Journal of the Society for Cardiovascular Angiography & Interventions 3 (2024) 101931

JSCAI ©

The official journal of the Society for
Cardiovascular Angiography & Interventions

Original Research

Rationale and Design of the Latin-American Registry of Peripheral
Interventions: Insights From SOLACI Peripheral oty

Luis R. Virgen-Carrillo, MD, PhD 2P, Larry Diaz-Sandoval, MD, PhD ¢,
Maximiliano Rossi, MD ¢, Gustavo O. Pedernera, MD ¢, Ernesto R. Duarte, MD, '
Julio A. Pascua, MD 9, Leslie M. Lugo-Gavidia, MD, MSc, PhD ", Pablo Lamelas, MD'

2 Department of Interventional Cardiology, Virgen Cardiovascular Research, Guadalajara, Mexico; © Department of Interventional Cardiology, Universidad
Autonéma de Guadalajara, Guadalajara, Mexico; © Department of Interventional Cardiology, Ascension Borgess Hospital, Kalamazoo, Michigan;

9 Department of Interventional Cardiology, Instituto Cardiovascular Rosario, Santa Fe, Argentina; © Department of Interventional Cardiology, ICBA Instituto
Cardiovascular, Buenos Aires, Argentina; ' Department of Interventional Cardiology, Hospital Escuela de Agudos Dr Madariaga, Posadas Misiones, Argentina;
9 Department of Interventional Cardiology, Hospital ltaliano La Plata, Buenos Aires, Argentina; " Dobney Hypertension Centre, Medical School, University of
Western Australia, Perth, Australia; ' Mexican Academic Consortium for Clinical Data Acquisition, Culican, Sinalos, Mexico;’ Instituto de Cardiologia y Cirugia
Cardiovascular Hospital Universitario Fundacion Favaloro, Buenos Aires, Argentina

ABSTRACT

Background: Chronic limb-threatening ischemia (CLTI) represents the most advanced stage of lower extremity peripheral artery disease (PAD). The aim of this
manuscript is to provide an overview of the demographic and clinical characteristics of patients with lower-limb peripheral artery disease, as well as the
procedural and technical aspects of peripheral endovascular interventions in Latin-America.

Methods: The SOLACI peripheral registry is a prospective, multi-center, observational, and hospital-based registry of patients with lower-limb PAD, who are
treated with endovascular interventions across Latin American countries.

Results: A total of 1057 independent procedures (997 patients) were analyzed in this report. The most common clinical presentation was CLTI (61.2%):
Advanced stage of the disease was common, and the symptomatic classification was predominately Rutherford V (minor tissue loss) in 37.6%. Index
endovascular procedures mainly treated femoral-popliteal and infrapopliteal regions. Disease extending across multiple vascular territories was common and
27.6% of patients underwent angioplasty of multiple regions during the same procedure. There was a high prevalence of cardiovascular risk factors and
concomitant comorbidities: hypertension (84.5%), dyslipidemia 67.4%), diabetes mellitus (64.7%), myocardial infarction (17%) and stroke (8.4%). Major
adverse events during hospitalization included death from any cause (1.3%), cardiovascular death (0.7 %), myocardial infarction (0.4%), stroke (0.1%) and
bleeding (0.8%).

Conclusions: Real-world data on lower limb-PAD in Latin American countries will help us identify unmet needs and generate evidence-based recommen-
dations to facilitate the development of more effective preventive and treatment strategies according to each country’s necessities and resources.

Introduction

Chronic limb-threatening ischemia (CLTI) represents the most
advanced stage of lower extremity peripheral artery disease (PAD) and
is a major global health concern with escalating prevalence and sig-
nificant health care costs.! In the last 20 years, there has been a
continuous technological evolution paired with ever-advancing endo-
vascular operator skills and technique development resulting in rapidly
advancing and improving revascularization strategies, which have

successfully reduced the number of patients who were previously
deemed untreatable. Over the past 2 decades, endovascular treatment
has emerged as the therapy of choice for patients with symptomatic
lower-limb peripheral artery disease (LL-PAD).>* Angioplasty has
shown similar long-term outcomes compared with bypass surgery in
this scenario with the benefit of minimal invasiveness, shorter hospi-
talization time, and reduced periprocedural complications.>*° Im-
provements in patient assessment, operators’ experience, and
new-generation techniques have certainly contributed to an increase
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in the efficacy and safety of the procedure over the years. However,
endovascular interventions have some challenges (eg, long lesions,
small caliber arteries, calcification, need for longer devices) and they are
not exempt from complications (including the inherent risk of revascu-
larization failure); hence, exhaustive revascularization surveillance is
required in these patients.®

