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Preliminary results of subintimal angioplasty for
limb salvage in lower extremities with severe
chronic ischemia and limb-threatening ischemia
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Objective: This study examined the hypothesis that superficial femoral artery (SFA) subintimal angioplasty ( SI-PTA) can
maintain limb salvage with minimal complications in patients with symptomatic occlusive arterial disease.
Methods: From March 1, 2004, until April 28, 2006, 78 patients with rest pain (62.2%), gangrene (25.6%), or severe
progressive claudication (12.2%) were treated consecutively with 82 SFA SI-PTAs (4 bilateral). The mean age was 59 �
1.2 years, and 21 (27%) of the patients were female. All patients were treated in the operating room under local anesthesia
by using fluoroscopic guidance, and the percentage SFA that was occluded was measured during the diagnostic portion
of the procedure. Selective stent placement was performed after successful recanalization of the occluded arterial
segments. Patients were treated with chronic aspirin and clopidogrel bisulfate for 3 months and followed up at 30 days
and then every 3 months with physical examination and arterial duplex scan.
Results: Of the 82 SFA SI-PTA attempts, 76 (92%) were initially successful, with an increase in the ankle-brachial index
from 0.46 � 0.02 to 0.88 � 0.01 (P < .001). Five of the six patients with a failed SFA SI-PTA were female, two of the
six had had previous bypass attempts, and one of the six had had a previous SFA SI-PTA attempt by another physician.
Forty-nine (64%) of the 76 initially successful SFA SI-PTAs required placement of a stent, and 43 (56.5%) of the
successful 76 SFA SI-PTAs required additional PTA of 1 or more arterial segments. The group treated with a successful
SFA SI-PTA had 42.5% � 3.5% SFA occlusion, compared with 82% � 10% (P < .05) in the group with a failed attempt
at SFA SI-PTA. Two of the six patients with initial SI-PTA failure underwent leg amputation within 30 days, three were
treated with successful leg bypass surgery, and one was lost to follow-up. Of the 76 successful SFA SI-PTAs, 5 (6.5%)
failed within 90 days, and the patients were treated successfully with leg bypass surgery. Of the 71 limbs with patent
SI-PTAs at 90 days, 68 have remained patent with a mean follow-up 10.4 � 0.7 months (range, 2-24 months). Three of
the 71 SFA SI-PTAs failed between 4 and 7 months (mean, 5 � 0.7 months): 1 patient was treated with successful bypass
surgery, 1 patient is currently considering further intervention, and 1 patient was treated with amputation. Ten (14%) of
the 71 successful SFA SI-PTAs required limited PTA for asymptomatic restenosis, as identified by the arterial duplex scan
(7.4 � 1.4 months; range, 2-16 months). There were no perioperative deaths, and three patients have died during
follow-up with patent SFA SI-PTAs (9.3 � 1.4 months).
Conclusions: These data suggest that SFA SI-PTA can be successfully used for limb salvage with minimal morbidity and
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mortality in a group of patients with severe lower extremity occlusive vascular disease. ( J Vasc Surg 2006;44:1239-46.)
The technique of subintimal angioplasty (SI-PTA) for
the treatment of occluded femoropopliteal arteries was first
developed by Bolia et al1 in 1987 and was first reported in
1989. These authors later reported that SI-PTA can be
applied to the tibial arteries with very good success.2,3 Over
the ensuing 19 years, a small number of centers in Europe
and North America have reported their results, with pri-
mary success rates 80% to 90% and limb salvage rates
consistently in the 80% to 90% range.4-20 Despite the
publication of Lipsitz et al14 in 2003, there have been few
publications from North American vascular centers.15-17

From the McGuire Research Institute/McGuire VA Medical Centera and
Departments of Surgery and Biostatistics and Massey Cancer Center,b

Virginia Commonwealth University.
Competition of interest: none.
Presented at the Southern Association for Vascular Surgery, Phoenix, Ariz,

Jan 18-21, 2006.
Reprint requests: Stuart I. Myers, MD, FACS, University of Tennessee,

Chattanooga Campus, Suite 300, 979 E Third St, Chattanooga, TN
37403 (e-mail: smyers1951@aol.com).

