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Important Notices

Notices & Disclaimers:

GUIDELINES SOLELY FOR COHERE’S USE IN PERFORMING MEDICAL NECESSITY REVIEWS AND ARE
NOT INTENDED TO INFORM OR ALTER CLINICAL DECISION MAKING OF END USERS.

Cohere Health, Inc. (“Cohere”) has published these clinical guidelines to determine medical
necessity of services (the “Guidelines”) for informational purposes only, and solely for use by
Cohere’s authorized “End Users”. These Guidelines (and any attachments or linked third party
content) are not intended to be a substitute for medical advice, diagnosis, or treatment
directed by an appropriately licensed healthcare professional. These Guidelines are not in
any way intended to support clinical decision making of any kind; their sole purpose and
intended use is to summarize certain criteria Cohere may use when reviewing the medical
necessity of any service requests submitted to Cohere by End Users. Always seek the advice
of a qualified healthcare professional regarding any medical questions, treatment decisions,
or other clinical guidance. The Guidelines, including any attachments or linked content, are
subject to change at any time without notice.

©2024 Cohere Health, Inc. All Rights Reserved.

Other Notices:

HCPCS® and CPT® copyright 2024 American Medical Association. All rights reserved.

Fee schedules, relative value units, conversion factors and/or related components are not
assigned by the AMA, are not part of CPT, and the AMA is not recommending their use. The
AMA does not directly or indirectly practice medicine or dispense medical services. The AMA
assumes no liability for data contained or not contained herein.

HCPCS and CPT are registered trademarks of the American Medical Association.

Guideline Information:

Specialty Area: Cardiovascular Disease
Guideline Name: Coronary Intravascular Lithotripsy (IVL) (Single Service)

Literature review current through: 3/22/2024
Document last updated: 3/22/2024
Type: [X] Adult (18+ yo) | [_] Pediatric (0-17yo)
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Medical Necessity Criteria

Service: Coronary Intravascular Lithotripsy (IVL)

General Guidelines

e Units, Frequency, & Duration: This service is experimental/
investigational.

e Criteria for Subsequent Requests: This service is experimental/
investigational.

¢ Recommended Clinical Approach: This service is experimental/
investigational.

e Exclusions: This service is experimental/investigational.

Medical Necessity Criteria

Indications

- Coronary Intravascular Lithotripsy is considered appropriate if ANY of
the following is TRUE:

€ Currently, there are no evidence-based indications for this service
in the peer-reviewed, published literature.

Non-Indications

- Coronary Intravascular Lithotripsy may not be appropriate if ANY of
the following is TRUE:
# Service is considered experimental/investigational.

Level of Care Criteria
Outpatient.

Procedure Codes (HCPCS/CPT)

HCPCS/CPT Code Code Description

C1761 Catheter, transluminal intravascular lithotripsy,
coronary
Percutaneous transluminal coronary lithotripsy (List
07157 separately in addition to code for primary
procedure)
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Medical Evidence

Kereiakes et al. (2020) report on the design and rationale for the Disrupt CAD
Il trial (ClinicalTrials.gov identifier NCT03595176). The study assessed the
Shockwave Coronary IVL catheter, which is indicated to optimize coronary
stent deployment in patients with de novo calcified coronary stenoses.
Follow-up was to continue for two years after enrollment ended in 2020. The
authors noted that limitations include a lack of a concurrent control group,
and the study is non-randomized.

Mhanna et al. (2022) performed a meta-analysis to evaluate the utility of
adjunctive intravascular lithotripsy (IVL) for treating calcified coronary lesions.
Eight single-arm observational studies with 980 patients (1011 lesions) were
included. AImost half of the patients had a diagnosis of acute coronary
syndrome. Severe calcification was found in 97% of all lesions. Additional
studies should focus on evaluating IVL against other calcium/plaque
modifying techniques.?

Sattar et al. (2022) evaluated the use of IVL for calcified lesions in 760 patients
in seven studies. While positive outcomes were reported, limitations were
identified. One single-arm observational study was included. The authors
note the need for randomized, double-blind studies. Also, the definition of
‘severe calcification’ is needed to bring uniformity to the studies (e.g., imaging
use, including intravascular ultrasounds and optical coherence tomography).
Adjunct therapy was also not included.?
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Clinical Guideline Revision
History/Information

Original Date: March 22,2024
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