had moderate calcification,
whereas all study group lesions were located in vessels
that had mild to no calcification. Baseline reference
vessel diameter was about the same for both groups,
while the control group had longer lesions. All other
angiographic variables were almost identical for both
groups (Table III).

N ¼ 15

Endpoints
a

Strategy Success (n, %)
Device Successb (n, %)
Lesion Successc (n, %)
1st diagnostic catheter success (n, %)
2nd diagnostic catheter success (n, %)
Conversion to conventional PCI (n, %)
TIMI 3 Flow (n, %)
 20% residual stenosis (n, %)

14 (93.3)
14 (93.3)
15 (100)
12 (80)
2 (13.3)
1 (6.7)
15 (100)
15 (100)

Lesions ¼ 18
17 (94.4)
17 (94.4)
18 (100)
N/A
N/A
1 (5.6)
18 (100)
18 (100)

a

Strategy success: Direct Acrobat stent deployment using a diagnostic
catheter resulting in TIMI flow 3, and 20% residual stenosis with freedom of MACCE.
b
Device success was defined as the ability to deliver the Acrobat DS
stent to the lesion and deploy it.
c
Lesion success, TIMI flow 3,  20% residual stenosis with the freedom
of MACCE with any stent.

The primary endpoint of strategy success was
achieved in 14 (93.3%) out of 15 patients in whom
PCI was performed using a diagnostic catheter to successfully treat 17 out of 18 (94.4%) lesions (Table IV).
Two patients required a change from the standard diagnostic catheter to another shape during the procedure
due to a lack of catheter support. In both cases a JR4
was replaced with an Amplatz Left diagnostic catheter
to treat lesions in the right coronary artery. There was
one patient (6.7%) who mandated conversion to conventional stenting (guiding catheter, guidewire, balloon,
and drug-eluting stent). This occurred after a failed
attempt with a second diagnostic catheter in a distal,
type B2 lesion in a moderately tortuous LAD with a

>45 take-off angle. In this case, the diagnostic catheters provided inadequate support to allow the Svelte
IDS to reach the lesion, which was then successfully
treated with a drug-eluting stent using conventional
methods. This patient was excluded from the analysis.
All 14 patients in the control group were treated using
drug-eluting stents, as per hospital protocol. Seven of
these patients were treated by direct stenting and seven
with balloon predilatation followed by stenting (due to
moderate lesion calcification).
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Matched Analysis of Cost and Resources
Seventeen lesions were available for comparison in
each group. Procedural and materials data are presented in Tables V and VI. Overall, there were no
significant differences in either procedure (study group:
58.6 min 6 12.7 vs. control group: 57.4 min 6 14.2) or
fluoroscopy time (study group: 10.0 min 6 4.3 vs. control group: 10.1 min 6 3.9), or contrast agent use
(study group: 193.7 ml 6 54.8 vs. control group: 181.4
ml 6 35.6). However, there was a significant reduction
in materials used and respective cost between study
and control groups of nearly US $600 per case (US
$212.44 6 258.09
vs.
US
$804.69 6 468.11;
P ¼ 0.001), excluding the individual stent costs.

Subanalysis of Single Lesion Direct Stenting
Cases

A sub-analysis (Table VI) comparing patients undergoing direct stenting of single lesions in both groups
confirmed the significant material and costs savings
seen in the overall study population (study group: US
$75.00 6 44.59 vs. control group: US $418.11 6 48.43;
P < 0.0001). Differences in procedural and fluoroscopy
times, contrast use favoring the study group (49.9 min6 7.7 vs. 59.4 min 6 9.6; 7.5 min 6 2.4 vs. 9.3 min6 3.5; 163 ml 6 32.8 vs. 174.1 ml 6 24.8) but were not
statistically significant.
Table VII presents PCI material usage by case. The
study group used significantly fewer guidewires, guiding catheters and balloon catheters per case. Guidewires and balloon catheters were required in two cases

5

in the study group in which (1) conventional PCI was
performed on a separate lesion following diagnostic
catheter PCI in the same patient and (2) during the
case when conventional PCI was performed after a second attempt at PCI via diagnostic catheter was unsuccessful. Otherwise, diagnostic catheters were used
without the need for additional guidewires, guiding
catheters and pre or post dilation balloon catheters.
DISCUSSION

With the overall improvement in stent designs,
including lower profiles and greater flexibility and
deliverability, stenting through diagnostic catheters has
become possible. The deployment of stents without
balloon predilation has gained widespread acceptance
in certain lesion subsets in both stable coronary disease
[4–17] and acute coronary syndromes [13,24]. This is
the result of several observational studies [5,8] and
TABLE VII. PCI Material Usage

a

Guidewires
Diagnotic cathetersb
Guiding catheters
Balloon catheters
(predilation
and postdilation)a

