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Purpose: Despite its high cost-effectiveness, radiation oncology faces the greatest prior authorization (PA) burden of any medical
specialty. Insurance denials and resulting treatment delays have been documented across several treatment modalities, including
stereotactic body radiation, intensity modulated radiation, and proton therapy. Although insurance companies suggest that PA is
intended to control health care spending and ensure the implementation of evidence-based practice, the number of radiation treatment
plans reviewed by the PA process that result in changes is quite low. Yet, the cost to patients, providers, and the health care system is
rising.

The increased administrative work required to address the appeal process, including the development of radiation plan
comparisons, results in lost productivity of radiation staff and increased clinic costs that are not currently reimbursed. Treatment
delays from PA may elevate patient anxiety and affect their ability to enroll in clinical trials, resulting in decreased quality of care. As a
result of possible harm to patients, the Centers for Medicare and Medicaid Services developed a ruling that mandates increased
transparency of insurers’ requirements, decreased allowable time for arriving at PA decisions, and a more efficient electronic
communication system to address the time and resource burden of PA.

Methods and Materials: This article summarizes key discussions from the literature and provides recommendations to help mitigate
insurance PA strain.

Results: These recommendations broadly address the following key areas: (1) omission of PA for routine care and clinical trials, (2)
implementation of efficient, streamlined electronic peer-to-peer communication, (3) increased transparency of insurance requirements
and rationale for denials, and (4) decreased time allowances for PA decisions.

Conclusions: Policy reform focused on evidence-driven treatment coverage, reduction of the proportion of cases requiring PA, and a
simplified, timely insurance appeal process is necessary to ensure optimal cancer care for patients requiring radiation therapy as part of
their cancer journey.

© 2024 Published by Elsevier Inc. on behalf of American Society for Radiation Oncology. This is an open access article under the
CC BY-NC-ND license (http://creativecommons.org/licenses/by-nc-nd/4.0/).
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treatment in the United States.” This statistic is in stark
contrast to the 18% to 20% for chemotherapeutics/biolog-
ics and 11% to 13% for surgeries.’ Despite its high cost-
effectiveness, radiation oncology faces the greatest prior
authorization (PA) burden of any medical specialty.’
Before treatment initiation, PA determines which treat-
ments will or will not be covered based on factors includ-
ing treatment necessity, evidence backing for a given
indication, and alignment with insurance company poli-
cies. Steps typically include physician request for certain
treatments; case-by-case review by insurance companies
with a decision to approve, deny, or ask physicians for
further information; and any appeals including peer-to-
peer (P2P) meetings with insurance company representa-
tives after a denial.” When a treatment gets denied, a phy-
sician may appeal for desired treatment, or patients may
proceed with a nonpreferred therapy, pay out-of-pocket,
or choose not to get radiation.

Although insurance companies claim to implement PA
to control health care spending and ensure implementa-
tion of evidence-based practice, the American Society for
Radiation Oncology (ASTRO) surveys have consistently
named PA as the top challenge for clinics.” Ninety-three
percent of radiation oncologists in a nearly 700 partici-
pant survey stated this process has delayed their patients
from receiving life-sustaining treatments, with 31% of
participants reporting an average treatment delay of
>5 days.” Insurance PA can lead to decreased quality of
care by creating treatment delays, elevating patient anxi-
ety, and compromising productivity of radiation oncology
practices. Moreover, PA delays and insurance denials lead
to the use of less-conformal treatments and affect clinical
trials.

Although the 2001-2005 Medical Expenditure Panel
Survey indicated the average annual number of patients
with cancer with Medicare at 5.5 million versus with pri-
vate insurance at 7.3 million, private insurers are respon-
sible for the majority of insurance denials and insurance-
related delays for radiation treatments.”'> Although
Medicare sets some predefined coverage limits based on
patient disease, Medicare does not require PA for RT."”
Meanwhile, Medicare Advantage, which is required to
provide at least the services Medicare covers, often gate-
keeps treatments through a PA process similar to private
insurance."*

This article outlines the impact of PA and insurance
denials on patients, clinics, treatment planning, and
patient enrollment on clinical trials. It also provides rec-
ommendations for easing the burden of PA as summa-
rized in Table 1.