Given the recently observed increase in the number of LL-PAD in-
terventions, it is of utmost relevance to understand the clinical pre-
sentation and treatment patterns to accurately assess acute,
intermediate, and long-term outcomes in this setting. Although most of
the initial evidence is derived from randomized controlled clinical tri-
als,>’ these studies commonly include selected populations and are
thus limited in their reflection of real-world clinical practice. In recent
years, there has been special interest in using registries to provide a
better understanding of different areas of cardiovascular disease. It is
important to note that most of the LL-PAD registries currently available
are derived from the US or European populations. Little is known about
the presentation of PAD and its endovascular approach and manage-
ment in Latin America.

In order to address this issue, the Latin-American Society of Inter-
ventional Cardiology (SOLACI) initiated the SOLACI peripheral registry
to provide a detailed overview of peripheral endovascular interventions
and their characteristics in this previously understudied group. This
manuscript aims to describe the design and implementation of the
SOLACI Peripheral registry and presents a comprehensive description
of the baseline characteristics of the first 1057 independent procedures
included.

Materials and Methods
Study design

The SOLACI peripheral registry is a prospective, multicenter,
observational, and hospital-based registry of peripheral endovascular
interventions performed in LL-PAD patients aged >21 years. The reg-
istry is currently collecting data from 44 sites across 10 countries (the
complete list of countries and sites can be found in Supplemental
Table S1). The major exclusion criteria were acute limb-threatening
ischemia and acute onset of symptoms (defined as the beginning of
symptoms within 15 days of the index procedure).

Patients were approached for participation during their index
admission at the interventional cardiology units from the participating
centers. Written informed consent for confidential data management
was obtained from each patient before they were included in the reg-
istry. The study complied with the Declaration of Helsinki and received
approval from the local ethics committees in adherence with each
center's regulations.

All patients were treated as per standard clinical practice and the
selection of the revascularization strategy (eg, access type, lesion
crossing strategy, balloon/stent type/dimensions—among others) was
at the discretion of the attending physician.

Core data elements and time points

Every single procedure was entered as an independent record. Data
were collected from medical records using anonymized electronic case
report forms and captured in the Research Electronic Data Capture
system (a secure web-based tool hosted at SOLACI Research offices in
Buenos Aires, Argentina).

The core data elements that were included were demographic
characteristics, risk factors, previous limb interventions, medical therapy
instituted at the moment of inclusion, clinical presentation, lesion
characteristics, procedural information, periprocedural complications,

both major adverse cardiovascular and cerebrovascular events
(MACCE) and major adverse limb events (MALEs). Major adverse car-
diovascular and cerebrovascular events collected included death from
any cause, cardiovascular death, myocardial infarction (M), stroke, and
major bleeding (Bleeding Academic Research Consortium >3a or
clinically relevant). MALE included minor or major amputations and
clinically driven revascularization of the target lesion.

Clinical follow-up after the index procedure was divided into early
(<45 days) and long-term follow-up (>45 days). The data collected
during follow-up time points included Rutherford classification, phar-
macologic therapy adherence, MACCE, and MALE.

Study end points

The SOLACI peripheral registry aims to collect and analyze data
pertaining to the clinical features of Latin-American patients with LL-
PAD, the vascular procedure approaches (ie, arterial access, crossing
strategies, therapeutic algorithms, adjunctive device utilization, bal-
loons, drug-coated balloons, stents, and drug-eluting stents), angio-
graphic severity of the lesions (severe lesions were defined as >70%
stenosis by visual estimate reported by the attending physician),
angiographic success, medical therapy at the time of the interventions,
procedure-related complications, and the occurrence of major cardio-
vascular and limb events in order to assess short and long-term out-
comes in different health care scenarios and populations.

