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EXEGUTIVE SUMMARY

Over the past 50-plus years, there have been enormous advances in
understanding the mechanisms that cause blood cancer. As a result,
new and groundbreaking treatments have led to significantly improved
overall blood cancer survival rates, which in some cases have more than

doubled over the past 50 years!

Problem

Patients’ odds of surviving blood cancer often
hinge on their ability to access specialists who can
evaluate, diagnose, and treat them with optimal
treatments as quickly as possible. But too often,
patients encounter roadblocks that prevent them
from accessing the best care and, in some cases,
benefiting from incredible advancements. Recent
data reveal continued disparities in outcomes for
minority populations in particular.

Accessing medically necessary and high-quality
blood cancer care in the United States is a pro-
cess that remains overly complex and contingent
on factors that are steeped in systemic, socioeco-
nomic, and racial disparities. Numerous factors
impact access, but a fragmented insurance system
and similarly fragmented federal and state policies
that set the rules for that insurance system are
major contributors. Studies have noted the impact
of narrow networks, which can restrict access to
some specialty care providers such as hospitals
designated as “cancer centers” or “comprehensive
cancer centers” by the National Cancer Institute
(NCI). Narrow networks are increasingly common

in commercial insurance plans in the individual

and group markets and in Medicaid-managed care
organizations (MCOs).? Studies have also shown
that cancer patients with certain types of insurance,
such as Medicaid—which covers low-income people,
a disproportionate share of whom are people of
color—are more likely to experience worse mortality
rates.® These disparities in coverage and access
contribute to significant inequities by income, race,
ethnicity, and other factors.

In the past three-plus decades, we have
seen an explosion of new therapies, includ-
ing immunotherapy (such as CAR T-cell) and

other personalized medicine approaches that
target therapies to an individual based on a
range of phenotypic and genomic factors.

The policy frameworks? that govern insurance have
not kept pace with advances in cancer treatment,
and they continue to contribute to systemic inequi-
ties that prevent access to high-quality blood cancer
care. Recent efforts by federal regulators to update
access-related standards still fall short of ensuring
equitable access to quality blood cancer care for
all. And some elements of these frameworks have
remained largely unchanged for decades. Meaning
consumers still struggle to navigate their options
when purchasing a plan and access medically ap-
propriate treatment when a diagnosis is received.

New Research

This report offers nine recommendations in five re-
form pathways for state and federal policymakers to
consider, as they work toward developing insurance
regulations that advance a more equitable system
of care—one that enables patients with blood cancer
to access appropriate treatment and that maximizes
the potential for long-term survival. Each of these
reform pathways addresses specific deficiencies in
the current insurance policy frameworks, and each
is critical to pursue in order to ensure a more equi-
table coverage landscape for patients and families.

a We use the term “policy frameworks” to capture both legislative
and regulatory authorities and issues.
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Through real patient stories and anecdotes from
stakeholders involved in blood cancer care, this
report reveals the complicated—and often inequi-
table—journey confronting patients and families as
a result of the complexities outlined above. The
project team collected and analyzed more than 25

of these stories, which illustrate how policy frame-
works within and across payer types are falling short
of meeting patients’ needs. Interviews with cancer
care providers, including NCl-designated cancer
centers, rounded out perspectives on the treatment
access challenges.

Summary of Policy Reform Recommendations

Pathway 1:
Addressing Burdens Posed
hy Inadequate Network Standards

Recommendation #1: Strengthen the
minimum standards for in-network
access to cancer providers.

Recommendation #2: Require plans
to offer specialty cancer care providers
and facilities in their networks.

Recommendation #3: Strengthen
coverage standards for second opinions
and access to treatment based on
second-opinion recommendations.

Recommendation #4: Require plans to
streamline their clinical trial enroliment
processes and cover all patient costs
associated with trial participation.

Pathway 2:
Eliminating Administrative Red Tape
Barring Access to Treatment

Recommendation #5: Streamline prior
authorization and appeals processes.
Require plans to link coverage decisions
to established clinical guidelines.

Pathway 3:
Reducing Administrative Hurdles
of Seeking Out-of-State Care

- Recommendation #6: Streamline access to
out-of-state treatment.

Pathway 4:
Increasing Transparency of Plan Network
Composition and Performance

- Recommendation #7: Strengthen reporting
requirements and monitor performance re-
lated to plan networks and access to care:

- Reporting on and monitoring appeals,
grievances, and fair hearings.

- Reporting on and monitoring utilization.