Delays and effects on patient experience

Delivery of radiation is a time-sensitive process with
delays impacting critical outcomes. For example, each

week of delay in treatment initiation for curative-intent
treatments for early-stage cancers is associated with an
increased absolute mortality risk of 1.2% to 3.2%, accord-
ing to an observational study of 3,672,561 patients.'” In a
study of 697 cases requiring PA, the mean delay for initia-
tion of radiation treatments was 12.1 days, and even
among plans approved without image guided radiation
therapy (IGRT), there was a mean delay of 9.8 days.'® In
15 cases, the delay was >20 days.'® In a study of 196
patients whose treatments were initially denied, treatment
was delayed in 36.7% with a mean delay of 7.8 days and a
range of 1 to 49 days.®

In an anonymous patient survey regarding PA for any
oncologic care, despite the majority of respondents
reporting being personally involved in fixing PA issues,
most responders noted delays in recommended services.'”
A total of 73% of delayed services were delayed >2 weeks,
and 22% of survey participants were unable to receive rec-
ommended care because of denials.'” The PA experience,
including PA delays and patient time spent involved in
the PA process, was described as “bad” or “horrible” by
most patient responders and caused increased anxiety
and decreased trust in their health care systems and insur-
ance companies.'” The pervasive stress that patients expe-
rience is demonstrated by the fact that almost three-
fourths of 2019 ASTRO physician survey respondents
reported that their patients regularly express concerns
about PA delays.”

To combat these delays and associated detrimental
effects on patients, some legislative changes are being
implemented such as the Centers for Medicare and Med-
icaid Services (CMS) Interoperability and Prior Authori-
zation Final Rule (Patient Access Final Rule) effective in
2026, which requires federally regulated insurance plans
such as Medicare Advantage and Medicaid to respond to
urgent PA requests with approval or denial within
72 hours and nonurgent plans within 7 calendar days.'*'"”
For affected insurance plans, this ruling should signifi-
cantly expedite the time involved in waiting for a PA deci-
sion. Starting 2027, CMS will also require payers to
establish an application programming interface including
an online PA progress tracker portal for patients, which
will further ameliorate patient anxiety while awaiting PA
decisions.”’

Impact on clinics

Participants in a physician-directed survey of 300
oncologic providers indicated that if the time and resour-
ces devoted to PA were to be redirected, most providers
believe that their health care system would focus on
increasing the number of patients treated, advancing
research, and building up palliative care, outpatient, and
supportive care services.”' According to the ASTRO 2019



Table1 Summary of proposed prior authorization (PA) changes

Change

Description

Potential positive ramifications

Downsides of proposed solution

and clinical trials

GOLD CARD Act

Streamlined electronic communi-
cation systems

Increasing insurer requirement
transparency

Decreasing allowable time for PA
decisions

Standardization of PA for private
insurance plans

Elimination of PA for routine care

For standard of care cases and for
patients enrolling on clinical trials,
establishing an insurance autoap-
proval system

Autoapproval of treatments for
physicians meeting specific PA
approval metrics

Electronic systems for PA that use
standardized forms, as discussed in
acts such as the Patient Access
Final Rule and the Improving
Seniors’ Timely Access to Care
Act. Additionally, allowing for
electronic communication plat-
forms for P2P instead of the tradi-
tional phone call

Requirements of the Patient Access
Final Rule that insurers provide
transparent rationales for treat-
ment denials

Requirements of the Patient Access
Final Rule that insurers decrease
time to PA decision to 72 hours for
urgent plans and to 7 calendar
days for routine care

Extending the CMS Final Rule to
private insurers

Decreased administrative burden
and delays from PA for most cases,
reduced PA cost, increased ability
of clinical trials to recruit sufficient
patients for primary endpoints

Decreased administrative burden
and delays from PA, decreased
friction between physicians and
insurers, reduced cost of PA

Decreased administrative burden
and delays from PA and P2P, long-
term decreased cost to health care
system