The primary end points included in-hospital occurrence of all-cause
death, fatal and nonfatal M, stroke, vessel (or stent) thrombosis, access
complications, bleeding, and emergency reinterventions (defined as
nonplanned reinterventions performed during the same admission as
the index procedure). Secondary end points included all-cause death,
fatal and nonfatal MI, stroke, repeated limb revascularization, and major
and minor amputations.

The clinical follow-up is currently ongoing. The data used in this
report correspond to the patient status at the time of inclusion in the
registry and reflect the baseline characteristics during the index
hospitalization.

Statistical analysis

All the analyses presented in this report are descriptive. Categorical
variables were expressed as frequencies and percentages. Continuous
variables were reported as mean and SD for normally distributed data
and as median and 25th and 75th percentiles (Q1 and Q3, respectively)
for data with a skewed distribution. Strict quality controls with data
processing were applied to cross-check and ensure the quality of the
data. Values falling out of the upper and lower boundary (Q1 - 3IQR
and Q3 + 3IQR) were defined as extreme outliers and were excluded.
Only cases with complete demographic characteristics data were
considered for the present analysis. Data processing was performed
using R 4.0.3 software.

Results
Demographic characteristics, risk factors, and medical therapy

A total of 1057 interventions performed on 997 patients were
included in this report. The baseline characteristics of the study cohort
are summarized in Table 1.

The mean age was 68.9 £ 10.5 years. Gender distribution revealed
that 65.4% of patients (652) were men whereas 34.6% (345) were
women. There was a high prevalence of hypertension (84.5%), dyslipi-
demia 67.4%), and diabetes mellitus (DM, 64.7%, mostly insulin-
dependent). Overall, 17% had a previous history of MI, and 8.4% had
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Table 1. Baseline characteristics.

Overall (N = 997)

Age,y 68.9 £ 10.5
Male sex 652 (65.4%)
Body mass index, kg/m? 27.1 +4.27
Active smoking 184 (18.5%)
Ex-smoker 396 (39.7%)
Diabetes (not insulin-dependent) 298 (29.9%)
Diabetes (insulin-dependent) 347 (34.8%)
Hypertension 842 (84.5%)
Dyslipidemia 672 (67.4%)
Previous myocardial infarction 169 (17.0%)
Previous PCI/CABG 216 (21.7%)
Stroke/TIA 84 (8.4%)

Heart failure 99 (9.9%)
Creatinine, mg/dL 1.005 (0.82-1.3)
Dialysis 55 (5.5%)
Peripheral disease (other vascular beds) 212 (21.3%)
Previous endovascular revascularization 221 (22.2%)
Previous surgical revascularization 59 (5.9%)
Previous amputation 148 (14.8%)

Data are shown as mean £ SD or median (IQR) for continuous variables and
frequency and percentage for categorical variables.

CABG, coronary artery bypass graft; PCl, percutaneous coronary intervention;
TIA, transient ischemic attack.

a previous stroke or transient ischemic attack. The median creatinine
level was 1.005 mg/dL (IQR, 0.82-1.3), 133 (13%) patients presented a
creatinine level >1.5 mg/dL and 55 (5.5%) were on dialysis. Interest-
ingly, more than a fifth (21.3%) of the population had documented
peripheral disease in other vascular bed (eg, carotid and aortic) and
32.9% had 1 or more treatments on the lower limbs before the index
procedure (either amputation and/or limb revascularization). Previous
endovascular angioplasty was present in 22.2% whereas previous sur-
gical approach was used in 5.9%.

The medical therapy that the patient was on at the time of the
intervention was collected for each procedure (Table 2). Most of the
patients were already taking aspirin and statins (85.7% and 78.6%,
respectively). The additional antiplatelet strategies included clopidog-
rel in almost half of the population (49.8%), cilostazol (35%), and 17.1%
were under some anticoagulant strategy (rivaroxaban 2.5 mg was used
in 4.4%).