Pathway 5:

Elevating Patient-facing Support
for Plan Selection and Navigation
of Coverage and Treatment

- Recommendation #8: Enhance minimum
standards for network composition
disclosure and provider directories.

- Recommendation #9: Ensure patients
and consumers have access to unbiased,
independent patient-advocate and
navigator supports.
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PATIENT PERSPEGTIVE

kk This experience has forever changed
the way | look at health insurance yy

In 2019, J.Js 9-year-old son, Mason,
was diagnosed with T cell Acute Lym-
phoblastic Leukemia and immediately
admitted to Children’s Hospital of Los
Angeles (CHLA) to begin chemother-
apy. At the time, J.J. was a television
producer in between jobs, and her
wife was starting up a company and
lacked income or benefits. As a
result, the family had health coverage
through Medi-Cal, California’s Medic-
aid program.

Mason went through a difficult eight
months of chemotherapy, and J.J.
devoted herself to taking care of him and their
6-year-old daughter, so she could not return to
work. Mason entered remission, and he began what
was to be a three-year maintenance chemotherapy
plan. The family was attempting to get back to as
normal as possible, when in June 2020, in the midst
of the pandemic, Mason developed a fever and a
concerning lump on his body. Mason had relapsed,
and his doctors said he had only a 25% chance of
survival. Mason began treatment immediately.

The regimen, as J.J. describes it, was “brutal”.
Mason’s doctors went on to identify a promising
clinical trial at nearby Children’s Hospital of Orange
County (CHOC), but he was so sick he needed to

be transported by helicopter. When Mason arrived

in Orange County, he was excluded from the trial
because his liver enzymes were too high, so he was
flown back to Los Angeles. Years later, the family is
still getting bills for these trips that Medi-Cal wouldn’t
cover. Mason’s family continued to search for more
options and learned he qualified for CAR-T treatment
at Texas Children’s Hospital in Houston. However,
Medi-Cal would not cover out-of-state treatment.
Texas Children’s did not promise to treat an unin-
sured patient, J.J. said, but the doctor there said to
come anyway, and she would advocate for them.

Friends started a Go Fund Me

» | account to raise money to cov-

' er expenses, including renting an
apartment in Houston. “I don’t know
how someone without resources or
friends and family to support them
would manage,” J.J. said. Everything
about going to Texas was challenging
and required constant attention. “We
thought it would be easy to trans-

fer Mason’s routine prescriptions to
manage pain and nausea from our
California Walgreens to a Houston
Walgreens, but that was not possible.
We had to get a friend to pick up
Mason’s prescriptions in California and mail them to
us.” Ultimately, they were fortunate that Texas Chil-
dren’s wrote off the cost of Mason’s care and they
never even got a bill.

Sadly, the treatment was not successful, and Mason
wanted to come home to Los Angeles for his final
days. His family arranged for transportation through
Angel Flight, a nonprofit that provides free air
transportation for those impacted by severe illness.
Mason passed away soon after, surrounded by his
family at home.

“We have a sense of peace knowing we did ev-
erything possible for Mason,” J.J. said. “This expe-
rience, however, has forever changed the way |
look at health insurance. Now | read policies very
carefully. Medi-Cal saved us and covered everything
(except the helicopter ride), and we got excellent
care in California. The challenge was out-of-state
coverage for a treatment he could not get in-state.
It would not have been an option if friends did not
help and if Texas Children’s did not accept us. It
shouldn’t be that hard for people to get the best
treatments for their cancer.”
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IMPERATIVE FOR AGTION:
WHY THIS STUDY,
AND WHY NOW?

In 2021, The Leukemia & Lymphoma Society (LLS) published the report
“Accessing Out-of-Network Subspecialty Cancer Care in Marketplace

Plans: Key Findings from a Scan of Four States.” The report described at

a high level several challenging aspects of the coverage and treatment
journey that blood cancer patients with Marketplace plans face in accessing
medically necessary care from out-of-network providers. It also outlined
seven broad recommendations for federal and state policymakers to
consider in the design of policy and regulatory frameworks that govern
access, including those related to network adequacy standards and
consumer protections such as appeals and grievance rights.*