Decreased futile PA requests,
increased provider awareness of
acceptable indications for a given
treatment

Decreased PA delays

Decreased delays in PA, increased
efficiency in the processing of PA
requests by clinics, increased
equity of care across insurers

Debates over what qualifies as routine
care, fewer double checks for safety of a
clinical trial for a given patient

May unduly influence physicians’ treat-
ment decisions

Initial costs to insurers of implementing
these changes, potential miscommuni-
cation through electronic platforms for
pP2P

May encourage cookie-cutter denial prac-
tices that do not take into account spe-
cifics of a given case

Challenging without increasing automa-
tion of PA process

Initial costs to insurers of implementing
changes, need for strict policy enforce-
ment because of lack of positive incen-
tives for insurance companies

Abbreviations: CMS = Centers for Medicare and Medicaid Services; P2P = peer-to-peer.

A60]0>uQ uoneIpEeY Ul SIOURAPY

5z0Z Aenuer

£6ojo>uQ uoneipey ui uoneZIIOYINY Iolid



4 J. Gracie et al

Advances in Radiation Oncology: January 2025

physician survey, 17% of radiation oncologists divert
>10% of their patient care time to responding to PA con-
cerns, over a third spend 5% to 10% of their workday on
PA, and almost two-thirds had to hire additional staft in
the prior year to keep up with the demands of the PA
process.”

This time devoted to PA process is a hefty expense bur-
den on clinics. Through time-driven activity-based cost-
ing at a singular academic medical center, PA annual
department costs were estimated at $491,989 with subse-
quently approved treatments accounting for 94% of these
estimated costs.”” Because a mere 6% of costs associated
with PA were for plans that insurance companies ulti-
mately denied coverage, the vast majority of cases are
likely appropriate treatments for which a PA process is
unnecessary. The time and cost burden for all events
ranged from 51 to 95 minutes and $28 to $101, whereas
P2P discussion ranged from 92 to 95 minutes and $75 to
$101, respectively.”” For each case, Financial Clearance
Specialist requirements ranged from 48 to 54 minutes and
$21 to $23, whereas Attending Physician requirements
ranged from 2 to 28 minutes and $6 to $71, respectively.”’
Although this analysis does not take into account the
additional time and cost burden of comparison plan gen-
eration by dosimetrists and medical physics, conservative
extrapolation from this single institution would suggest
annual national PA treatment costs to be $40,125,848 for
all academic practices with subsequently approved PAs
making up 86% of that at $34,632,620.”

Some additional frustrating challenges to clinics posed
by the PA process include interruptions to clinic flow,
unfruitful P2P discussions, and lack of transparency over
what companies are willing to cover or their reasons for
denial. Moving back patient treatment start dates because
of PA delays creates extra logistical challenges with the
overall radiation treatment schedule and with aspects
such as coordination of patients’ systemic therapies, lodg-
ing, and transportation. Physicians are often interrupted
during other obligations to participate in P2P discussions
because of insurance companies or their associated Radia-
tion Oncology Benefits Managers (ROBMs) only offering
broad time ranges or inconvenient and inflexible times
during clinic hours during which they will call for the P2P
discussions. Additional options for communication by e-
mail or an electronic portal as part of P2P conversations
instead of reliance on the traditional phone call would
decrease the time physicians spend away from patient-
facing care. Moreover, although the expectation for a P2P
is to meet with a radiation oncologist peer knowledgeable
in the literature pertaining to the proposed treatment,
44% of physicians who responded to the ASTRO 2019
survey said they are typically scheduled to meet with non-
specialist peers.” A similar concern that arises is speaking
with peers who are incapable of reversing denials because
of company policy, regardless of evidence backing a treat-
ment. In providing an option for P2P review, insurance

companies and ROBMs need to commit to hiring appro-
priate specialty-matched peers and to making any hidden
regulations such as those that prohibit approval of certain
treatments for certain indications publicly available. Any
denial, whether initial or after P2P, should be clearly
explained.

