11/23/24

Aggressive Interventions Including
Atherectomy In Claudicants Leads To More
Harm Than Good

VEITH SYMPOSIUM
November 23, 2024, Session 107, 9:26 AM —9:31 AM.

Dipankar Mukherjee
Chief of Vascular Surgery
INOVA Fairfax Hospital
Falls Church, VA.

Nothing to disclose.

Introduction

PAD in 10 million or 12 % of US adult population .

20% of adults >70 years have PAD.

Incidence of DM expected to double by 2030.

Interventions for PAD double every decade.

CLIin 1.3% of PAD patients with 5 yr survival of < 30%.

Most interventions therefore for claudication.

In 2008 CMS introduced changes in OPPS and the OBL was born.
Most PAD interventions now done in the OBL.

Discussion

Endovascular Interventions (Els) for Intermittent Claudication (IC) DO NOT Meet

Minimum Standards for the Society for Vascular Surgery Efficacy Guidelines
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Discussion

Revascularization of intermittent claudicants leads to more chronic limb-
threatening ischemia and higher amputation rates.
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Revascularization for claudication: Changing the

natural history of a benign disease!

Robert A McCready, O William Brown, Charles F Goodson.
J Vasc Surg 2024 Jan 79(1): 159-166.

* Google scholar and PubMed search for manuscripts on conservative therapy vs
intervention for claudication revealed:

* Early improvement in claudication symptoms, however over the long- term
conservative therapy results in similar or better improvement in walking distance

* High reintervention rates up to 43% for Tibial atherectomy results in high rates of
acute and chronic limb threatening ischemia.

* Amputation rates up to 11 % on long term follow-up.
* Higher adverse CV events including Ml .

* Practitioners should inform patients of higher adverse consequences of
intervention as part of the informed consent process.
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Outcomes of Revascularization for Claudication

Table I. Revascularization vs conservative therapy in claudication

Outcomes of Revascularization for Claudication

Table IL Outcomes of revascularization for claudication
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Early Peripheral Vascular Interventions for
Claudication in High Reimbursement Settings
Are Associated With Higher Rates of Late
Intervention and Progression to Chronic Limb-
threatening Ischemia

Rebecca A. Sorber Chen DunQingwen Kawaji James H.
Black Il Martin A. Makary Caitlin W. Hicks
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Absence of Long-Term Benefit of Revascularization in Patients With
Intermittent Claudication: Five Year Results From the IRONIC
Randomized Controlled Trial.

Henrik Djerf, Johan Millinger et al Circ Cardiovasc Interv 2020 Jan13(1)

* SET vs PCI
* SF 36 primary outcome
« Vascular QOL, Treadmill walking distance secondary end points.

* Revascularization strategy was superior at 1-2 years however this early
advantage was lost by 5 years.

* SF 36 greater improvement in SET group.
* No difference in Treadmill walking distance.
* Revascularization strategy cost x 2/ patient $13,098 vs $6965 (P=0.02)

National trends and variability of atherectomy use for peripheral vascular interventions from 2010 to 2019
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Discussion

+ Inthe United States, atherectomy use in PVI has more than tripled
between 2010 and 2019.

*  We found wide regional variability in atherectomy use that was not
driven by patient factors.

« Nonclinical factors were a more dominant driver of atherectomy use.

« PVl performed in an office setting was the single strongest predictor of
atherectomy use.

« The pattern of migration of PVI to the outpatient setting might have
been influencing physicians’ decisions regarding the use of
atherectomy during PVI compared with commonly accepted clinical
factors.

Index atherectomy peripheral vascular interventions performed for
claudication are associated with more reinterventions than non-
atherectomy interventions.

Qingwen Kawaji MD, ScM, Chen Dun MHS, Christi Walsh MSN, CRNP, Rebecca A. Sorber MD,
David P. Stonko MD, MS, Christopher J. Abularrage MD, James H. Black MD, Bruce A. Perler MD,
MBA, Martin A. Makary MD, MPH and Caitlin W. Hicks MD, MS

Journal of Vascular Surgery, 2022-08-01, Volume 76, Issue 2, Pages 489-498.e4, Copyright ©
2022 Society for Vascular Surgery

Kaplan-Meier curve showing cumulative peripheral vascular
intervention (PVI) reinterventions for patients who underwent index
femoropopliteal atherectomy versus non-atherectomy PVI.
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Kaplan-Meier curve showing cumulative reinterventions for patients who Atherectomy in Peripheral Vascular Interventions:

underwent index femoropopliteal peripheral vascular intervention (PVI) by high Time to Follow the Guidelines
atherectomy physician users ( high ) versus standard atherectomy physician users (
standard )
= * Interventional community does not need more professional guidelines, what we need is to
—— Standarg adjust the “moral compass” and to follow the already existing AUC and guideline/consensus
documents ( 78910 ).

8-fold higher atherectomy use in OBL/ASC versus in-patient setting should be a warning sign to

clinicians to follow the Hippocratic principles of delivering “the right procedure, for the right

patient, at the right time,” no matter where they are performed.

* OBL/ASC centers should be held to similarly high standards of care as inpatient facilities, with
quality assurance metrics in place, including peer review for appropriateness of PVl and review

- of device selection/utilization.

CMS policy changes for OBL/ASC PVI reimbursement and their unintended consequences

should be periodically re-examined. Furthermore, randomized, comparative device trials are

critically needed to determine the value and cost effectiveness of atherectomy devices in

specific lesion subsets.
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RE-IMBURSEMENT for VALUE BASED CARE

* CMS mandate for re-imbursement for value - based care from 2030.

* Metrics for value still being determined.

* Some facts are well established and undeniable.

* SET for claudication now re-imbursed by Medicare.

* Interventions for claudication are of low value and likely to be THAN K YO U
targeted for denial for payment.

* Indiscriminate use of ATHERECTOMY will be questioned.

* Perhaps this will change provider behavior.




