When and Why OAS Works Better
for Calcified Lesions
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LCX: 3.5x15 mm EES
LAD: 3.5x15 mm balloon

Crush technique

LM: 4.0x18 mm EES



POT with 4.0x12 mm NC balloon Flare of ostial LM
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Kissing balloon:
LAD: 3.75x15 mm NC
LCX: 3.5x12 mm NC

Final angiogram




Orbital Atherectomy

Mechanism of Action

Differential Sanding:
» 30 micron diamond coating
 Bi-directional sanding, eccentric

» Healthy elastic tissue flexes away
damage to the vessel

) create a smooth, concentric lumen
] particulate flushing during orbit
bital diameter

2| diameters with one crown (1.25 mm)
small sheaths (6 French)
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ORBIT Il: Study Design

To evaluate safety and efficacy of the Diamondback Coronary OAS Classic Crown to
prepare de novo, severely calcified coronary lesions for enabling stent placement
— Prospective, multi-center trial in the United States

— Single arm - As there were no FDA-approved percutaneous treatments specifically for
patients with severely calcified coronary lesions.

— 443 subjects enrolled at 49 U.S. Sites
e

30 day 1-year 2-year 3-year
follow-up* follow-upt follow-up#* follow-up#
(N=437/440) (N=434/440)  (N=424/440) (N=411/440)

*  Primary Safety Endpoint: MACE (MI= CK-MB>3x ULN, TVR, Cardiac Death)

*  Primary Efficacy Endpoint: Procedural Success
Success in facilitating stent delivery with a final residual stenosis of <50% (as determined by Angiographic
Core Lab) and free from in-hospital MACE

*438 subjects per Kaplan Meier were at risk/events for MACE

1432 subjects per Kaplan Meier were at risk/events for MACE :

F411 subjects per Kaplan Meier were at risk/events for MACE R et >
#311 subjects per Kaplan Meier were at risk/events for MACE BRUINE
Lee MS, et al. Cardiovasc Revasc Med. 2017;18:261-264. 4




ORBIT Il
3-Year TVR/TLR

TVR/TLR: 10.2%
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TVR (non-TLR): 3.4%

180 270 365

Days from Procedure

Number at risk (TVR/TLR) 443 430 413 403 392 356 228
Number at risk (TLR) 443 432 415 407 396 363 234
Number at risk (TVR) 443 433 421 416 407 377 242

Lee MS, et al. Cardiovasc Revasc Med. 2017;18:261-264 BBUIN5



Real-World Multicenter Experience on Patients with Severe
Coronary Artery Calcification Undergoing Orbital Atherectomy

Participating Sites

St. Francis Hospi
“B¢= The Heart Center

e Retrospective study
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k.

e 458 consecutive patients with severe = 3+
Northwell

‘! l g CAC who underwent orbital Health-
-atherectomy followed by stenting |

e October 2013 to December 2015

Lee MS, et al. J Interv Cardiol 2016



Angiographic Complications

© 2016, Wilkey Penodacals, Inc
DOE 10T ke 12310

ORIGINAL INVESTIGATION

Real-World Multicenter Registry of Patients with Severe Coronary Artery
Calcification Undergoing Orbital Atherectomy n o 4 58

MICHAEL S, LEE. M.D..,"' EVAN SHLOPMITZ, D.0..> BARRY KAPLAN, M.D.,*

DRAGOS ALEXANDRU. M.D.° PERWAIZ MERAJ. M.D..* and RICHARD SHLOFMITZ. M.D.* erfo ra‘“on 3 (O _ 7%)
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Objectives: We evaluated the safety and efficacy of orbital atherectomy (n real-world patients with yevere cormmary Se Ctl O n 4 (O a 9 A) )

artery caleification (CACH

Background: The presence of severe CAC incraises the complexity of percutancous coronary intervention as it may

impede stent delivery and optimal stent expansion. Atherectomy may be an indispensable fool for uncrossable or O
undilatable lestons by modifitng severe CAC. Although the ORBIT I and I irials report that orbital atherectomy O refl OW 3 (O 7 A))
was safe and effective for the treatment of xevere CAC, patients with kidney disease, rocemt myocardial infarction, a

long diffuse diseave, severe lefi venpicwlar dysfunction, and wnprotected lefi main disease were excluded.

Methads: This retrospective stiudy included 438 consecutive patients with severe CAC who wnderwent orbisal

atherectomy ollowed by stenting from October 2013 ta December 2015 at 3 coenters

Results: The primary endpoint of major adverse candiac and cerebrovascular events at 30 days was 1.7%. Low

rates of 30-day all-cause morsality (1.3%), myocardial infarcrion (1.1%). rarget vessel revascularization (17,

stroke (0.2%0, and stent thrombosis (0.9%) were observed. Angiographic complications were low: perforation was

0.7%, dissection (.92, and no-reflow 0.7% Emergency coromary artery bypass graft surgery was performed in

0.2% af patienty

Concluvion: In the largest real-world study of pattents who underwent orbital atherectomy, including high-risk

patients who were not surgrical candsdates ax well ax thase with veny complex coronary anatomy, acute and short-

term adverse clintoal event ratex were low A randomized clinical trial is needed to identify the ideal reatment

sraregy for parients with severe CAC. (3 Interven Cardiol 2016:9999;1-6)

Lee MS, et al. J Interv Cardiol 2016. AL
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Orbital Atherectomy
30-day and 1-year follow-up
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Lee MS, et al. J Interv Cardiol 2016
Lee MS, et al. J Invasive Cardiol 2018




Calcified Left Main

A ﬂ

68 y.0. male pre-lung transplant

Calcified LM and LAD




Treats 360° of the vessel. The diamond coated crown
sands away calcium and allows healthy elastic tissue
to flex away minimizing injury to the vessel.
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Final Angiography

UCLA




ANGIOGRAPHY

14F sheath
Non-pulsatile flow
Augment cardiac output by 3.5 L/m
Does not require stable cardiac rhyth
cardiac output/blood pressure signal for c
function

Unloads left ventricle

$20,000

dial access
BP 76/39 mmHg after radial cocktail
* LVEDP 27
* Bradycardia (HR 45)









Predilatation of LAD

Predilatation . 0 mm balloon



2.75 x 38 mm Xience ste X 38 mm Xience stent



Post-dilate 3.5 x 20 mm NC Final angiography



62 y.0. male with cardiomyopathy EF 30%
Severe PAD










Peripheral Anc




PCIl of RCA
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PCI of dista
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PCI of distal LM Bifurcation with

Orbital Atherecto sh Technique

il

3.25x23 mm Xience

Predilate LAD with 3.25x20 mm balloon



PCI of distal LM B
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PCI of distal LM Bifu
Orbital Atherector
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After 3.25x28 mm Xience in the ostial LCX, first " .
balloon angioplasty performed 4.0x18 mm Xience in the LM



PCI of distal LM Bif

Orbital Atherectc echnique
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Angiography after LM stent S5 mm NCin LCX



PCI of distal LM B
Orbital Atherec