To improve costs, efficiency, and experiences for
patients and medical personnel, electronic communica-
tion for the PA process is showing promise, but the adop-
tion of the automative PA process is low, with only 21%
of PAs being fully electronic across medical specialties.””
Through reducing administrative costs, increasing net
promoter scores, and allowing patients to receive care
with fewer delays and denials, nationwide implementation
of transparent electronic communication methods is
expected by the 2021 Council for Affordable Quality
Healthcare Index to save the United States $437 million a
year.”

The CMS Patient Access Final Rule, in addition to
decreasing the time to PA decision, proposes standardized
PA forms across insurers and an electronic PA process
versus relying on faxing or mailing forms.'” These meas-
ures should help decrease clinics’ time on the PA process.
This ruling also aims to increase transparency of the PA
process for federally regulated insurance plans by requir-
ing insurance companies to make their PA requirements
publicly available, to provide specific rationales for deni-
als, and to report PA metrics."”

Similarly, the Improving Seniors’ Timely Access to
Care Act, which initially passed the House on September
14, 2022, but was rejected by the Senate, is now being
reintroduced to the House of Representatives for consid-
eration after passing the House Ways and Means Com-
mittee.”* This act that applies to seniors with Medicare
Advantage plans would require insurers to report PA uti-
lization, denials, and approvals to CMS to encourage the
adoption of evidence-based guidelines.”* The act also
seeks to increase insurance coverage transparency,
decrease care delays, and facilitate communication by
implementing an electronic PA process.”* Although
guidelines developed using federally regulated insurer PA
metric data could also serve as a benchmark for private
insurer PA practices, without an extension of a mandate
such as the Patient Access Final Rule to private insurance
plans, private insurers are unlikely to change their PA
practices to reduce patient delays and clinical burden.

PA concerns by treatment modality

The PA process is most cumbersome for complex
treatment modalities such as intensity modulated radia-
tion therapy (IMRT), stereotactic body radiation therapy
(SBRT), and proton therapy. These therapies, which are
often more expensive, are most susceptible to being
flagged during PA for denial or requiring further
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information from physicians prior to a decision. There-
fore, delays during the PA process are more likely for
plans using these modalities. Treatment delays because of
PA are correlated with commercial insurance programs
for IMRT, SBRT, and proton therapy.”'"**

Because of the increased use of more expensive radiation
modalities in recent years, private insurance companies
have started contracting ROBMs, which conduct PA
reviews for radiation services to help control costs while
screening for medical necessity and appropriateness accord-
ing to evidence-based guidelines.”® In addition to creating
more layers of administrative complexity to the PA process,
the main downside of ROBMs is that radiation oncologists
typically weigh in several factors that ROBMs may not
account for, such as a patient’s goals, comorbidities, prior
response to cancer-directed therapies, anatomy, and tumor
characteristics when choosing a preferred treatment. There-
fore, although ASTRO supports the development of trans-
parent, professional guidelines with peer review, ASTRO
opposes restrictive guidelines of ROBMs that oversimplify
medical decision-making for individual patients and dis-
credit the professional judgments garnered through patient-
doctor relationships.”®

Because treating physicians pick up on denial trends
for insurers or receive certain pushback from ROBMs,
even if not explicitly stated as an indication for denial per
company policy, physicians may stop trying for approval
of their preferred modality for a given indication.
Although the link between radiation oncology treatment
prescribing patterns and insurance barriers is currently
underexplored in the literature, in the broader health care
landscape, a 2020 cross-sectional online survey showed
that clinical practices were affected by the perceived likeli-
hood of PA being required, insurers’ clinical documenta-
tion requirements, and difficulties communicating with
insurance companies.”” In this report, a fourth of physi-
cian respondents admitted to modifying diagnoses, and
three-fourths relayed that they often avoid evidence-based
newer medications to circumvent PA process road-
blocks.”” Moreover, more than a third of respondents
reported that they altered medications to prevent treat-
ment delays because of insurance PA.”” Given the high
PA burden inflicted on radiation oncology clinics espe-
cially for IMRT, SBRT, and proton therapy, it is likely
that clinical practice is being unduly influenced by PA.
Physicians shaping treatment decisions to conform to
insurance coverage trends against their own medical judg-
ment may result in unequitable patient care and lead to an
underrepresentation of treatment denials.””

