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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: Peripheral Intravascular Lithotripsy (IVL) (Single Service)

Literature review current through: 3/29/2024
Document last updated: 3/29/2024
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Medical Necessity Criteria

Service: Peripheral 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

- Peripheral 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

-> Peripheral 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

C9764 Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
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tibial/peroneal; with intravascular lithotripsy, and
transluminal stent placement(s), includes
angioplasty within the same vessel(s), when
performed

Revascularization endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent placement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibiol/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed

C9765

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy, and
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transluminal stent placement(s), includes
angioplasty within the same vessel(s), when
performed

Revascularization endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent placement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed

C9766

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy, and
transluminal stent placement(s), includes
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angioplasty within the same vessel(s), when
performed

Revascularization endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent plocement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibiol/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed

C9767

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy, and
transluminal stent placement(s), includes
angioplasty within the same vessel(s), when
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performed

Revascularization endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent placement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed

C9772

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibiol/peroneol; with intravascular lithotripsy, and
transluminal stent placement(s), includes
angioplasty within the same vessel(s), when
performed
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Revascularization endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent plocement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibiol/peroneal ortery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed

C9773

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy, and
transluminal stent placement(s), includes
angioplasty within the same vessel(s), when
performed

Revascularization endovascular, open or

Page 9 of 15

Peripheral Intravascular Litotripsy (IVL)(Single Service) (VERSION 1)
© 2024 Cohere Health, Inc. All Rights Reserved.




percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent plocement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, tibiol/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed

C9774

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy, and
transluminal stent placement(s), includes
angioplasty within the same vessel(s), when
performed

Revascularization endovascular, open or
percutaneous, lower extremity artery(ies), except
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tibial/peroneal; with intravascular lithotripsy and
atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent placement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed

C9775

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibiol/peroneol; with intravascular lithotripsy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy, and
transluminal stent placement(s), includes
angioplasty within the same vessel(s), when
performed

Revascularization endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and

Page110of 15

Peripheral Intravascular Litotripsy (IVL)(Single Service) (VERSION 1)
© 2024 Cohere Health, Inc. All Rights Reserved.




atherectomy, includes angioplasty within the same
vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, lower extremity artery(ies), except
tibial/peroneal; with intravascular lithotripsy and
transluminal stent plocement(s), and atherectomy,
includes angioplasty within the same vessel(s),
when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies), with
intravascular lithotripsy, includes angioplasty within
the same vessel(s), when performed
Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy, includes and transluminal
stent placement(s), includes angioplasty within the
same vessel(s), when performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and atherectomy, includes
angioplasty within the same vessel(s), when
performed

Revascularization, endovascular, open or
percutaneous, tibial/peroneal artery(ies); with
intravascular lithotripsy and transluminal stent
placement(s), and atherectomy, includes
angioplasty within the same vessel(s), when
performed
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Medical Evidence

Endovascular treatment of calcific peripheral artery disease (PAD) remains
an ongoing challenge for interventionalists as calcification in the peripheral
arteries is associated with an increased risk of dissection, perforation, and
increased stent rates. In addition, the presence of vascular calcification limits
the success rates of endovascular interventions.! Intravascular lithotripsy is a
novel method to treat patients with moderate to severe calcific PAD. The
mechanism of intravascular lithotripsy (IVL) action utilizes acoustic pressure
waves that safely travel circumferentially through soft tissue to modify calcific
PAD, leading to improved vascular compliance.?

Adams et al. (2020) report on the Disrupt PAD Ill Observational Study
(ClinicalTrials.gov identifier NCT02923193) to assess the Shockwave Peripheral
IVL System, which is labeled to treat calcified, stenotic lower limb arteries. A
total of 200 patients from 18 sites were included. Follow-up occurred
post-discharge. Intravascular lithotripsy was used with additional
balloon-based technologies in 54% of the target lesions studied. In contrast,
I(VL WCIS) used less often with concomitant atherectomy (19.8%) or stenting
29.9%) 32

Armstrong et al. (2020) report on IVL for treating calcified, stenotic iliac
arteries. Results of a cohort analysis from the Disrupt PAD Il Study are
included. A total of 200 lesions were evaluated among 20 sites; 101 patients
sought treatment for claudication or critical limb ischemia, and 17 sought
treatment for optimization of the iliac vasculature for large-bore access.
Limitations include site-reported data; this was also a single-arm study
without a control arm.?

Madhavan et al. (2020) performed a meta-analysis on the efficacy of IVL for
patients with PAD. Five prospective studies were included. The analysis
included individual patient-level data that was compared to existing studies
on the use of IVL for patients with PAD. A total of 336 patients were included
and underwent endovascular revascularization using IVL. Limitations include
a need for comparators in single-arm studies, which did not allow for a
proper compadrison of the safety and efficacy of IVL in combination with other
endovascular PAD treatments. Over 12% of the patients were receiving
adjunctive device therapy, which makes isolating the benefits of IVL difficult. A
limited number of patients were also available in key subgroups; future
studies should include larger cohorts.2
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Clinical Guideline Revision
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