In this new report, we build on those findings and
recommendations in two ways. First, this report
expands the scope of the inquiry to include multiple
insurance categories that are regulated by inter-
secting federal and state regulatory frameworks. We
again consider in this report beneficiaries enrolled in
the individual market through qualified health plans
(QHPs)® and, to the extent applicable, other state-reg-
ulated commercial plans.© We also consider benefi-
ciaries enrolled in Medicaid,? specifically in Medic-
aid-managed care via managed care organizations
(MCOs), which is now the dominant delivery model

b Unless otherwise noted, QHPs refer to both State-Based Market-
place (SBM) and Federally Facilitated Marketplace (FFM) plans.

c Self-insured large group plans are excluded from this analysis
given their different regulatory landscape that involves the
departments of Health & Human Services, Treasury, and Labor.

d While the primary focus is on managed care and the provision of
care via private plans, we also note where opportunity exists in
Medicaid fee-for-service (FFS).

for Medicaid coverage across the country.® Both
these beneficiary categories represent populations
served by insurers governed by intersecting federal
and state regulatory frameworks in different ways.

Second, this report offers concrete policy reform
recommendations that federal and/or state regula-
tors should adopt to positively impact beneficiaries
and in turn blood cancer patients, as they navigate
their coverage and treatment journey to achieve the
best outcome.



https://www.lls.org/sites/default/files/2021-06/Network-Adequacy-June-2021-Final.pdf
https://www.lls.org/sites/default/files/2021-06/Network-Adequacy-June-2021-Final.pdf
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Federal and State Regulatory Authority—High-Level Summary

Medicaid. Each state administers its Medicaid program—whether fee-for-service (FFS) or managed care—
in accordance with federal standards set forth and enforced by the Centers for Medicare & Medicaid Ser-
vices (CMS). These federal standards afford states broad discretion in many elements of program design,
including network adequacy for MCOs.

Commercial Plans. As a general matter, states have the primary role in regulating commercial health
plans offered in the individual market and certain group markets (particularly small groups), although
certain federal baseline requirements apply, particularly with respect to the 27 states that rely on the
Federally-Facilitated Marketplace (FFM) as opposed to administering a State-Based Marketplace (SBM).
The health plans offered by large, self-insured employers are exempt from most state insurance laws and
subject to a more limited set of federal requirements than plans sold on the marketplaces.

Consideration of multiple payer/plan types allows us to consider where there is potential for harmoniza-

tion of policy and regulatory frameworks.

Necessity for Action to Advance Equity
People of color experience worse cancer outcomes,
including a higher incidence of cancer, later disease
stage at diagnosis, and lower rates of survival.®

While treatments continue to advance significantly,
not all patients and survivors have equal access

to treatment, including newer and more effective
treatments. Some groups—including, but not limited
to racial and ethnic minority groups, individuals with
low income, and rural residents—face substantial
social, economic, and environmental disadvantages
that hinder or prevent access to the treatment and
care they need.”®9 Further, differences in access to
care can become more pronounced as new, more
effective treatments, such as immunotherapy, be-
come available©

These disparities exist across payers and income
levels and highlight the imperative for all payers to
focus on mechanisms to improve equitable access.
That said, the Medicaid population includes those
most significantly impacted by disparities in access.
People of color are disproportionately served by the
Medicaid program. Notably, 60% of the U.S. popu-
lation as a whole, but only 15% of Medicaid benefi-
ciaries, identifies as non-Hispanic white. Meanwhile,
Black people represent 13% of the population but
33% of Medicaid beneficiaries; similarly, Hispanic
and Latino people make up 19% of the population
but represent 30% of Medicaid beneficiaries."

A 2017 study examined “multiple quality measures
across several cancer types” and concluded that
the quality of care received by Medicaid beneficia-
ries was significantly lower than the overall quality
of care received by privately insured persons, even
after accounting for demographics and stage at
diagnosis. Specifically, Medicaid beneficiaries “had
significantly lower odds of receiving recommended
radiation and/or chemotherapy after diagnosis or
surgery” for several cancers that were analyzed.?

In its 2022 CMS Strategic Framework, the agency
has stated an imperative for action on health equity
and access as linked issues that significantly affect
beneficiaries in programs that it regulates. The first
two pillars of this new strategic plan link directly

to these issues of advancing health equity and
expanding access.® We can expect CMS to act on
these issues as a regulator and to push for more
partnerships from health plans and providers to
address these issues from multiple angles.
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Changing Nature of Our Understanding
of Blood Cancer and Blood Cancer Care
Our understanding of the biology of cancer
changed dramatically with the sequencing of the
human genome in 2003, and this has led to a new
age in which more personalized therapies can be
offered to patients. Historically, doctors depended
on chemotherapy, surgery, and radiation, but today,
it is possible to analyze the DNA of a person’s
cancer cells and offer therapies designed to target
the specific mutations found. These developments
are making cures or the management of cancer as a
chronic disease more possible.