IMRT

The presumed overuse of IMRT poses a financial con-
cern for insurers, so to allay fears of overpayment, compa-
nies often require a comparison of a three-dimensional

(3D) plan to an IMRT plan prior to authorizing IMRT.
These comparison plans, which are not intended for use
on patients but are solely designed to prove the superior-
ity of the desired IMRT plan, require considerable time to
develop on the part of physicians, dosimetrists, and medi-
cal physicists, leading to further delays in care and disrup-
tions to clinical workflow. To discourage reliance on
comparison plan generation and other time-consuming
processes, current procedural terminology billing codes
could be developed to account for the time radiation
oncology clinics spent on PA including the generation of
treatment comparison plans.

In a study evaluating potential delays in care of 91
patients receiving 3D-conformal radiation therapy (3D-
CRT) and IMRT, the average time of computed tomogra-
phy simulation scan to treatment start was 9 days if no
plan comparisons were needed and 11 days for those
requiring comparisons.”® Other studies have also investi-
gated treatment delays related to PA for IMRT. Treatment
delays because of P2P reviews in 270 patients with lung
cancer treated with curative-intent RT yielded a median
delay in treatment at 7 days compared with 0 day for
patients where P2P was not required.”” Another study
analyzed the effects of insurance authorization require-
ments on 21 IMRT cases with 5 different insurance car-
riers.”” IMRT was approved in 19 of the cases with a
median time for authorization of 21 days and median
time from request to treatment initiation of 26 days.”
During the delays, 21% showed measurable tumor pro-
gression, 5% were restaged, and 5% developed a threat-
ened bronchial obstruction.”

SBRT

SBRT techniques also use several time-sensitive steps
with delays, such as obtaining insurance PA, impacting
clinical outcome. In a study of 1,534 patients, factors that
influenced time to patient simulation included treatment
site, fractionation request, and insurance type.” SBRT
cases involving the brain (mean, 3.8 days), lung (3.4
days), and spine (4.0 days) were approved faster than
those involving the prostate (12.0 days).” This long delay
for prostrate SBRT is unusual given that in cases of pros-
tate radiation the alternatives to SBRT, including moder-
ately hypofractionated and conventionally fractionated
regimens, are significantly more costly to insurers than
SBRT.” Single fraction (mean, 3.8 days) was approved
faster than cases with 2 to 5 or >5 fraction sizes (10.2
days).” Overall, stereotactic radiosurgery/SBRT (mean,
2.0 days) took slightly longer for insurance authorization
than 2D plans/3D-CRT (1.9 days), but less time than
IMRT/IGRT (2.9 days).9 Of these patients, 36.1% had
commercial insurance (mean time to authorization,
scheduling and confirming simulation, 2.2 days), 24.4%
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had Medicare (simulation, 0.9 days), and 1.4% had Med-
icaid (simulation, 2.0 days).9

Perhaps the delays to PA decisions for SBRT stem
from insurance payers being conflicted concerning the
necessity of SBRT for different indications. After the
update of ASTRO’s SBRT model policy, 77 payers with
SBRT policies were identified, and the proportion of
payers deeming SBRT a medical necessity was 97% for
primary lung cancer, 91% for spine reirradiation, 68% for
prostate cancer (68%), 66% for radioresistant spinal
metastases, and 66% for primary liver cancer.”’ Current
policies are beginning to align with ASTRO’s model poli-
cies, but national benefits managers and national payers
are still covering more indications than regional payers,
signaling needed improvements at the regional level.”'

