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Health IT
0z, Al and MA: Signs point to more
Al, sooner, for CMS

Lately CMS has shown an interest in advancing its
use of artificial intelligence (Al) in health care — possi-
bly shading more into clinical use. But experts say there
are still red lines that even this go-fast administration
wouldn’t be likely to cross.

The latest Al technology based on large language
models (LLM) has penetrated health care in a big way
over the past few years, affecting administration and
data management, sometimes in ways that intersect
with clinical operations, as with tools that can parse
thousands of medical images to help radiologists better
interpret patient scans (PBN 11/4/24). But it’s generally
understood that direct clinical use of the technol-
ogy — to diagnose and treat patients without human
involvement — is, as far as current technology goes, a
bridge too far.

The Trump administration hasn’t made any overt
statements about the use of Al in health care: The
President’s executive order (EO) on “Making America
Healthy Again” does not mention Al, and his EO on
Al doesn’t mention health care. But comments made by
and attributed to the newly appointed CMS administra-
tor, former TV heath-and-wellness personality Mehmet
Oz, M.D., suggest an interest in combining the two.

During his Senate confirmation hearings on March
14, Oz said, “I can attest to you that we are months
away, not years away, from having Al tools that could
have a conversation with someone that you care about,
pick up subtle details about how they feel emotion-
ally about a problem, whether they’re going to follow
through with dealing with it, do they really understand
what the doctor or nurse told them. All of this is
going to become part of the fabric of how we expand
services.”

A report in Wired magazine on April 8 cites
sources that said Oz, shortly after his confirmation, told
a staff meeting that “if a patient went to a doctor for a
diabetes diagnosis, it would be $100 per hour, while an
appointment with an Al avatar would cost considerably
less.” Oz also allegedly told staff that “patients have
rated the care they’ve received from an Al avatar as
equal to or better than a human doctor.”
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Those statements are unconfirmed by Oz.
Nonetheless, in an April 17 press release, the New York
State Nurses Association reacted to the Wired report:
“Untested artificial intelligence (AI) technology is no
match for the compassionate care of a nurse or health-
care professional,” they wrote, and cited as an example
an “Al-powered thermometer” proposed at Brooklyn’s
Maimonides Medical Center, which NYSNA said on-
site nurses found faulty (“the device listed 30 intensive
care unit patients as having the same temperature,
but when nurses double-checked the readings using
old-fashioned thermometers, they found that several
patients had high fevers”).

Is Al already clinical?

NYSNA’s example of Al-powered equipment shows
that the border between Al that is used as a tool of
human clinicians and Al that does clinical work itself is
somewhat blurry.

A recent medical literature review in the journal
Healthcare finds studies exploring Al that seems to not
only screen for diseases and disorders but also provide
at least preliminary diagnoses. For example, in one
study “Al methods like Natural Language Processing
(NLP) and Machine Learning (ML) were employed
to predict and detect depression early, forecast suicide
attempts, and enhance the prediction of eating disorder
symptoms.”

The FDA's list of Artificial Intelligence and
Machine Learning (AI/ML)-Enabled Medical Devices
— that is, those that “are authorized for marketing in
the United States” — cites over a thousand devices,
some of which have at least some diagnostic capability.
Take, for example, IDx-DR, advertised by its parent
company as “the first and only autonomous Artificial
Intelligence system for the detection and automated
early diagnosis of Diabetic Retinopathy.” In an NIH
Director’s Blog entry from 2022, Michael F. Chiang,
M.D., director of the National Eye Institute, looked at
IDx-DR and found “its results require no interpretation
by a doctor.”

But Marschall Runge, M.D., executive vice presi-
dent for medical affairs at the University of Michigan
at Ann Arbor, Mich., points out that technology solu-
tions such as IDx-DR “are single-task tools — not
comprehensive Al avatars ... diabetes is a multisystem
disease, often involving complications like retinopathy,
kidney disease, heart failure and increased stroke risk.

store.decisionhealth.com



8 | Part B News

Screening for and managing these is integrated into
physician care but not addressed by current Al tools,
which would struggle with the complexity of evaluating
multiple organ systems.”

Runge also emphasizes that, at present, “all FDA
communications emphasize ‘human-in-the-loop’
usage — not replacement of clinicians.” While CMS
reimburses a few FDA-approved digital tools, he adds,
the agency is “cautious about expanding clinical Al
reimbursement. The agency is interested in digital
quality measures and value-based applications, but
requires strong evidence of safety, effectiveness and
equity.”

MA for PA?

It’s not just clinical areas in which CMS seems
ready to employ Al to a greater extent. One of the few
surprises in the Medicare Advantage final rule pub-
lished April 15 was the absence of Al “guardrails” from
the proposed rule (PBN 4/21/25).

That proposed rule had noted “many instances
of algorithmic discrimination, where the use of Al
has resulted in deepening bias and discrimination,
exacerbating existing inequities within the health care
system,” and that “artificial intelligence or automated
systems, if utilized, must be used in a manner that
preserves equitable access to MA services.” The agency
also asked for commenters’ input on the guardrails.

However, in the final rule CMS declined to follow
through on these guardrails. The agency only noted
that it wanted “to acknowledge the broad interest in
regulation of Al and will continue to consider the
extent to which it may be appropriate to engage in
future rulemaking in this area.”

The pullback may simply be due to the change of
administration between the Biden-era proposal and the
Trump-era final, or a simple acknowledgment that data
is so far lacking.

“These kinds of rules generally lag a bit behind
periods of innovation,” says Jessica Wagner, COO at
RXNT, a health care software technology company in
Annapolis, Md. “Agencies like HHS and the FDA are
still in the process of understanding AI’s potential and
building frameworks for its fair, equitable and trustwor-
thy use.”
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But during his confirmation hearings, Oz told
senators who asked about possible Al use in prior
authorization by Medicare Advantage plans that “we
should be using Al in the agency to be able to tell what
insurance companies are doing with their AL.”

This suggests that CMS wants to promote rather
than restrain Al use in prior authorization — and

elsewhere.

“You either put the guardrails in place and then
you move forward, or you don’t,” says Kristen Swift, a
partner with Kaufman Dolowich in Wilmington, Del.,
“and then, based on what happened without them, you
reverse-engineer some type of a rule to address what-

ever problems come up.”

“Al [applications] are meant to streamline health
care, make it more efficient and affordable,” Swift
adds. “Just looking at what the administration has done
so far, the party line is that they’re focusing on what
would improve efficiency in government. So, Al tools
would come under that umbrella.” — Roy Edroso (roy.

edroso@decisionhealth.com) &
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