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As Outpatient Facilities Proliferate, So Too
Does Scrutiny

With the rise of OBLs and ASCs, regulators are paying attention, but physicians can
take steps to avoid legal troubles.

by Caitlin E. Cox  JANUARY 17,2023

whether that’s an office-based lab (OBL) or ambulatory surgery

center (ASC), face increasing scrutiny over whether the procedures
they perform are done with the patients’ best interests in mind. Here at ISET
2023, one lawyer described the legal landscape, with advice on how to avoid

M IAMI BEACH, FL-Physicians working in an outpatient setting,
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Chicago, IL), told the audience during the 2-hour ISET Town Hall, this year
devoted to the movement of endovascular procedures to the ambulatory
space. Setting up and running the facilities is complex, as are the legal and
regulatory frameworks on a state and federal level, he pointed out.

“As the OBL industry has grown, so too has enforcement in the industry.
Regulators and investigators have followed both the flow of money and are
also responding to complaints from patients, physicians, and payers alike,”
Greis continued. “Whether it’s botched Brazilian butt lifts here in Florida or
procedures that may not be supported by medical necessity, such as overuse
of atherectomy and angioplasty, questionable referral practices intended to
increase patient volumes in the OBLs, or overly complex procedures
arguably being performed [on an outpatient basis]: as a result of that, states
and the federal government are coming up with new laws and enforcement
actions to keep everyone in check.”
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If you feel like there’'s someone watching you, ... it's
true, there are a lot of eyes on the industry right now.

Jason Greis

Florida, New York, New Jersey, California, and Pennsylvania stand out as
states acting more proactively in this area, Greis said. But oftentimes
enforcement begins with whistleblowers “who at the end of the day, if they
bring a case to the government, stand to gain 25-35% of the recovery,” he
added, “so there’s a lot of money to be made.” The private equity that’s
funding many of these facilities, and the potential for profit, also captures
investigators’ attention.

“If you feel like there’s someone watching you, . . . it’s true, there are a lot of
eyes on the industry right now,” Greis commented, adding that some of the
scrutiny comes from other healthcare providers, like hospitals, who don’t
want to lose customers. “Most of the players in the industry, they don’t want
to see OBLs succeed. ASCs are here to stay: they’ve been around for a long
time, there’s 4,500 or so of them in the US. But OBLs are a relatively new
occurrence,” he explained. “So there’s a lot of competition.”
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In 2019, a TCTMD investigation delved into reports of unnecessary care and
complications at an OBL in Port St. Lucie, FL; the story later won the 2020
Trade Journalism Award from the National Institute for Health Care
Management (NIHCM).

“Nobody is immune, whether you have deep pockets or you're an individual
physician, the government is out there,” Greis cautioned, noting that
investigators can use claims data, interviews, texts, and emails as evidence.
“They can pursue civil and criminal actions against wrongdoers, fines and
penalties, and the death knell [of] exclusion if you're a physician. . . . The
thing about these investigations is the reputational damage alone can Kkill
you,” Greis stressed.

So what’s a budding OBL-based vascular specialist to do? Greis listed his top
tips.

e Focus on quality, not volume.

e Make sure a high proportion of the facility’s owners are
interventionalists who hold equity in the business.

e Require each investor to contribute enough that their “investment
represents a bona fide business risk” were something to go wrong.

e Don’t base the terms of that investment on things like past or
anticipated volume.

e Don’t set the expectation that investors will be responsible for making a
certain level of referrals.

e Don’t put pressure on physician investors by tracking their referrals
and making them aware of that information.

e Contracts with payers should, when possible, be risk-bearing.

e Offer charity care for patients under financial stress.

e Have a compliance plan and ongoing training.

And finally, said Greis, “take patient, payer, and investor complaints
seriously, because otherwise you’ll be calling me.”

by Caitlin E. Cox

Caitlin E. Cox is News Editor of TCTMD and produces the Rox Heart Radio podcast. Her
work on outpatient peripheral vascular... Read Full Bio
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NEWS - Daily News

Zero CAC? LDL Cholesterol May Not Predict
MI, ASCVD

Patients with elevated LDL and coronary calcium faced increased risks of events, but
having zero calcium appeared protective.

by Yael L. Maxwell JANUARY 17,2023

measured by coronary artery calcium (CAC), levels of LDL cholesterol
are strongly associated with 5-year risk of atherosclerotic cardiovascular
disease (ASCVD) events, but the same does not hold true for those with zero

CAC, according to a large registry data set.

I n middle-aged, symptomatic patients with evidence of atherosclerosis as

The findings were maintained in participants of the Multi-Ethnic Study of
Atherosclerosis (MESA) with follow-up data over 16 years, which researchers
say supports the notion of the “power of zero”: namely, that elevated LDL
cholesterol is not something to worrv about or treat for those with no CAC.
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lead author Martin Bodtker Mortensen, MD, PhD (Aarhus University
Hospital, Denmark), told TCTMD. “If [the patient] is in the gray zone of risk,
then you might withhold therapy, but of course, if you have a lot of other
risk factors, then you might start prevention.”