0741-5214/$32.00
Copyright © 2006 by The Society for Vascular Surgery.

doi:10.1016/j.jvs.2006.08.022
Lipsitz et al speculated that this could be due to either
skepticism of the procedure or the fact that it may require a
steep learning curve.

For this study, SI-PTA was applied to a population of
patients who presented with severe critical limb ischemia
and occlusive disease of the superficial femoral artery (SFA).
This study examined the hypothesis that lower extremity
SFA SI-PTA can maintain limb salvage with minimal mor-
bidity and mortality in patients with severe lower extremity
chronic ischemia and limb-threatening ischemia.

METHODS

From March 1, 2004, until April 28, 2006, we prospec-
tively evaluated 122 consecutive patients who presented
with 126 lower extremities with severe chronic ischemia at
the McGuire VA Hospital or Medical College of Virginia
Hospital. Eighteen patients with SFA origin occlusions
were treated with femoral-distal bypasses and are not in-
cluded in this article. Seventy-eight patients (82%) with
severe chronic ischemia of 82 limbs and SFA occlusions

(82% of limbs treated with SFA occlusions) with at least 0.5
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cm of a patent proximal SFA (except 1 patient) were treated
with SFA SI-PTA. One patient had a occlusion of the SFA at
the origin and was treated with SFA SI-PTA (Figs 1 and 2). All
82 limbs (78 patients) had a patent SFA or popliteal artery

Fig 1. Subintimal angioplasty of a flush superficial fe
common femoral artery approach. Preintervention angio
reconstituted popliteal artery, just above the knee joint (
wire loop (C and D). The wire has re-entered the poplit
expansion: nonexpanded (E) and after balloon expansio
distal to the occluded SFA segment that we considered
adequate to permit re-entry of the wire and catheter. Twenty-
six of the 122 patients evaluated for severe distal leg chronic
ischemia had SFA stenoses and were excluded from this
study (all were treated with successful endovascular recon-
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All 82 SFA SI-PTAs were performed in the operating
room with a C arm (OEC, 9800 Plus; GE Healthcare, Salt
Lake City, UT) with patients under local anesthesia. All
patients who presented with a serum creatinine level greater
than 1.1 mg/dL were treated with the sodium bicarbonate

Fig 2. Subintimal angioplasty of a flush superficial fe
common femoral artery approach. The angioplasty balloo
(A-C). Completion angiogram showing patent SFA, pop
arteries (D-F).
protocol, as previously described.21 The arterial occlusions
were approached either by an antegrade common femoral
artery puncture or by a contralateral common femoral
artery puncture. When a contralateral femoral artery punc-
ture was used, a 45-cm 6F sheath was placed over the aortic
bifurcation. One technical modification for going up and

l artery (SFA) occlusion performed via a contralateral
anded toward the origin of SFA in an ascending manner
, tibial perineal trunk, posterior tibial, and anterior tibial
mora
n exp
liteal
over difficult aortic bifurcations was the use of a guiding
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catheter through the 6F 45-cm sheath to allow 100%
success. Before each SFA SI-PTA attempt, the percentage
of SFA occluded or involved with a stenosis greater than
50% was recorded during the diagnostic portion of the
arteriogram. The authors believed this to be a more accu-
rate assessment of the true length of SFA involved with
occlusion or severe stenosis, because measuring the length
of disease segments in centimeters would reflect a different
percentage of the SFA involved when comparing patients
with different limb lengths. After the diagnostic portion of
the arteriogram, a subintimal dissection plane was created
with an angled floppy hydrophilic wire (Aqwire, hydro-
philic .035 standard body, EV3, Minneapolis, Minn;
Terumo hydrophilic .035 angled floppy Glidewire, Boston
Scientific, Natick, Mass) supported by a 5F or 4F angled
catheter. Re-entry into the true lumen below the arterial
occlusion was confirmed by angiography. The recanalized
segment was then subjected to balloon insufflation, and the
need for stent placement was determined by the results of
the completion arteriogram. A stent was placed if there was
significant recoil of the lesion or residual stenosis greater
than 30% or for intimal dissections causing a flow-limiting
lesion or thought to be a high risk for progression to a
flow-limiting lesion. The stents were all self-expanding bare
stents. The length of the stent (or stents) was determined
by the length of artery that needed to be treated. The senior
author used long stents (100-120 mm) when the segment
of SFA requiring a stent was of a similar length. The site of
re-entry of the subintimal dissection was purposely chosen
both to be below the arterial occlusion and to avoid using
an arterial segment that could be used for future bypass
grafting (Figs 1 and 2).