Clinical presentation

Most patients (61.2%) presented with CLTI (defined as ischemic rest
pain and/or tissue loss present for at least 2 weeks, accompanied by
objective evidence of LL-PAD). The most common presentations by
Rutherford categories corresponded to Rutherford 5 (37.6%) and 3
(30.9%). For patients presenting with CLTI (Rutherford 4-6), the Wound,
Ischemia, foot Infection assessment was applied (Table 3). The angio-
graphic findings are summarized in Table 3. Overall, the most affected
arteries were the superficial femoral artery (severe disease 28.3%;

Table 2. Pharmacotherapy at the time of intervention.

Overall (N = 1057)

Aspirin 906 (85.7%)
Statins 831 (78.6%)
Clopidogrel 526 (49.8%)
Cilostazol 370 (35.0%)
Anticoagulation® 134 (12.7%)
Rivaroxaban 47 (4.4%)

Data are shown as frequency and percentage.
@ Any anticoagulation therapy except rivaroxaban 2.5 mg.

occluded 21.1%); anterior tibial (severe disease 19.8%; occluded 30%),
and posterior tibial (severe disease 14.7%; occluded 29.3%).

Vascular territories were divided into the iliac and common femoral
region, femoral-popliteal region, and infrapatellar region. Most of the
procedures treated 1 vascular region; however, more than 1 territory
was treated in 27.6% of the procedures. The most frequently targeted
territory was the femoral-popliteal region (N = 595), followed by the
infrapatellar region (N = 554). The target lesion details were collected
for each vascular region (Figure 1). Lesion segments range from 2.5 mm
up to 450 mm. On average, longer lesions were seen below the knee
(144 + 88.4 mm). In all the regions, the presence of thrombus was <2%.
Moderate calcification was predominant in the femoral-popliteal region
(58.0%); this was also the region where atherectomy was more
frequently used (4.4%). Severe calcification was present in 28.8% in the
iliac and femoral region, 23.7% in the femoral-popliteal region, and
28.2% in the infrapatellar region. The use of stents was more frequent in
the iliac and common femoral region (86%) whereas in the infrapatellar
region, there was a predominant use of balloon angioplasty with
stenting only used in rare occasions (47 interventions [8.4%] of which 22
were indicated as rescue stenting or bail-out).

Overall, the most frequent intraprocedural complication was
thrombosis presenting in 1.9% (n = 20), followed by hematoma in the
access site (1.5%). Major adverse events during hospitalization included
death from any cause (1.3%), cardiovascular death (0.7 %), Ml (0.4%),
stroke (0.1%), and Bleeding Academic Research Consortium >3a
bleeding (0.8%). Intrahospital events occurred mostly in procedures
treating multiple territories (Figure 2).

Discussion

Lower-limb peripheral artery disease is a growing epidemic.
Epidemiologic data show a continuous increase in the number of
disability-adjusted life-years caused by LL-PAD, which highlights the
importance of implementing early and effective treatments, such as
endovascular procedures, especially in low and middle-income coun-
tries where access to these therapies is limited due to socioeconomic
conditions.®” Other studies have also documented disparities in PAD
management and outcomes according to race and socioeconomic
status.'”"" Our cohort consisted predominantly of CLTI rather than
intermittent claudication, representing an advanced stage of the dis-
ease. Additionally, more than one-third of the population had in-
terventions in the lower limb (amputation and/or revascularization)
before the index procedures. This also relates to the increased presence
of concomitant comorbidities, such as the affection of other vascular
beds (which has been reported to be associated with worse out-
comes).>'%"3 Multiple studies have shown the detrimental long-term
impact of worse symptom status.”'*"'® In the Cardiovascular Out-
comes for People Using Anticoagulation Strategies trial, higher rates of
MALE events were detected in patients with a more severe presentation
at baseline.”'? The VOYAGER trial also showed a difference in the
outcome rates according to the severity of baseline presenta’cion.”'20
Our findings concur with those of a recently published subanalysis of
the EUCLID trial, which demonstrated differences in the clinical pre-
sentation among global regions (Europe, Asia, Central/South America,
and North America). In this study, Central/South America presented at
baseline with higher rates of amputations than other regions.® Addi-
tionally, worse limb symptoms were present in higher proportions
among Central/South American patients (29.2% severe claudication,
2.9% ischemic rest pain, 2.5% minor tissue loss, and 0.6% major tissue
loss). Interestingly, our registry population presented with higher rates
of ischemic rest pain (15.9%), minor (37.6%), and major tissue loss (7.8%)
than those reported for the Central/South America region in the
aforementioned study.® Although other risk factors were similar to the
rates reported for Central/South America in this trial, our cohort had
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Table 3. Clinical presentation.

