IMAGING MATTERS IN CALCIFIED

ABBOTT'S OCT SYSTEM IS LEADING THE WAY IN INT

ITS TIME TO RAISE THE PCI STANDARD. ANGIOGRAPHY IS NOT ENOUGH.
m About 30% of patients undergoing PCl have moderate to severe coronary calcium. Calcific lesions

limit stent expansion. Stent underexpansion is a major predictor of stent failure. Proper vessel prep

before PCl allows both optimal stent delivery and stent expansion.1'2

Abbott’s OCT provides key information that leads to better intra-procedural decisions, better acute results and
consequently better long-term outcomes, in complex lesions and specifically in calcified lesions.?

ILUMIEN IV Calcified Lesions Substudy

In patients with calcified lesions, OCT guidance leads to improved procedural and long-term patient outcomes,

especially with safety compared to angiography as seen in [LUMIEN IV calcified lesions substucly.3
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CALIPSO
The CALIPSO trial showed OCT-guided PCl was superior to angiography-guided PCl in complex calcified

lesions, with greater minimal stent area and no difference in contrast usage and procedure time.’

ECLIPSE

In the management of severely calcified lesions, as shown in the ECLIPSE trial, Abbott's OCT was associated
with significantly lower 1-year event rates for vessel preparation with both orbital atherectomy and conventional

ball ioplasty.*
atloon anglopiasty TVF STRATIFIED BY ENROLLMENT COHORT
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Crude HR: 0.57,95% CI1[0.40, 0.81]; P=0.0016
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*Inverse probability-weighted multivariable adjusted analysis.
Variables included in the model: age, sex, smoking, history of PVD, -CABG, -MI, and -PCI, DM, eGFR category, single/multi
lesion (per core lab), core lab-assessed Ca length, -pre-procedure RVD, and -pre-procedure MLD.
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THE EUROPEAN SOCIETY OF CARDIOLOGY RECOMMENDS INTRA-
VASCULAR IMAGING AS A CLASS 1A RECOMMENDATION FOR USE IN
PCI IN COMPLEX CORONARY LESIONS.®

RECOMMENDATION CLASS LEVEL
ASSESSMENT OF PROCEDURAL RISKS AND POST-PROCEDURAL OUTCOMES

Intracoronary imaging guidance by IVUS or OCT is recommended when performing PCl on

anatomically complex lesions, in particular left main stem, true bifurcation and long lesions®

The SCAI consensus document recommends the use of intravascular imaging
8

whenever feasible to determine the use of calcium modification techniques.
Abbott's Al-enabled Ultreon™ 2.0 Software automatically detects and
quantifies calcium severity—arc, length and thickness—to support efficient
PCI procedures and positive outcomes.” "

References:
1. Shlofmitz, E, et al. OCT-Guided Treatment of Calcified Coronary Artery Disease: Breaking the Barrier to Stent Expansion. Curr Cardiovasc Imaging Rep.
2019.12(32). DOI: 10.1007/s12410-019-9509-1.

2. Shlofmitz E, et al. Orbital atherectomy for the treatment of severely calcified coronary lesions: evidence, technique, and best practices. Exp Rev Med Devices.

2017;14(11):867-879.

3. Ali Z., et al. OCT- vs Angiography-Guided PCI in Calcified Lesions: An ILUMIEN IV: OPTIMAL PCI Substudy. Presented at TCT 2024.

4. Kirtane A. ECLIPSE: A Large-scale, Randomized Trial of Orbital Atherectomy vs. Conventional Balloon Angioplasty in Severely Calcified Coronary

Arteries Prior to DES Implantation. Presented at TCT 2024.

2024 ESC guidelines for the management of complex coronary syndrome. European Heart Journal, http://doi.org/10.1093 /eurheartj/ehael77.

Stone, et al., Intravascular Imaging-guided coronary drug-eluting stent implantation: an updated network meta-analysis, The Lancet, doi.org/10.1016/

S0140-6736(23)02454-6

Amabile N,, et all. OCT vs angiography for guidance of calcified lesions PCI: the CALIPSO trial. Presented at EuroPCR 2024.

SCAI Expert Consensus Statement on the Management of Calcified Coronary Lesions. JSCAT Volume 3, Issue 2. 101259

Ultreon™ 2.0 Software Instructions for Use (IFU). Refer to IFU for additional information.

0 Ali, Z. A, et al. (2016). Optical coherence tomography compared with intravascular ultrasound and with angiography to guide coronary stent
1mp1antat10n (ILUMIEN III: OPTIMIZE PCI): a randomized controlled trial. The Lancet, 388(10060), 2618-2628. https://doi.org/10.1016,/s0140-
6736(16)31922-5.

11. Prati F, et al. (2015). Clinical Impact of OCT Findings During PCI. JACC Cardiovascular Imaging, 8(11), 1297-1305. https://doi.org/10.1016/j.

jemg.2015.08.013.

12. Osborn, E., et al. Safety and efficiency of percutaneous coronary intervention using a standarised optical coherence tomography workflow. Coronary

Interventions 2022;18: 1-15.

13. Lee J. M, et al. (2023). Intravascular Imaging-Guided or Angiography-Guided Complex PCI. The New England Journal of Medicine. https://doi.

org/10.1056/nejmoa2216607.

oo

© o N

—

CAUTION: This product is intended for use by or under the direction of a physician. Prior to use,
reference the Instructions for Use, inside the product carton (when available) or at manuals.eifu.abbott
for more detailed information on Indications, Contraindications, Warnings, Precautions and Adverse
Events. This material is intended for use with healthcare professionals only.
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