SI-PTA has been previously described,1-20 and its de-
scription will not be repeated here. Significant arterial ste-
noses proximal or distal to the recanalized subintimal seg-
ment were treated concurrently with balloon PTA with or
without stent placement.

All patients were continued on chronic aspirin treat-
ment, and clopidogrel bisulfate was given for 3 months
after the SFA SI-PTA. The patients were evaluated with
physical examination, segmental limb pressures, pulse vol-
ume recordings, and arterial duplex scanning before the
procedure, before discharge, 30 days after discharge, and
every 3 months thereafter.

Risk factors, demographics, initial technical success,
short-term and long-term morbidity and mortality, recur-
rent disease, and short-term patency were evaluated with
the reporting standards developed by the Joint Council of
the Society for Vascular Surgery and the North American
Chapter of the International Society for Cardiovascular
Surgery.22 Patency of the arterial SI-PTAs was defined as
antegrade flow without significant stenoses (�30%). Le-
sions were considered to be recurrences when the stenosis
was 50% (ratio of the peak systolic velocity of the involved
SFA compared with the proximal normal segment �2, as
identified by the duplex scan). Long-term assisted primary
patency and limb survival were calculated by using Kaplan-

Meier curves. Comparisons between the survival plots were
made by using a log-rank statistic for the 76 SFA SI-PTAs
that were initially successful. The primary assisted patency
combines patency after the initial SFA SI-PTA and treat-
ment of recurrent lesions with additional endovascular
interventions.

RESULTS

Demographic data. From March 2004 to April 2006,
78 patients with 82 limbs with severe chronic ischemia and
SFA occlusions were treated consecutively with SFA SI-
PTA. The 57 men (73%) and 21 women (27%) ranged in
age from 42 to 88 years (mean, 59.4 � 1.2 years). Fifty-one
limbs (62.2%) were treated for rest pain (category 4), 21
limbs (25.6%) were treated for nonhealing ulcers or gan-
grene (category 5), and 10 limbs (12.2%) were treated with
severe progressive claudication (category 3). A large per-
centage of the patients had multiple significant medical
comorbidities, which are listed in Table I. It should be
noted that 15 of the 78 patients presented with a serum
creatinine level greater than 1.4 mg/dL (upper limits of
normal in our laboratory).

Technical outcomes. Seventy-two patients (92.6%)
underwent 76 successful SFA SI-PTAs, whereas 6 (7.4%)
attempts at SFA SI-PTA failed (Table II). The technical
reasons for failure to perform SFA SI-PTA were inability to
pass a wire through the SFA occlusion in five patients and
inability to follow successful wire placement with catheter
advancement in one patient. Five of the six patients who did
not have successful SFA SI-PTA were female. One of these
female patients had two previous leg bypasses, and one had
an unsuccessful attempt at SFA SI-PTA by another physi-