Proton therapy

Proton therapy is used in 44 active United States cen-
ters with an additional 7 under development.’” A growing
body of clinical trials supports proton therapy’s adoption
for various disease sites, and numerous additional trials
are under active accrual.’”” Although proton therapy can
offer improved sparing of adjacent healthy tissue with
preserved target coverage compared with SBRT or
IMRT,* its indications are still less defined, and there is a
substantial increase in cost transitioning from photon to
proton plans.”* Consequently, higher appeal and denial
rates for proton therapy would be expected. However, the
differences in denial rates between private insurers and
public insurers observed in multiple studies are unex-
peCted.](}-12’35)36

Some studies in specific disease sites illuminate the dif-
ferences in insurance denials between public and private
insurers. A study of patients with esophageal cancer noted
patients with private insurance experienced more denials,
even post-appeal.'’ Meanwhile, a study of patients with
thoracic malignancies revealed that Medicare insurance
and secondary insurance were associated with increased
initial approval for proton therapy, with no other factors
examined—including disease site, inquiry year, diagnosis,
or fraction number—being correlated with upfront
approval.”® The final approval rates in this thoracic popu-
lation were not significantly linked to specific insurance
carriers but were positively correlated with curative intent
and reirradiation cases.’® Of the 623 patients with tho-
racic malignancies, 513 were approved for protons with
433 upfront approvals, and 126 entered appeal with 80
approved (63.5%).° The median approval time was
5 days without appeal versus 13 days for denial and
19 days with appeal.”

Appeal outcomes in a patient cohort with thoracic or
head and neck cancers found that Medicare was again a
strong predictor of initial approval with 91% of Medicare
patients’ treatments being approved on initial request

(median, 3 days), compared with 30% of privately insured
patients’ treatments (median, 14 days).'” A total of 306
cases were denied with 276 appeals and 189 ultimately
overturned (median, 21 days).'” Submission of compari-
son plans of proton versus photon was unexpectedly asso-
ciated with increased denials as was prescribed dose >66
Gy."?

One study examining a broader cohort of 612 patients
(554 adults, 58 pediatrics aged <21 years) with multiple
cancer types from April 2016 to June 2017 oddly did not
see differences in overall insurance approval rate based on
patient age, disease site, or type of insurance and had an
exceptionally high overall approval rate of 94%.”” How-
ever, median decision time was 39 days for those with
denials versus 6 days for approvals, and 49 patients expe-
rienced delays of >60 days.”” Moreover, a separate analy-
sis found that 64% of adult patients faced initial denials
for proton therapy, and 32% remained denied following
appeal.’® Reirradiation cases had a 57% initial denial rate,
and those considered for randomized phase 3 trial enroll-
ment had an even higher 64% initial denial rate.”® From
2015 to 2018, initial denials rose from 55% to 74% signify-
ing growing barriers to proton therapy approval.”® The
average treatment delay was 3 weeks for those requiring
appeal with 19% of those denied abandoning radiation
treatment altogether.’® As the number of proton therapy
centers worldwide continues to expand, it is imperative
that insurance coverage policies be updated to minimize
these extensive delays from proton therapy insurance
denials, which are significant predictors of worse
outcome.””

A couple of studies have tried to promote ethical allo-
cation of proton therapy through developing scoring sys-
tems to quantify the utility of proton therapy on a case-
by-case basis, and ASTRO has a frequently updated pro-
ton therapy model policy that can help inform coverage
decisions.”’ Such systems, if employed by insurers and
ROBMs as screening tools, may cut down on long delays
and minimize unwarranted denials. One point-based tri-
age system was used to predict initial approval for proton
therapy, stratified cases by the anticipated benefit of pro-
tons.” Scoring >15 points on the triage scale—which
assigned points for clinical advantage, strength of evi-
dence, survival expectancy, performance status, and
research protocol enrollment—correlated with higher ini-
tial insurance approval.”® The patient median age of
54 years and having Medicaid and no third-party insur-
ance were linked to a higher overall approval likelihood.*
Another study reported that their expert panel-derived
scoring system is also predictive of increased insurance
approval.'’ For patients with ultimately approved proton
plans, 93% were on Medicaid, 88% had Medicare, and
78% had private insurance.'’ The median response time
for denials was 12 days, with private insurance or third-
party coverage significantly increasing the likelihood of
final denials."
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The higher incidence of proton therapy denials by pri-
vate insurers, as opposed to Medicare, highlights the need
for legislative intervention to incentivize private insurers
to reconsider overly restrictive coverage policies. Because
private insurance predominantly serves a younger demo-
graphic than Medicare, this disparity in access to proton
therapy disproportionately impacts young and middle-
aged patients. At least as many proton therapy approvals
for privately insured patients as Medicare patients would
be expected, especially because these individuals typically
have a longer expected remaining lifetime to be burdened
by toxicities inflicted by less-conformal treatments.