He noted that he has worked in this field for many years, but said the
findings are prompting him, unexpectedly, to rethink his practice. “We knew
that adults with zero calcium had low risk,” he said. “But because some of
them do develop myocardial infarction, some do develop stroke, [the fact]
that LDL cholesterol is not a risk factor for those is surprising. Diabetes is still
a risk factor in those who have zero calcium, smoking is still a risk factor for
cardiovascular disease in those who have zero calcium, but we could not find
that LDL cholesterol was a risk factor for these events.”

Similarly, Matthew Budoff, MD (Harbor UCLA Medical Center, Torrance, CA),
who commented on the study for TCTMD, said the findings strongly
reinforce what he had previously believed. “Historically, we have said that
LDL cholesterol is a great target of therapy but not a great predictor of who is
going to develop events,” he said. “And if you look overall in the population,
[someone with] an LDL of 130 is as likely to never have an event as to have an
event. But this is very interesting, suggesting that once you have
atherosclerosis, LDL becomes a pretty robust predictor.”

This is likely tied to why statins work “so dramatically” to reduce
cardiovascular events in patients with CAC, Budoff added.

LDL Cholesterol and CAC

For the study, published online last week in Circulation, Mortensen and
colleagues included 23,132 consecutive symptomatic patients (mean age 57
years; 55% women) who underwent coronary CT angiography (CTA) to assess
for CAD as part of the Western Denmark Heart Registry between 2008 and
2017. The 53% of patients with no evidence of CAC were on average younger
than those with calcium (53 vs 62 years).

Over a median follow-up period of 4.3 years, the rates of first MI and ASCVD
event within the total cohort were 1.2% and 2.4%, respectively, but both
events were more than doubled in patients with CAC levels greater than
Zero.
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events and MI only in those patients with evidence of CAC (adjusted HR 1.18;
95% CI1.06-1.31 and 1.30; 95% CI, 1.14-1.49, respectively), with no such
relationships for those without CAC.

Similarly, while very high LDL cholesterol levels (> 193 mg/dL) were
associated with ASCVD events and MI in patients with CAC, this was not seen
in those with zero calcium scores.

Notably, diabetes, current smoking, and low HDL cholesterol levels were
associated with future ASCVD event risk in patients with zero calcium.
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If you do not have any atherosclerosis and you are
middle-aged, then probably it is not too dangerous to
have a little elevated LDL cholesterol.

Martin Bodtker Mortensen

Sensitivity analyses of patients with and without CTA-defined
atherosclerosis, as well as those excluding patients taking statins at baseline,
confirmed the primary results. The researchers additionally validated their
findings using 16 years of data from MESA.

Mortensen stressed that these data are limited to middle-aged patients and
only to events over 5 years, not longer. “If you look at 15 or 16 years of follow-
up, then some of these individuals will have developed atherosclerosis and
then LDL might be associated with cardiovascular disease,” he said. “But we
can say now pretty certainly that, at least in the next 5 to 10 years, elevated
LDL cholesterol is not a strong risk factor for cardiovascular disease events in
those who have zero coronary artery disease or zero atherosclerosis in middle
age.”

He said he hopes to follow the patients in this study even further. “That
would be one of the most important things to do: to see, okay, is this result
robust when we also look at 20 or 25 years?”

For the time being, he added, while the MESA findings “support that these
results extend beyond the 5- to 10-year follow-up we have in our study, still,
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No CAC, No Statins

For Budoff, the study “reinforces strongly that if patients do not have
coronary calcium that putting them on a statin is likely to be futile.”

However, for patients with CAC, “statins become quite important because
LDL becomes a robust predictor of future events,” Budoff continued. “I think
it reinforces what we call the ‘power of zero,” and that is in our current
cholesterol guidelines. . . . However, if they have plaque, this further
reinforces the need for more-aggressive treatment and getting that LDL as
low as possible.”
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This is very interesting, suggesting that once you have
atherosclerosis, LDL becomes a pretty robust predictor.

Matthew Budoff

The data don’t “totally answer the longitudinal question of whether the high
LDL starts the atherosclerotic process or not,” Budoff said. “We believe that it
does because people with familial hyperlipidemia, who are born with high
LDLs, tend to develop heart disease at an earlier age. But this reminds us that
about half the population is not susceptible to LDL cholesterol.”

Most clinicians in this space have seen the “90-year-old women who have
crazy high LDLs who never develop heart disease, but we've never quantified
it as well as this does,” Budoff added.

Going forward, prospective data in this space are what’s needed to ultimately
answer the question of CAC’s predictive power. The ongoing ROBINSCA trial
in Europe will hopefully provide just that, Budoff said.

by Yael L. Maxwell Editor, Fellows Forum

Yael L. Maxwell is Senior Medical Journalist for TCTMD and Section Editor of TCTMD's
Fellows Forum. She served as the inaugural... Read Full Bio
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TCTMD is produced by the Cardiovascular Research Foundation (CRF). CRF is committed to igniting the next wave of
innovation in research and education that will help doctors save and improve the quality of their patients’ lives. For more
information, visit http://www.crf.org.
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