Table I. Risk factors for the patient population

Variable Data

Tobacco use 94.8%
Hypertension 75.6%
Lipid abnormalities 65.0%
Diabetes mellitus 63.0%
Coronary artery disease 46.0%
Mean serum creatinine 1.37 mg/dL
Chronic obstructive pulmonary disease 14.6%
History of stroke 10.0%
Drug/alcohol abuse 10.0%

Table II. Outcome of SFA SI-PTA attempts (�90 days)

Variable Data

Total No. limbs at risk 82
Successful initial SFA SI-PTA 76 (92.6%)
Unsuccessful initial SFA SI-PTA 6 (7.4%)
Failure of SFA SI-PTA �90 d 5 (6.1%)
Patent SFA SI-PTA �90 d 71 (86.6%)
Total amputations �90 d 2 (2.4%)
Bypass �90 d 8 (9.7%)
Lost to follow-up �90 d 1 (1.2%)

Superficial femoral artery subintimal angioplasty.
cian. Of the six patients with unsuccessful SFA SI-PTA,
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three were treated successfully with leg bypass, one was lost
to follow-up, and two required below-knee amputation
because they were referred from other institutions after
attempts at unsuccessful bypass surgery. Five patients with a
successful SFA SI-PTA experienced treatment failure
within 90 days and were termed the open/close group (see
below). Two of these five patients did not take the sug-
gested antiplatelet agents. All were treated successfully with
leg bypass surgery. Table III provides a summary of the
total number of patients in whom SFA-SI-PTA failed
within 90 days of the procedure.

Forty-three (56%) of the 76 successful SFA SI-PTAs
required a stent. Of the 11 SFA SI-PTAs that failed either
initially or by 90 days after the procedure, 7 were treated
with a stent.

Forty-three (56%) of the 76 successful SFA SI-PTAs re-
quired a PTA or SI-PTA of additional arterial segments. These
included the iliac artery (n � 10), proximal SFA (n � 4),
popliteal artery (n � 16), tibial/peroneal trunk (n � 12), and
tibial arteries (n � 20).

Table III details the percentage occlusion and percent-
age diseased SFAs for all patients, for those with initial
treatment failures, for those who had treatment failures
within 90 days, and for those who had recurrence. The
percentage occlusion of SFA in the initial failure group and
in the group who had failure by 90 days was significantly
higher than the percentage occlusion in the group with
initial SFA SI-PTA success (P � .01). Only the initial failure
group had a significant combined percentage occlusion and
severe stenosis compared with the initial success group.
Although this finding would suggest that SFA SI-PTA has
a higher success rate in SFAs with less percentage occlusion,
one must be cautious, because 15 limbs with percentage
occlusions ranging from 75% to 90% underwent successful
SFA SI-PTA. It is interesting to note that the percentage
occlusion in the recurrence group was less than the percent-
age occlusion in the initial successful SFA SI-PTA group.

Table III. Indications for intervention and short-term and

Variable

Group 1 (76 successful initial SFA SI-PTAs)
Group 2 (6 initial SFA SI-PTA failures)
Group 3 (5 occlusions after initial technical success; � 90 d)
Group 4 (10 recurrent lesions)

SFA, Superficial femoral artery; SI-PTA, subintimal angioplasty.
*P � .05 vs group 1 by the Student t test.

Table IV. Indications for intervention and short-term and

Variable (seve

Initial technical failure
Occlusion after initial technical success (�90 d)
Total
Table IV demonstrates that 10 of the 11 patients who had
initial or long-term failure of the SFA SI-PTA presented
with either category 4 or category 5 indications for inter-
vention. These findings suggest that factors other than the
length of SFA occlusion contribute to the initial and short-
term success of the SFA SI-PTA.

Clinical outcomes. All patients with a successful SFA
SI-PTA underwent duplex imaging of the treated arteries
and measurement of ankle-brachial indexes (ABI). For the
group of successful SFA SI-PTAs, the duplex scans showed
patent SFA SI-PTAs and the other arteries treated with PTA
and SI-PTA. The ABI was measured in patients who had
compressible vessels (n � 76) and increased from 0.45 � 0.02
to 0.86 � 0.02 after the procedure. The patients with
successful SFA SI-PTAs experienced resolution of claudica-
tion and either resolution or a marked improvement of rest
pain. The patients who presented with ulcers and areas of
gangrene have responded to aggressive surgical debride-
ment and wound care, and have all healed.