Study
(N ¼ 15)

Devices/case

Control
(N ¼ 15)

Devices/case

2
20
2
2

0.1
1.3
0.1
0.1

18
0
15
10

1.3
--1.0
0.7

a

Started out as an intent to treat by Acrobat DS/DS only procedure.
Diagnostic catheters were used in performing PCI in study group.
c
Including the need to change catheter shape and including
multivessel PCI.
b

TABLE V. Overall Cost and Resource Savingsa

Mean
Mean
Mean
Mean

procedural time (min.)b
contrast use (ml)b
fluoroscopy time (min.)b
materials costc

Study group (N ¼ 14)

Control group (N ¼ 14)

P value

58.6 6 15.6
193.7 6 54.8
10.0 6 4.3
187.67 CHF 6 227.96
212.44 USD 6 258.09

54.7 6 17.2
181.4 6 35.6
10.1 6 3.9
710.73 CHF 6 413.45
804.69 USD 6 468.11

0.5
0.4
0.9
0.001
0.001

Study group (N ¼ 8)

Control group (N ¼ 7)

P value

49.9 6 7.7
163.0 6 32.8
7.5 6 2.4
66.25 CHF 6 39.38
75.00 USD 6 44.59

59.4 6 9.6
174.1 6 24.8
9.3 6 3.5
369.29 CHF 6 42.78
418.11 USD 6 48.43

0.06
0.4
0.2
<0.0001
<0.0001

a

Including multivessel and multilesion cases.
Includes both diagnostic and therapeutic parts of the procedure.
c
Excluding individual stent costs.
b

TABLE VI. Subanalysis Cost and Resource Savings Single Lesion Direct Stenting

Mean
Mean
Mean
Mean
a

a

procedural time (min.)
contrast use (ml)a
fluoroscopy time (min.)a
materials costb

Includes both diagnostic and therapeutic parts of the procedure.
Excluding individual stent costs.

b
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randomized controlled trials [7–17] performed since
the mid 1990s comparing direct stenting with stenting
after balloon predilatation, which have affirmed the
comparable, and in some cases, superior, short- and
long-term clinical outcomes of direct stenting in certain
lesion subsets. Much of the early enthusiasm for direct
stenting stemmed from initial experimental data suggesting there would be more endothelial preservation
and less vascular inflammatory response associated
with direct stenting, leading to lower restenosis rates
[25]. However, with one notable exception [26], no
trial has demonstrated a significant benefit in patients
treated with direct stenting in terms of reduction in
TVR. Nevertheless, a recently published meta-analysis
of 24 randomized controlled trials comparing direct
stenting with stenting after balloon predilation showed
that direct stenting in selected coronary lesions
improves 6-month clinical outcomes in patients undergoing PCI, primarily by reducing the incidence of
myocardial infarction [19]. Moreover, a recent analysis
of the multicenter, randomized Harmonizing Outcomes
With Revascularization and Stents in Acute Myocardial
Infarction (HORIZONS-AMI) trial showed that at
1-year follow-up, direct stenting compared to stenting
after balloon predilation was associated with a significantly lower rate of all-cause death (1.6% vs. 3.8%,
P ¼ 0.01) and stroke (0.3% vs. 1.1%, P ¼ 0.049) [24].
The postulated mechanism of this improved outcome is
a reduction in distal embolization with reduced microcirculatory dysfunction and no-reflow [24]. In addition,
less vessel dissections with direct stenting due to the
elimination of balloon predilation leads to the use of
fewer and shorter stents [20,24].
In this small single center, single operator pilot
study, we found that direct stenting using a novel bare
metal stent IDS specifically designed for direct stenting, when implanted via 5 F diagnostic catheters was
both safe and technically feasible, significantly reducing overall procedural cost when compared to conventional PCI. No adverse clinical events occurred neither
during the procedure nor through hospital discharge.
The financial savings were considerable and were
mainly due to the Svelte IDS obviating the need for
guidewires, predilation balloons and guiding catheters.
Interestingly, a subanalysis of single lesion direct stenting only cases, revealed material and cost savings in
the study group beyond the savings resulting from
direct stenting alone compared to stenting after balloon
predilation in the control group.
Direct stenting using the Svelte IDS has also been
reported through 4 F diagnostic catheters owing to its
extremely low profile [23]. Despite the limited back-up
support of diagnostic catheters, the Svelte IDS provides
strong back-up support through its proximal shaft and

