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In a recently published study (/) that compared '8F-fluciclovine
with 8Ga-PSMA 11 for detecting early biochemical prostate re-
currence, Calais et al. provide a trial profile that includes a small,
interesting, and most likely overlooked detail. One hundred forty-
three patients were screened for eligibility, and 93 had to be ex-
cluded. Thirty-one of ninety-three patients did not meet inclusion
criteria, and 43 of 93 declined to participate. However, in 19 of 93
patients insurance denied coverage of the '3F-fluciclovine scan.

I8F_fluciclovine had received Food and Drug Administration
approval on May 27, 2016. This was followed by a Centers for
Medicare & Medicaid Services (CMS) coverage decision on Jan-
uary 1, 2017. Yet, these decisions have not swayed Aetna to cover
I8F_fluciclovine scans. Their most recent Policy #0071 (2) con-
cludes, “Aetna considers fluciclovine '8F PET experimental and
investigational for prostate cancer and for all other indications
because of insufficient evidence.”

Blue Shield, on the other hand, has made some progress: their
policy document from November 2018 (Blue Shield CA Medical
Policy — 6.01.52 (3)) states that “PET scanning with 'C-choline
and '8F-fluciclovine may be medically necessary for evaluating
suspected or biochemically recurrent prostate cancer after primary
treatment to detect small-volume disease in soft tissues.” Al-
though the language (“may be considered”) leaves much room
for coverage denial, this still represents progress.

Consistent with the overall insurance culture, CMS in 2013 also
created an unusual exception for PET imaging. It determined that
“3 FDG PET scans are covered under § 1862(a)(1)(A) when used
to guide subsequent management of antitumor treatment strategy
after completion of initial anticancer therapy. Coverage of any
additional FDG PET scans (i.e., beyond 3) used to guide subse-
quent management of antitumor treatment strategy after comple-
tion of initial antitumor therapy will be determined by local Medicare
Administrative Contractors.” Given the multiple lines of treatments
available for many cancers, these arbitrary limits are anachronistic.

Importantly, successful cancer treatments are associated with
precipitous decreases in tumor glucose utilization that are imaged
accurately with '8F-FDG PET/CT (4). Conversely, if tumor glu-
cose utilization does not decrease after a single treatment cycle,
the therapy cannot and will not work (immuno-therapy approaches
may occasionally represent an exception to this rule). Glucose
metabolic tumor activity is thus a uniquely powerful intermediate
endpoint biomarker that informs accurately about treatment failure
early during treatment (5). Given the severe side effects and exorbi-
tant costs of therapies (financial toxicity) (6), insurance companies
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should promote rather than curtail the use

of 8F-FDG PET/(CT). The perception e~
that PET/CT is expensive has been perva- Z 7
sive and debunked before (7). As PET/
CT imaging provides whole-body mo-
lecular and anatomic assessments, it is
actually very inexpensive. It accounts for
only a small portion of cancer care and
cancer imaging costs (7).

A recent study published in JAMA (8)
analyzed changes in use rates of CT,
MRI, ultrasound, and nuclear medicine
across all use sectors (not limited to
cancer). CT use increased annually by around 3% from 2010 to
2016. In contrast, nuclear medicine studies decreased significantly
(by more than 20%) in each age group and across various health
plans. For example, CT use (for all indications not only cancer)
increased from 204 per 1,000 person-years in 2000 to 428 per
1,000 person-years in 2016 whereas all nuclear medicine studies
combined decreased from 94 to 64 per 1,000 person-years. Thus,
CT use alone is around 7-fold higher than all nuclear medicine
modalities together (including high-volume tests such as cardiac
SPECT imaging). These findings underscore the low use of nuclear
medicine tests and further suggest an alarmingly low use of PET in
oncology (as PET is part of the nuclear medicine use analysis).

We thus have a toxic scenario: PET has the reputation of being
expensive, an odd notion given that standard-of-care PET/CT studies
include whole-body PET and diagnostic-quality CT studies. Never-
theless, this perception has led to further limits in 'F-FDG PET use
(lifetime cap for Medicare patients; tedious and frustrating preautho-
rization procedures for non-Medicare patients).

Aetna (9), Blue Cross/Blue Shield (/0), and CMS (/1) pride
themselves in promoting precision medicine. Determining treat-
ment responses, early, using '8F-FDG PET without limitations,
provides a simple precision oncology tool (/2). Consistently cov-
ering Food and Drug Administration—approved diagnostic tests,
such as fluciclovine PET, would go a long way toward improved
patient care (precision oncology).

The nuclear medicine community has at times been very successful
in turning the tide (National Oncologic PET Registry). Yet, we have not
completely overcome the industry’s Pavlovian resistance reflex against
PET imaging. We have (reluctantly) accepted reimbursement cuts, lim-
itations on clinical indications, vague coverage language, and evasive
insurance behavior. We have tolerated endless peer-to-peer discussions
with “experts” who are poorly informed about imaging technologies.

A recent study analyzed Organisation for Economic Co-operation
and Development—derived health-care spending data across 11
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high-income countries (/3). The United States spends 17.8% of its
gross domestic product on health care, which is almost twice as
much as the average of other developed countries. These expenses
do not translate uniformly into better outcomes. The United States has
the highest overweight and obesity levels, lowest life expectancy, and
highest infant mortality. On a positive note, smoking rates were sec-
ond lowest among the 11 countries. To achieve these mediocre out-
comes, the U.S. health-care systems spend 8% of total expenses on
governance and administration versus an average of 3% in the other
10 countries analyzed. It is thus not surprising that a large proportion
of U.S. physicians are dissatisfied with the high administrative bur-
den, paperwork, and time spent on insurance claims. Use of CT and
MRI ranked number 1 and 2, among the countries, respectively.
However, the authors concluded that “prices of labor and goods,
including pharmaceuticals, and administrative costs appear to be
the major drivers of the difference in overall cost between the United
States and other high-income countries” (/3).

Maybe insurances could focus more on “prices of labor and
goods, including pharmaceuticals, and administrative costs” when
attempting to decrease health-care spending. '®F-FDG PET, %3Ga-
DOTATATE PET (/4), and '8F-fluciclovin PET (/5), as well as all

nuclear medicine studies combined, are minor contributors to cancer
care costs. These important imaging studies should be available
without any barriers (as is the case for CT and MRI).
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