This age rationale for proton therapy has classically
been applied to pediatric malignancies, with adolescent
cancers yielding more initial denials and fewer final
approvals for toxicity-sparing modalities on and off
trial than for young children. For example, only 9% of
the pediatric patients in one analysis were initially
denied proton therapy but were all subsequently
approved after appeal, and PA did not delay treatment
start.”® Meanwhile, an analysis of 157 combined pedi-
atric plus adolescent patients found that pediatric
requests for proton therapy were approved day one
100% of the time without appeal (median 3 days)
whereas adolescents were significantly less likely to be
approved upfront without appeal (median 10 days
without appeal versus 12 days with appeal). *'

Insurance denials’ impact on treatment
planning

Although many radiation oncology treatment denials
by insurance are overturned through appeal, for some
cases there is no option for appeal and others require
changes to modality, dose prescription, or daily setup
imaging. For example, although insurance approvals for
intensity modulated proton therapy (IMPT) in patients
with thoracic malignancies in one study yielded a nearly
90% insurance approval rate with 80% avoiding P2P and
appeal processes, P2P was available in less than half the
patients denied with <30% success rate after the
appeals.”” Another analysis examining deidentified billing
record cases of 1,620 patients over a 7-month period
revealed that 43% of cases required PA, and 17.6% were
denied and sent for P2P review.'® A total of 69.1% of
denials were overturned during P2P review without alter-
ing prescriptions, 4.1% were overturned without
requested IGRT, 4.1% were approved for downgraded
modality, 4.1% were denied and RT abandoned, and 1.6%
of the results were unavailable.'®

In 206 cases of initially denied radiation requests, com-
mercial insurance payers made up 96.6%, with only 3.4%
of denials being from Medicare/Medicare Advantage.” A
total of 61.1% of denials were approved without change

after P2P review, insurance change, external appeal, and/
or employer request, whereas 9.2% proceeded with treat-
ment without authorization by departmental administra-
tive clearance.® Moreover, 27.2% were approved only
after insurer-requested modifications were made to RT
technique and/or prescription dose.” In 21 cases with a
decrease in prescription dose, a median decrease in bio-
logically effective dose was 24 Gy.® In 58 cases with RT
technique change, 34.5% changed from IMRT to 3D-
CRT, 27.6% SBRT to 3D, 25.9% SBRT to IMRT, 10.3%
SBRT to 2D, and 1.7% 3D to 2D.® Therefore, in this analy-
sis, denials led to the utilization of less-conformal treat-
ment techniques and decreased prescription doses.

Although many PA cases are approved without
change, time and resources are still lost; therefore, policy
change is needed to bypass the PA process for physicians
deemed as using medical resources judiciously as part of
evidence-based clinical practice. If radiation oncology
services were included in the “Getting Over Lengthy
Delays in Care as Required by Doctors Act of 2022,”
dubbed the “GOLD CARD Act,” radiation oncologists
would be able to bypass the Medicare Advantage PA
requirements if at least 90% of their prior requests during
the previous 12 months were approved.”” The GOLD
CARD Act would free physicians of the PA process and
allow them to use the time to meet the needs of their
patients without delays. Although average insurance
approvals for radiation are close to this cutoff of 90%, a
theoretical risk of the GOLD CARD Act is that physicians
may consciously or subconsciously curb their practice
patterns to qualify for the exemption or in response to
receiving the exemption, which is likely why policies such
as this have not been widely adopted.