Right (n = 533) Left (h = 524) Overall (N = 1057)

Clinical presentation

Intermittent claudication 221 (41.5%) 184 (35.1%) 405 (38.3%)
Chronic limb-threatening ischemia 309 (58.0%) 338 (64.5%) 647 (61.2%)
Rutherford classification
Asymptomatic 2 (0.4%) 1(0.2%) 3(0.3%)
Mild/moderate claudication 43 (8.1%) 35 (6.7%) 78 (7.4%)
Severe claudication 178 (33.4%) 149 (28.4%) 327 (30.9%)
Ischemic rest pain 85 (15.9%) 83 (15.8%) 168 (15.9%)
Minor tissue loss 192 (36.0%) 205 (39.1%) 397 (37.6%)
Major tissue loss 32 (6.0%) 50 (9.5%) 82 (7.8%)
ABI 0.701 £ 0.188 0.720 + 0.219 0.710 + 0.203
WIFI classification®
Wound (W)
No ulcer or gangrene (ischemic pain at rest) 60 (11.3%) 63 (12.0%) 123 (11.6%)
Small or superficial ulcer on leg or foot, without gangrene (SDA or SC) 138 (25.9%) 140 (26.7%) 278 (26.3%)
Deep ulcer with exposed bone, joint, or tendon + gangrene limited to digits (MAD or standard TMA =+ SC) 94 (17.6%) 117 (22.3%) 211 (20.0%)
Deep, extensive ulcer involving forefoot and/or midfoot + calcaneal involvement + extensive gangrene 14 (2.6%) 15 (2.9%) 29 (2.7%)
(CR of the foot or nontraditional TMA)
Ischemia (1)
ABI >0.8/SBP of the ankle >100 mm Hg/TP, TCPO, >60 49 (9.2%) 57 (10.9%) 106 (10.0%)
ABI 0.6-0.79/SBP of the ankle 70-100 mm Hg/TP, TCPO, 40-59 63 (11.8%) 74 (14.1%) 137 (13.0%)
ABI 0.4-0.59/SBP of the ankle 50-70 mm Hg/TP, TCPO, 30-39 77 (14.4%) 86 (16.4%) 163 (15.4%)
ABI <0.39/SBP of the ankle <50 mm Hg/TP, TCPO, <30 32 (6.0%) 45 (8.6%) 77 (7.3%)
Foot infection (Fl)
Uninfected 115 (21.6%) 108 (20.6%) 223 (21.1%)
Mild local infection, involving only the skin and subcutaneous tissue, erythema >0.5 to 2 cm 99 (18.6%) 119 (22.7%) 218 (20.6%)
Moderate local infection, with erythema >2 cm or involving deeper structures 71 (13.3%) 87 (16.6%) 158 (14.9%)
Severe local infection with signs of SIRS 2 (0.4%) 6 (1.1%) 8 (0.8%)

Angiographic findings
lliac and common femoral region
Common iliac artery

Severe 53 (9.9%) 35 (6.7%) 88 (8.3%)

Occluded 8 (1.5%) 14 (2.7%) 22 (2.1%)
External iliac artery

Severe 30 (5.6%) 26 (5.0%) 56 (5.3%)

Occluded 8 (1.5%) 7 (1.3%) 15 (1.4%)
Internal iliac artery

Severe 5(0.9%) 5(1.0%) 10 (0.9%)