As research and available treatments rapidly evolve,
it can be difficult for physicians to stay abreast

of every advancement and evolve their practice
accordingly, which necessitates access to special-
ists who may be more aware of the latest advanced
treatments in a particular disease area.

It is also challenging for payers to stay abreast of
which new treatments should be covered in their
health plans. Payers must better understand the
unique nature of cancer as a series of different
diseases benefiting frequently from discoveries
that lead to breakthrough treatments. This requires
recognizing that cancer subspecialists are needed
for a large percentage of cancer patients and that
mechanisms need to be in place to update their
coverage policies based on the latest science.

Approach to Analysis and
Recommendation Development

This report began by documenting the lived expe-
riences of blood cancer patients and their families.
More than 25 individual patients and families volun-
teered to share their stories with the authors of this
report about navigating the coverage and treatment
journey. These stories were collected by LLS staff
who work closely with patients with a blood cancer
diagnosis and their families. Interviews with sever-
al of these patients and families were conducted

to fully document their experiences—both positive
and negative—as they navigated the coverage and
treatment journey. In addition, interviews were
conducted by the authors with eight cancer centers
from across the country, including NCI-designated
cancer centers and community cancer centers,
focused on the experience of providers in engaging
with blood cancer patients and families seeking
care at their facilities for a range of reasons (stan-
dard-of-care treatment, second opinions, clinical
trials, etc.). Primary research on the current regula-
tory landscape for individual and group commercial
insurance plans, Medicaid, and Medicaid-managed
care supplemented the interviews.



https://www.cms.gov/cms-strategic-plan
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DOGUMENTING THE GOMPLEX
PATIENT JOURNEY: BARRIERS
TO TREATMENT AND POLIGY

REFORM REGOMMENDATIONS

When an individual receives a blood cancer diagnosis, they begin a complex
journey. The complexity is rooted in the nature of blood cancer as a disease
and the landscape of treatments available across the country and around
the world. The complexity also relates to “coverage complexity”—that is,
navigating coverage, reimbursement, and the associated administrative
processes inextricably linked to a patient’s treatment journey. This means
patients and families must bear the burden of navigating parallel and linked
processes to ensure not just a positive treatment outcome but also to

prevent significant economic hardship.

The cancer coverage and treatment journey in-
volves many different steps, each of which rep-
resents an intertwining of science and clinical care
and insurance coverage policies and costs.

This report is grounded in that patient and family
experience navigating the coverage and treatment
landscape. We consider five pathways through
which improvements to the patient and family ex-
perience and more equitable access to high-quality
blood cancer care may be achieved:

- Pathway 1: Addressing Burdens Posed by
Inadequate Network Standards

» Pathway 2: Eliminating Administrative Red Tape
Barring Access to Treatment

- Pathway 3: Reducing Administrative Hurdles
to Seeking Out-of-State Care

- Pathway 4: Increasing Transparency of Plan
Network Composition and Performance

- Pathway 5: Elevating Patient-facing Support
for Plan Selection and Navigation of Coverage
and Treatment

We note that each pathway is necessary but insuffi-
cient on its own to address the totality of the issue;
rather, each pathway should be pursued by policy-
makers to address specific issues that combined,
would materially improve equitable access to medi-
cally necessary cancer care in the United States.
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FIGURE 1: HIGH-LEVEL COVERAGE AND TREATMENT JOURNEY °©
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e Appendix to this report contains a listing of technical and policy terms and definitions.
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Addressing Burdens Posed

by Inadequate Network Standards

Blood cancer patients need access to high-quality
care. But their ability to get that care is influenced
heavily by (1) the availability of those providers
within their insurance network and (2) patients’
knowledge (either firsthand or via their primary

care physician) of those specialists and treatment
options. Having access in network ensures cover-
age and mitigates the significant financial burden of
out-of-network care. In-network coverage also can
reduce treatment delays and the administrative bur-
den of requesting out-of-network care and negotiat-
ing single-case agreements. Finally, the availability
of high-quality, in-network providers can streamline
care coordination across multiple providers. Patients
need access to not only in-network primary treating
physicians (in this case, blood cancer specialists)
but also facility-based care and ancillary services
required as part of standard-of-care treatment.