Insurance denials’ impact on clinical trials

In addition to PA’s impact on routine care, insurance
denials present barriers for patients on clinical trials that
hinder advancements in radiation oncology. The Secre-
tary of Human Health and Services in 2000 authorized
Medicare coverage for medical complications and routine
care for patients taking part in clinical trials.”* Moreover,
Section 2709 of the Patient Protection and Affordable
Care Act prevented denial of coverage for routine care
during approved clinical trial participation across insurers
but did not apply to Medicaid plans or any grandfathered
health insurance plans or to investigational RT treat-
ments.” Starting January 2022, as part of an amendment
to the Social Security Act, Medicaid is required to cover
routine care for patients enrolled in qualifying clinical tri-
als.” However, some insurers still use investigational
treatment exemption to justify lack of coverage during
therapies such as SBRT or proton therapy despite their
long-term use and often favorable side effect profiles.
Although insurance companies attribute treatment
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denials to lack of evidence for given treatment modalities
in certain disease sites, 18% of National Clinical Trials
Network (NCTN) trials between 2000 and 2011 had inad-
equate patient accrual to be able to answer trial questions
and oncologic clinical trial enrollment has typically
included only 2% to 4% of adult patients with cancer.””**
Denials pose extra patient accrual challenges, thus extend-
ing the completion time and costs of trials seeking to
address the degree of benefit from these therapies.

Although data are limited on the impact of SBRT deni-
als on clinical trial accrual, in a study of 15 eligible
patients for the Spine Patient Optimal Radiosurgery
Treatment for Symptomatic Metastatic Neoplasms phase
2 trials comparing SBRT regimens with 1 fraction external
beam radiation, 3 patients experienced insurance denials
with P2P assessment resulting in reversal of all 3, allowing
all to remain in the trial.*’

In the case of clinical trials involving proton therapy,
the decreased approval rate for younger patients com-
pared with older patients because of insurance coverage
has meaningful implications for the fidelity of clinical trial
results. In a simulated randomized clinical trial compar-
ing proton therapy with IMRT in which insurance denial
rates were higher for the proton group, the researchers
assumed insurance denial was possible in patients aged
<65 years and hypothesized that the denials lead to bias
and loss of statistical power when using intent-to-treat
analyses.” In their study of 300 patients, the researchers
found that insurance denials lead not only to misclassifi-
cation bias in intent-to-treat analysis but also to missing
data problem in per-protocol analysis and covariate
imbalance between treatment arms in as-treated analy-
sis.”’ Denials force critical appraisal of features such as
age, which influences clinical success.

Conclusions

PA, designed to lower health care cost by deterring the
use of treatments that do not represent evidence-based
practice, has become a counterproductive strategy, leading
to treatment delays and increased administrative work-
load. The negligible impact on the majority of treatment
plans, coupled with significant costs and burdens, calls for
the elimination of PAs for routine care as well as other
burden-reduction strategies such as the GOLD CARD
Act and an automated PA system with fewer administra-
tive hurdles and tighter authorization decision deadlines.

Private insurance companies are responsible for the
majority of PA concerns, and in a given hospital network,
there are typically multiple commercial insurance pro-
viders with widely differing PA requirements.’" Efforts to
standardize the PA process for private insurance plans are
needed to decrease administrative burden devoted to
interacting with various insurance companies and to
insure equitable access to care for patients.”” One way to

streamline the process is to extend to the private insur-
ance sector the PA policy changes that are proposed for
federally regulated plans such as the GOLD CARD Act.
When physicians requesting complex treatments do not
qualify for PA exemption under the GOLD CARD Act, a
second way to reduce delays and alleviate the administra-
tive load of PA would be to implement the streamlined
electronic system as envisioned in the Improving Seniors’
Timely Access to Care Act or per the Patient Access Final
Rule in 2026. Moreover, insurers must support clinical
trial participation and provide transparent, evidence-
based rationales for treatment denials as well as shift to
electronic communication for peer-to-peer reviews to fur-
ther reduce disruptions. Comprehensive policy focused
on evidence-driven treatment coverage, reduction of the
proportion of cases requiring PA, and a timely insurance
appeal process is necessary to ensure optimal cancer care
for patients requiring RT as part of their cancer journeys.
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