There were three late failures after successful SI-PTA.
One patient who had two previous attempts at limb salvage
with bypass surgery had an occluded SFA SI-PTA at
7 months and refused further reconstruction. Two other
patients had occluded SFA SI-PTAs at 4 months and are
being closely followed up with severe but stable claudica-
tion and will be offered open surgical bypass options in the
near future. One patient was lost to follow-up 5 months
after successful SFA SI-PTA.

The 71 patients who had successful SFA SI-PTAs that
were patent 90 days or more have a cumulative patency rate
of 86% with a mean follow-up of 10.0 � 0.76 months. Ten
(14%) of the 71 SFA SI-PTAs that were patent for longer
than 90 days have required a limited PTA for asymptomatic
stenosis, which was identified during routine outpatient
follow-up duplex scanning. None of the 10 patients had a
decrease in ABI despite the demonstration of a 50% or
more recurrence on duplex scan. Asymptomatic recurrent
stenoses occurred at 7.4 � 1.4 months (range, 2-16

g-term failures

FA occluded % SFA with stenosis % Total SFA disease

.5% � 5.5% 31.5% � 2.3% 77.2% � 4.6%
2% � 10%* 17% � 11% 99% � 0.2%*
7% � 12%* 15% � 7% 92% � 5.8%
.4% � 12%* 40% � 6.4% 63.4% � 7%

g-term failures
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months). All 10 of these patients have continued to have
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patent SFA SI-PTAs on subsequent duplex scans. Figure 3
shows the pattern for primary assisted patency of the ini-
tially successful SFA SI-PTAs grouped by sex. With the
log-rank test, a P value of �.0151 indicates that there is a
decreased primary assisted patency in female patients com-
pared with male patients. Figure 4 shows that the aggressive
use of arterial bypass for failed SI-PTAs and the treatment
of recurrent lesions by endovascular methods resulted in a
excellent limb salvage rates for all patients, because no
significant differences were found between male and female
patients.

Complications. One patient with known nonrecon-
structible three-vessel coronary artery disease developed
symptomatic angina the night after successful SFA SI-PTA,
but it responded quickly to medical treatment. One patient
had a femoral artery sheath accidentally pulled during

Fig 3. Kaplan-Meier survival comparing the patency of initially
successful superficial femoral artery (SFA) subintimal angioplasties
between male (solid line) and female (dashed line) patients. With
the log-rank test, a P value of .0151 indicates decreased survival of
the patent SFA in female patients. M, Male; F, female.

Fig 4. Kaplan-Meier analysis for limb salvage for all patients after
initially successful superficial femoral artery subintimal angioplas-
ties.
transfer from a stretcher and required surgical repair of
the femoral artery under local anesthesia. There were no
periprocedural myocardial infarctions, cerebrovascular ac-
cidents, renal failures, or pulmonary complications. There
were no instances of pseudoaneurysm of the femoral artery
puncture site, and there was no evidence of distal emboli-
zation after SFA SI-PTA.

Mortality. During follow-up, three patients died with
patent SFA SI-PTAs and intact limbs. Two patients suc-
cumbed to known cancer at 7 and 9 months, and one
patient died of an acute myocardial infarction at 12 months
with a patent SFA SI-PTA reconstruction. One patient was
diagnosed with cancer of the pancreas 13 months after
successful SFA SI-PTA but continues to do well.