Occluded 3(0.6%) 2 (0.4%) 5(0.5%)
Common femoral artery

Severe 18 (3.4%) 23 (4.4%) 41 (3.9%)

Occluded 11 (2.1%) 4 (0.8%) 15 (1.4%)

Femoral-popliteal region
Superficial femoral artery

Severe 147 (27.6%) 152 (29.0%) 299 (28.3%)

Occluded 121 (22.7%) 102 (19.5%) 223 (21.1%)
Deep femoral artery

Severe 7 (1.3%) 5(1.0%) 12 (1.1%)

Occluded 3(0.6%) 2 (0.4%) 5(0.5%)
Popliteal artery

Severe 94 (17.6%) 104 (19.8%) 198 (18.7%)

Occluded 51 (9.6%) 59 (11.3%) 110 (10.4%)

Infrapatellar region
Tibioperoneal trunk

Severe 70 (13.1%) 95 (18.1%) 165 (15.6%)

Occluded 22 (4.1%) 34 (6.5%) 56 (5.3%)
Anterior tibial artery

Severe 102 (19.1%) 107 (20.4%) 209 (19.8%)

Occluded 136 (25.5%) 181 (34.5%) 317 (30.0%)
Posterior tibial artery

Severe 75 (14.1%) 80 (15.3%) 155 (14.7%)

Occluded 143 (26.8%) 167 (31.9%) 310 (29.3%)
Peroneal artery

Severe 78 (14.6%) 88 (16.8%) 166 (15.7%)

Occluded 52 (9.8%) 77 (14.7%) 129 (12.2%)
Dorsalis pedis artery

Severe 17 (3.2%) 18 (3.4%) 35 (3.3%)

Occluded 11(2.1%) 11(2.1%) 22 (2.1%)

Data are shown as mean + SD for continuous variables and frequency and percentage for categorical variables.
ABI, ankle-brachial index; CR, complex reconstruction; MDA, multiple digital amputations; SBP, systolic blood pressure; SC, skin coverage; SDA, simple digital
amputation; SIRS, systemic inflammatory response syndrome; TCPO,, transcutaneous oxygen pressure; TMA, transmetatarsal amputation; TP, toe pressure (SBP of toe);
WIfl, Wound, Ischemia, and foot Infection.

? Applicable for patients with chronic limb-threatening ischemia Rutherford >3.
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higher proportions of DM and hypertension. The high proportion of DM
(64.7%) is of special interest, as other regions ranged between 32.6%
and 43%. Furthermore, high proportions of DM and worse presentation
were also notable when comparing our population with a larger registry
exploring low-extremity endovascular procedures (n = 45,316) con-
ducted in the United States.?’ These differences might be related to the
selection criteria in controlled trials, which highlights the need for
real-world data in this scenario but could also be representative of the
impact that geographic location, dietary habits, cultural factors, and
socioeconomic conditions may have on the presentation of PAD,
underlining the importance of obtaining local information, rather than
assuming that the disease presents in the same fashion everywhere in
the world (Central Illustration). These results also call for earlier identi-
fication, prompt diagnosis, and earlier institution of guideline-directed
medical therapy and risk factor modification strategies (smoking
cessation, appropriate management of diabetes, hypertension, and
hyperlipidemia), as well as adequate surveillance in our population.

Regarding the medical therapy established before the intervention,
aspirin was the preferred antithrombotic agent followed by clopidogrel.
Although the American Heart Association/American College of Cardi-
ology and the European Society of Cardiology guidelines have some
discrepancies regarding the use of antithrombotic therapy in asymp-
tomatic patients with PAD, for symptomatic PAD, both guidelines
recommend the use of single antiplatelet therapy with aspirin or clo-
pidogrel for MACCE prevention (recommendation IA). Interestingly, the
use of a low dose of rivaroxaban was only documented in <5%, despite
the evidence of its benefit to reduce MALE reported in the COMPASS
trial.’>"” The use of other direct oral anticoagulants in this context is still
under investigation. The lesser use of anticoagulation strategy is
probably due to the “relatively recent” data supporting this approach
(published after the American Heart Association/American College of
Cardiology and European Society of Cardiology guidelines release).
This can also be related to the cost associated with the use of these
agents in Latin-American countries. Surprisingly, regardless of the
well-established recommendation for the use of statins, >20% of the
population did not have an established statin therapy.®*?