Unfortunately, today, an insurance network may be
able to describe itself as having sufficient in-net-
work blood cancer specialists if it includes hema-
tology/oncology providers—regardless of whether
those providers have expertise specific to particular
diseases. For patients whose lives depend on ac-
cess to expertise regarding their specific condition,
this is insufficient. The federal standards for network
adequacy—the primary tool regulators use to ensure
adequate providers are available to beneficiaries—
fall short. The standards vary across different in-
surance categories and are insufficient to meet the
needs of blood cancer patients who require rapid
access to specialized treatment, including second
opinions and clinical trials. #1511

Network adequacy standards and related regula-
tory requirements are in transition for both QHPs in
the individual market and Medicaid managed care
plans. In April 2022, CMS finalized the Notice of
Benefit and Payment Parameters for 2023 for issu-
ers offering QHPs, which created federal network
adequacy requirements for plans offered through
the FFEM.® In addition, rulemaking is expected in

2023 that will impact network adequacy standards,
among other aspects of access in the Medicaid FFS
program and in Medicaid managed care, following
up on a CMS request for information on access
issues in the spring of 2022.

Policy Reform Recommendations

ﬂ] STRENGTHEN THE MINIMUM
STANDARDS FOR IN-NETWORK
ACCESS TO CANCER PROVIDERS.

Network adequacy standards for oncology care
continue to be defined broadly, without the level of
specificity needed to ensure the availability of sub-
specialty blood cancer care. There are no standards
for disease-specific specialty care, including blood
cancer specialty care.

1a. Create and leverage state data sources
to establish disease site-specific access
standards in blood cancer care.

Over time, state governments should evaluate avail-
able data and tools, such as all-payer claims data-
bases (APCDs) and consumer complaint records,

to establish network adequacy standards at the
subspecialty level across all payer categories.

Most states provide mechanisms for their residents
to file consumer protection-related complaints for a
range of issues across multiple industries, including
with respect to their insurance. While it is unclear
how often people may utilize this mechanism to
seek assistance when navigating issues relating to
insurance coverage, it represents a tool that states
can use for the purpose of monitoring insurance
plans over which a state has regulatory authority.

Further, under CMS’ market conduct auditing author-
ity, CMS collects complaint information and has the

authority to investigate or require an individual state
to investigate, should CMS deem it necessary. Again,
the degree to which this function is used by the pub-
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lic and in turn by CMS for monitoring issues relating
to access is unknown but represents yet another
tool to identify where potential standards for access
are falling short and to motivate corrective action.

APCDs are centralized, statewide databases that
collect and organize claims data across payer types,
including, often, individual market, small group,
large group, Medicare Advantage, Medicaid man-
aged care, and Medicaid FFS. APCDs offer policy-
makers, regulators, and researchers a unique tool
to better understand how health systems of health
are performing within a state. Eighteen states have
an operating APCD, representing a population of
103 million, and a further six to eight states have an
APCD in development, representing an additional
population of 94 million. These tools have been—or
have the potential to be—used to:

- Create a baseline understanding of state resi-
dents’ coverage, service utilization, costs, and
health, and how those measures have changed
over time.

- Support regulatory oversight of payers and pro-
viders, from compliance with network adequacy
requirements to projections for how mergers or
expansions may impact consumer costs, to sup-
porting system transparency.

- |dentify health system failures—including coverage
disruptions, excessive cost growth or provider
price variation, irregular billing practices, and
health disparities—and inform the design of strate-
gies to address them.

- Facilitate an understanding of “whole person”
needs through their ability to internally link mem-
ber data (e.g., Medicare/Medicaid dual-eligible
analyses) or bridge health and social/public health
data sources (e.g., COVID-19 long-hauler analy-
ses, opioid impact analyses).

As an example in the blood cancer network
adequacy context, states could use their APCDs

to identify a class of “blood cancer specialists,”
defined as oncologists with a threshold percentage
(e.g., 25%-50%) of their practice volume in blood
cancer, as measured by actual claims. This infor-
mation could be used to enable states to set new
standards to ensure access, including standards
for time and distance and/or wait times for multiple
subspecialties within oncology, across all state-reg-
ulated insurance categories.

New Hampshire is the first state in the country to use
all-payer claims data to support a network adequacy
approach that allows for greater transparency and ac-
countability in its review of health insurers’ provider
networks!® The state uses actual claims experience
to review carrier networks and mandate providers
for services rather than particular specialists.

At the federal level, CMS should work with states to
set a framework for utilizing APCD claims data to set
new, more specific network standards and monitor
and engage with states using these data sources

to document and then push to scale best practices
and create capacity in all states to follow suit.