DISCUSSION

As described previously, SI-PTA is not new; it was first
performed in 1987 and reported in 1989 by Bolia and
colleagues1-3 for the treatment of occluded infrainguinal
arteries. The senior author learned the technique of SI-PTA
during a 13-week endovascular fellowship in which training
occurred 1 to 2 weeks per month over a 9-month period.
Thus, the senior author was in an excellent position to
evaluate SFA SI-PTA in a prospective manner to deter-
mine whether this technique can be easily learned and
rapidly applied by one who recently completed endovas-
cular training.

The initial technical success rate of 92.6% and the 90-day
technical success rate of 86.5% in this series are well within the
range of the 80% to 90% technical success rates previously
reported.1-20 The combined patency rate of 82.3% at 10.5 �
0.7 months in this series is also well within the 60% to 89%
patency rates reported at 6 months’ follow-up.1-20 It should
be noted that the senior author did not attempt to perform
an SFA SI-PTA alone until after participating in 15 SI-
PTAs with experienced mentors during endovascular train-
ing. This author strongly believes that receiving advanced
endovascular training with SI-PTAs has allowed successful
performance of these procedures, with results compatible
with the data reported in the literature. Five of the six initial
failed attempts at performing SFA SI-PTA in this series
occurred within the first 10 months of the study, whereas
one of the initial failures occurred in the last 14 months of
this study. These data suggest that SFA SI-PTA, as with all
surgical and endovascular procedures, has a learning curve
and reinforce the notion that SFA SI-PTA should be per-
formed only after adequate training.

Aggressive use of the duplex scan during follow-up
helped to identify 10 patients who developed asymptom-
atic recurrences with a 50% diameter reduction. These 10
patients with asymptomatic recurrences have all been
treated successfully with limited PTAs and have maintained
patent SFA SI-PTAs on subsequent follow-up. One patient
who underwent successful SFA SI-PTA in May 2005 was
treated with a PTA for a recurrence 7 months later. This
patient continues to have a patent SFA and remains symp-
tom free 19 months after the original procedure.

As noted previously, the indications for intervention

were rest pain, nonhealing ulcers or gangrene, or severe
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progressive claudication. No patient was treated in this
series for stable intermittent claudication. Several of the
previously reported series have described performing SI-
PTAs for stable claudication and have dwelt more on the
anatomy of the treated occlusions than on the indications
for the interventions. Even though this procedure can be
performed with patients under local anesthesia with mini-
mal morbidity and mortality, the indications for SFA SI-
PTA should be the same as those used for open surgical
lower extremity bypass (rest pain, nonhealing ulcers or
gangrene, and severe progressive claudication).

The data in Table III suggest that the rate of initial SFA
SI-PTA failure correlates with the length of total occlusion,
as well as total SFA occlusion combined with total diseased
SFA. One must be cautious in interpreting these findings,
because the number of initial SFA SI-PTA failures was small
and because 15 of the successful SFA SI-PTAs (short-term
and long-term) had percentage occlusions of the SFA that
ranged from 75% to 90%. This information, as well as the
smaller percentage of SFA occlusions in the recurrence
group, would suggest that other factors, such as the char-
acter of the plaque (calcification, amount of inflammation,
and so on), may be just as important as the percentage of
SFA occluded in determining initial and long-term SFA
SI-PTA success. Lipsitz et al14 thought that the inability to
place the wire in the subintimal plane or follow a success-
fully placed wire with a catheter occurred in SFA lesions
that were extremely dense with severe calcific plaque.

Several technical modifications have been used in this
study to perform successful SFA SI-PTA in very difficult
arterial lesions. First, when using a contralateral approach
to an extremity, one must have long guide catheters and
balloon and stent catheters with long shafts to be able to
reach the contralateral below-knee arterial segments. When
using an antegrade femoral artery approach, shorter cathe-
ter shaft lengths are more appropriate. Second, when ap-
proaching arterial occlusions involving long arterial seg-
ments, the author has found that using balloon lengths of
120 mm and long stent lengths (80-120 mm) helps to
minimize the time spent during the procedure as well as to
achieve excellent technical results. Third, when it is difficult
to advance a guide catheter through the subintimal plane
over a successfully placed hydrophilic wire, one can switch
to a 3-mm/120-cm low-profile balloon and angioplasty
the plaque. This almost always allows advancement of the
balloon catheter over the wire, through the subintimal
space, and into the area of arterial re-entry.

