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Atherectomy Under Fire
+ Atherectomy use has increased
17 : 9  across all specialties,’ drawing
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risk following atherectomy versus
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Plaque Removal Device Types
Published Atherectomy Literature through May 2024
Directional
. Atherectomy Laser
305 Published Papers 119 Papers Atherectomy
on atherectomy for endovascular 42 Papers

treatment of occlusive or stenotic

disease in native, infrainguinal,
peripheral arteries

Rotational Orbital
Atherectomy Atherectomy

First Author's Reported 67 Papers 30 Papers
Affiliation was a Hospital in
97% of Papers!
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" IVL, 22 Papers
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Level of Evidence in the Atherectomy Literature

11 Papers
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Atherectomy as a Vessel Preparation Tool for Femoropopliteal Lesions
Meta-analysis evaluating atherectomy prior to PTA vs PTA alone

6 randomized trials (399 patients), femoropopliteal artery lesions

Primary Patency
Atherectomy + PTA t ORD08 00 114562)

vs PTAzlone No Differences in 12-month TLR, major
adverse events, or distal embolization
Major Amputation “
Atherectomy + PTA l OR0.13(95% Cl 0.03-0.59)
vs PTAalone

Bailout Stentin
Atherectomy + PTA l ORO07 (65% 01 003.025)
vs PTAdlone
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Atherectomy as a Vessel Preparation Tool for Infrapopliteal Lesions
Meta-analysis evaluating atherectomy prior to PTA vs PTA alone

Meta-analysis of 10 studies (including 3 jals) followed by PTA
(n=7,723 patients) versus PTA alone (n=2,299 pahenls) for infrapopliteal artery disease

CD-TLR
Atherectomy + PTA OR0.51 (95% CI 0.34-0.78)
P=0.002
vs PTAAIone No Differences in:
- technical success,
- primary patency,
- distal embolization,
- periprocedural complications,
Atherectomy + PTA OR'\"')aAg'('g@.,’}_‘gl"’O‘ﬁtgﬂ’b“ - or all-cause mortality
P=0.05
vs PTAAIone
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Total REALITY: Total IN.PACT vs REALITY

Total IN.PACT
PTA + IN.PACT Admiral

N=1837

REALITY
HawkOne + IN.PACT Admiral
Screened N =400

INPACT Gobal, INPACT China, IN.PACT Japan (VDT 2113), INPACT SFAIDE.

Subjects removed for Data Privacy: 790 Subjects removed:

* 298 screen failures
Subjects removed for Data Comparability: 749 mostly due to lack of Enrolled in REALITY
+ No DUS data, ISR cohort, bilateral limb or bilateral calcium N =102

multiple lesion treatment

;

Total IN.PACT REALITY

Available for
matching
N =102

Available for matching
N =298

PTA+DCBAm Ml DA +DCBAm
N =143 N =284
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Primary Patency after Propensity Matching

87.5%
81.4% 10%
~

Difference in Calcium Burden
% PACSS 4

g 8o 71.4%
g 604 mDA+DCB
& mPTA+DCB
E‘ 40%
£
o 20%
5.9%
—

o & 180 00 360 390
Time After Index Procedure (Days)
Number at Risk

Equivalent 1-year patency, despite
L significantly greater calcium
o o e s mmne burden in the DA+DCB group.
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Peri-Procedural Outcomes after Propensity Matching

Provisional Stent Use Flow-Limiting Dissection

P=0.014

21.1%

0.0% 7.7%

30/142 (0/82) 11142
DA+DCB PTA+DCB DA+DCB PTA+DCB
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Peri-Procedural Outcomes after Propensity Matching
IN.PACT Global Long Lesion for Comparison

Provisional Stent Use

39.4% Flow-Limiting Dissection
4%

P=0.014

21.1%
14.9%

0.0%
30/142 (0/82)

DA+DCB PTA+DCB IN.PACT DA+DCB PTA+DCB IN.PACT
Global Global
Long Lesion’ Long Lesion'
“ . SchsinartD, 1 . Crstaton - Carfouse nlre2013;1:a05854 VErTH 2028

The DIRECT Trial
Devices Used and Study Design

s Used o wmm
directional atherectomy Directional g Orbital
system* (DA) atherectomy _ atherectomy
+ Minimum 6 passes: in :
muliple planes :
Sl Dismondback 360~ Pre-treatment IVUS Pre-treatment IVUS
peripheral orbital :
atherectomy system (OA) i
on y
« Minimum 2 passes on each

speed (60/90/120 rpm)

edtronic INPACT™ Post-atherectomy IVUS

Admiral” drug-coated
balloon (DCB) )
Angioplasty with DCB
Boston Scientific
Opticross™ 18 intravascular
ultrasound catheter Post-angioplasty IVUS

Post-atherectomy IVUS

Angioplasty with DCB

Post-angioplasty IVUS

The DIRECT Trial*
Primary Endpoints: Percent Stenosis by Angiography

The DIRECT Trial
Provisional Stent Rate! and Complications

o P=04s
= Directional Ath erectomy (N=30) Lesions with stents placed
. P <0001 = Orbt alAther edo my (x=30) S0%
2
- 0% Perforations 1(3) 0(0) 1.00
z 33% Distal embolic protection
2 90.7% P <0001 29(97) 28 (93) 1.00
g . il 30% device used
3 Distal embolization post
0(0) 103) 1.00
- 20% p=0.02 atherectomy
& Distal embolization post
0(0) 0(0) 1.00
10% 7% CE o
PreTreatment Post Ather ectamy PostDCB Overl,
There was a greater reduction in stenosis following directi to orbital
This difference persisted after DCB. Direction al Ath erectomy  Orbital Atherecto my
[ —— [ S ———
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The DIRECT Trial
24 Month Follow up
506

D etional Atherectomy

o = OthitalAtherectany
2 p=0.29 p=047
H
E o 269%
E 21%
$
12.0% 120%
N . -
0%
Resenoss* Revaalarzaton

o detes using a Fischer Exac Tost

Prosentad by Anvar Sabsey, VIVA 2025, Las Vegss
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Conclusions

There is a significant body of evidence supporting the safety and effectiveness of

atherectomy devices with scientific publications increasing in the last decade as
device use increases

Atherectomy results in reduced need for provisional stenting
The REALITY and Total REALITY studies demonstrated that Directional
Atherectomy is an effective strategy for complex, heavily calcified fem-pop lesions

The DIRECT Trial shows Directional Atherectomy has better stenosis reduction and
lower provisional stent rates compared to Orbital Atherectomy, with both being
safe and having minimal complications.
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