can be methodically advanced through tight stenoses
with proper technique. For instance, it can be continuously screwed through a tight lesion in contrast to a
conventional stent-balloon device [23]. The narrow
lumen of diagnostic catheters still allows adequate contrast dye injection and vessel visualization during stent
positioning and implantation with the Svelte IDS [22].
Direct stenting using the Svelte IDS via a diagnostic
catheter is an attractive option in select lesions for
several reasons. First, significant financial savings can
be made given the need for guiding catheters and
guidewires is obviated unless a bailout situation arises
or subsequent lesions require treatment using a conventional approach. In this small pilot study a significant
cost reduction of almost US $600 per case (excluding
individual stent costs) was realized. Second, in cases
where PCI is performed via a femoral approach, the
use of smaller femoral sheaths is associated with a significant reduction in incidence of major bleeding complications [27] and less radial artery spasm and
occlusion, when using the radial approach [28]. Finally,
the often-encountered challenge of engaging a guiding
catheter in the ostium of the coronary artery after a
diagnostic catheter was perfectly engaged beforehand
is avoided.
Theoretically, one would assume that procedural and
fluoroscopy times, as well as contrast use, would be
significantly reduced along with overall procedure cost
with the use of the Svelte IDS via 5 F diagnostic catheters owing to the fact that no time is wasted in changing sheaths, catheters, and loading stents onto
guidewires. Analysis of all patients in our study did
not demonstrate significant differences in procedure or
fluoroscopy times, nor contrast use, between the study
group and the control group. However, this is likely
due to the fact that following the treatment of a target
lesion using the study device, additional lesions
deemed not suitable for direct stenting or requiring use
of a drug eluting stent (as opposed to a bare metal
stent) in the same patient were treated using conventional PCI, adding time to the procedure and contrast
use. When only single lesion direct stenting cases of
the study group (n ¼ 7, 50%) were compared to
matched single lesion direct stenting cases of the control group, differences in procedural and fluoroscopy
times, and contrast use were indeed observed, although
they did not reach statistical significance probably
because of the small sample size.
The main limitations of this study are the small sample size, short duration of clinical follow-up, use of
only bare metal stents in the study group and nonrandomization. However the same operator treated all
patients in the study and control groups, reducing bias.
A longer follow-up is needed to assess the rate of TVR
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in these patients treated with bare metal stents. However, we first wanted to perform a pilot study focusing
on procedural success and demonstrate the technical
feasibility of performing direct stenting via 5 French
diagnostic catheters using the IDS. Further randomized
studies with larger numbers of patients are needed to
assess for TVR. In addition, it must be emphasized
that the IDS is readily usable via the radial approach,
as was demonstrated in individual cases. However, for
the purposes of this study the right femoral artery was
the access site of choice for all patients. Three patients
in the study group had diabetes mellitus and the diameters of the stents deployed were 3.0, 3.0, and 3.5 mm
in each patient, respectively. We would caution against
using a 2.5-mm diameter bare metal stent in diabetic
patients.
Another limitation is that the comparison with the
nonrandomized control group is confounded by the
small number of patients and by a matching process
that only considers the vessel segment and lesion type
(A,B,C classification) and ignores clinical variables,
QCA values and presence of calcifications. In addition,
the procedural time, cost and material usage was only
given for the entire procedure and we did not stratify
these variables according to number of segments
treated. Seven patients in the control group underwent
balloon predilatation and postdilatation. The additional
cost of the balloons used for pre and postdilation and
the price of the guidewires (which comprises part of
the IDS but is included in the material costs of the
control group) exaggerates the price difference between
the two strategies. However, one of the advantages of
the IDS is that the guidewire is included thereby reducing costs. A further limitation is the fact that the control group had patients presenting with non-ST
segment elevation myocardial infarction and that group
can have more significant and complex disease requiring more equipment and thus cost. In addition, the
study is limited to type A and B1 lesions. The SPEED
(Svelte “All-In-One” Stent System Performance Examined Through Diagnostic Catheter Delivery) multicenter, multioperator large registry is currently ongoing to
confirm the results observed in our single-center experience. In this study, we will aim to include acute coronary syndromes, more complex lesions and a more
even distribution of study group vessels. In addition, a
drug eluting (sirolimus) stent utilizing a nonthrombogenic, fully bioabsorbable drug carrier on an IDS has
been developed, with initial evaluation conducted in
the DIRECT (Direct-on-a-wire Implantation of Rapamycin-eluting stent with bio-Eroding Carrier Technology) First-In-Man study. A larger multi-center study is
planned this year in support of CE Mark certification
of this new product.
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CONCLUSIONS

Direct stenting using a novel bare metal stent with
IDS via 5 F diagnostic catheters is associated with a
high rate of technical success and significantly reduces
procedural cost in properly selected lesions. The main
advantages of this technique through diagnostic catheters over conventional PCI were observed in single
AHA/ACC type A or B1 discrete lesions located in the
proximal to mid segments of medium to large noncalcified epicardial arteries that were suitable for direct
stenting in this study.
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