This study did not use several other techniques de-
scribed for use in difficult SI-PTAs. Retrograde SI-PTA has
been described for flush SFA occlusions.17,23,24 A retro-
grade puncture of the popliteal artery by using duplex
ultrasonography is performed, and SFA SI-PTA is per-
formed from the distal SFA to the proximal SFA, which is
opposite the direction used for the standard approach. The
retrograde SFA SI-PTA approach has a reported patency
rate of 62% at 1 year.20 This study also did not use the
technique described by Balas et al,25 which approaches

flush occlusions of the SFA with a combination of open
surgery and endovascular techniques. The third technique
not used in this study is one that uses one of several re-entry
devices for locating and puncturing the distal “re-entry”
artery. Although these devices were not available to the
author during this study, the author believes that their use,
as well as the other techniques described previously, will
decrease the initial failure rate of SFA SI-PTA and extend its
use for all patients with flush SFA occlusions.

There are several limitations of this study. First, al-
though the study was prospective, it does not provide a
prospective comparison of SFA SI-PTA to bypass surgery.
However, the authors do not view these techniques as
competitive, but as complementary, in terms of extending
the time of total limb salvage. Second, as described previ-
ously, this series did not use the new re-entry devices or the
techniques described that use retrograde SFA SI-PTA or
open SFA-SI-PTA. It would seem logical that these devices
and techniques would help to decrease the initial failure
rate of the procedure and extend its use to more patients.
Third, the data in Figs 1 and 2 must be interpreted care-
fully, because the analysis was performed only on the 76
patients with initial SFA SI-PTA success. This statistical
approach was used to focus on the patterns of survival for
patency and limb salvage when the SFA-SI-PTA was suc-
cessfully performed.

On the basis of the results of this study and those
reported in the literature, several conclusions can be drawn.
First, SFA SI-PTA can be performed successfully with a low
complication rate and a high initial success rate and with
patients under local anesthesia. This minimally invasive
approach avoids wound complications and most likely will
reduce hospital lengths of stay because patients typically
leave the hospital the day after the procedure. The other
techniques described previously7,23-25 may help to further
increase the initial technical success rate. Second, one
should not attempt these procedures without appropriate
training and equipment. There is a learning curve to all
invasive procedures, including SFA SI-PTA. Third, as de-
scribed by Lipsitz et al,14 the indications for treating pa-
tients with SI-PTA should be the same as those used for
open bypass surgery and therefore should not include sta-
ble intermittent claudication. Fourth, SFA SI-PTA is not
viewed by the authors to take the place of open bypass
surgery, but rather to extend the time of limb salvage.
Although the short-term primary assisted patency rate and
limb salvage rates were quite good, it was clear during the
course of follow-up that an increasing number of patients
were developing either recurrent lesions or progression of
more proximal or more distal disease. Aggressive use of
duplex arterial scanning in combination with history and
physical examinations allowed treatment of recurrent le-
sions before the patency or limb salvage rates were altered.
It is our opinion that one cannot perform any endovascular
treatment of the lower extremity without an aggressive
follow-up. The long-term patency and limb salvage rates of
SFA SI-PTA are not known. However, even if one can
provide limb salvage or resolution of severe critical limb

ischemia for 1 to 2 years, the patients can still be treated
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with bypass surgery, thus extending the total time of limb
salvage. Fifth, the use of SFA SI-PTA with its minimally
invasive approach may provide an alternative for patients
presenting with critical limb ischemia who are deemed at
high risk for open operative procedures. Sixth, the data in
Table IV suggest that lower success rates with SFA SI-PTA
may be anticipated when treating patients who present with
rest pain and gangrene as compared with patients with
severe progressive claudication.
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