A comprehensive description of the anatomy and disease location is
extremely important as a wide spectrum of anatomic lesion distribution
can be found. Consistent with other reports, the most affected regions
in our population were the femoropopliteal and infrapopliteal re-
gions.®?* Different risk factors have been previously related to the
anatomic lesion presentation. Diehm et al** showed that although the
tibio-pedal disease was primarily associated with older age and dia-
betes (relative risk ratio, 1.68; 95% Cl, 1.47-1.92), the aorto-iliac region
seems to especially relate to active smoking (relative risk ratio, 2.02;
95% Cl, 1.68-2.42).° Our population not only had a high prevalence of
diabetes, but also more than one-third were on insulin therapy, which
may explain the distribution of the lesions and the presence of poly-
vascular disease. The anatomic distribution needs to be taken into ac-
count when planning the best revascularization strategy, as each region
has its own technical complexity and poses diverse challenges for
endovascular management. In general, aorto-iliac interventions have a
high-success rate and long-term patency, both of which progressively
decrease in direct proportion to the decrease in vessel diameter as we
go into the femoro-popliteal and the infrapopliteal segments. Stent
deployment was most commonly employed in the aorto-iliac segment,
whereas its use was nearly absent in the infrapatellar segment. In this
context, it is known that endovascular treatment for lesions below the
knee is very challenging (long lesions, calcification, and small caliber)
and has poor long-term patency.® Although a wide spectrum of endo-
vascular approaches is currently under investigation,** the best
long-term therapeutical approach for infrapopliteal disease is still a
matter of debate. Infrapopliteal lesions were common in our popula-
tion, with patients presenting longer lesions (144 4+ 88.4 mm) compared
with the ones reported in other studies investigating these strategies
(mean lesion lengths of 43.8-82.73 mm).a'25

Procedural complications were more prominent when the iliac
femoral region was treated. Intrahospital major events were more
frequent in procedures addressing multiple territories, as they are
generally more complex. In our population, nearly 30% required
treatment in multiple territories, which added to the risk factor distri-
bution making our population especially challenging.
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Our study has limitations that need to be acknowledged. Given the
registry-based nature of the study, from the total number of patients
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available for evaluation resulting in a reduction in the sample size. Of
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note, the overall sample size of our cohort compares favorably to
several other reports exploring peripheral endovascular procedures. As
with all registries, the sites that agreed to participate may represent a
specific health practice type (ie, private vs public) resulting in a con-
venience sampling bias and could exclude some other particular pop-
ulations. Nevertheless, this study included several previously
underreported populations. To our knowledge, this is the largest
multicenter, international report on LL-PAD with peripheral in-
terventions in Latin America. Finally, the patients were included in this
registry after the choice for endovascular revascularization strategy was
made. The data provided correspond to patients presenting with
already advanced LL-PAD. Therefore, the details from the beginning of
exposure to risk factors, the appearance of symptoms, presentation to
adequately-trained medical personnel, time to diagnosis and treat-
ment, as well as the type of previous treatments, compliance and/or
discontinuation of therapy, were not analyzed in the study. Conse-
quently, our results are limited to reflect the clinical progression of LL-
PAD, which is highly influenced by all the aforementioned factors.

Conclusion

Real-world data provided by national surveys and longitudinal reg-
istries are essential for understanding the sociodemographic, medical,
and health care barriers according to country-specific settings. This
information can help facilitate and improve evidence-based strategies
for revascularization. There is a clear need to improve diagnosis, man-
agement, and continuous surveillance postendovascular procedures.
This is particularly relevant in Latin-American countries where the cul-
tural, social, and economic situation limits access to some therapies.
The long-term results, including the patient-reported and hard out-
comes from SOLACI peripheral registry will provide valuable insights
into the prognosis of peripheral endovascular procedures and the
unmet needs in Latin America.
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