1b. Align minimum time, distance, and access
requirements across insurance categories
through federal and state actions.

CMS should consider extending the new time and
distance standards that go into effect in 2023 to all
QHPs, including those on SBMs, which it declined
to do in this most recent round of rulemaking. This
change would create unified standards for access
to two classes of oncologists (medical/surgical and
radiation) and achieve closer alignment to standards
in the Medicare Advantage program.

Beginning in 2024, individual marketplace plans
on the FFM will also need to comply with wait time
standards, but these standards will differentiate
only between primary care (general), specialty care
(nonurgent), and behavioral health care.?° Similar
to the time and distance standards, CMS should
extend these to all QHPs.

Last, CMS should ensure that the new federal stan-
dards that will be promulgated this year for Med-
icaid beneficiaries in FFS or MCOs are at least as
protective of beneficiary access as those currently
developed for QHPs in FFM states.

At the state level, all states should be encouraged to
set stricter standards across their commercial markets.
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REQUIRE PLANS TO OFFER SPECIALTY
CANCER CARE PROVIDERS AND
FACILITIES IN THEIR NETWORKS.

Access to cancer care at a small general hospital
or community oncology clinic is not the same as
access to federally recognized centers that spe-
cialize in treatments for serious diseases. Some of
the most specialized treatments available to blood
cancer patients, and clinical trials, are typically
available at a smaller number of specialized cancer
care providers, including academic medical centers,
NCl-designated cancer centers, and some com-
munity-based providers with large and advanced
cancer programs. In many states, these providers
are excluded from plan networks.?' In many cases,
medically necessary blood cancer care may require
that patients travel to one of these centers that
offer specialized treatment, including clinical trials,
not available in their plan’s network or possibly not
even available in their state.

New York recently passed a law that seeks to
expand access for beneficiaries with Medicaid
managed care and individual market plans to cancer
providers, including hospitals designated by the
NCI as “cancer centers” or “comprehensive cancer
centers” for their leadership in “developing new and
better approaches to preventing, diagnosing, and
treating cancer.”?? The law establishes an “any will-
ing provider” requirement for NCl-designated can-
cer centers in both Medicaid managed care plans
and individual markets. The law requires that any
NCl-designated cancer center willing to contract at
Medicaid FFS rates set by the state must be includ-
ed in network in both plan types and reimbursed at
least at the Medicaid FFS rate set in that state.?®

The California Cancer Care Equity Act, which was
signed into law in 2022, would provide a similar
but less stringent requirement for plans to contract
with specialty cancer centers. The new law requires
that plans make a good faith effort to contract with
at least one statute-defined specialty cancer center
located within the beneficiary’s county of residence
or the nearest county. It also requires expedited
prior authorization (PA) and that beneficiaries with a
“complex cancer diagnosis” may request a referral
to a cancer center.

At the federal level, CMS could require Medicaid
managed care and QHPs to mirror the New York
policy and also adopt more stringent requirements
for expedited PA and referrals such as those con-
templated under the California law. States could
also pursue this as a requirement for Medicaid
managed care and QHPs. To date, states have
focused on expanding access to NCl-designated
cancer centers because this government desig-
nation represents the gold standard in oncology
treatment and research. One challenge, however, is
that NCl-designated comprehensive cancer cen-
ters do not exist in every state or close to where
patients live. While we recommend that all states
allow access to these national resources, additional
coverage for specialty cancer providers and hospi-
tals is likely needed to ensure access for all patients
to subspecialty blood cancer care.

States without NCl-designated comprehensive
cancer centers or where NCl-designated cancer
centers are geographically far from some of the
state’s residents should explore requiring access to
providers who achieve certain volumes in treating
specific conditions (as measured by data such as
new cancer cases by disease sites as reported

to state cancer registries or APCDs), associated
survival rates and other patient-centered outcomes
(to the extent such data exist), and participation in
condition-specific research and clinical trials (active
National Institutes of Health or industry clinical trials
and others). Organizations such as the American
College of Surgeon’s Commission on Cancer may be
able to assist with criteria on quality and expertise.
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03 STRENGTHEN COVERAGE STANDARDS

FOR SECOND OPINIONS AND ACCESS
TO TREATMENT BASED ON SECOND-
OPINION RECOMMENDATIONS.

When faced with a cancer diagnosis, many pa-
tients seek a second opinion for their diagnosis or
treatment plan. Most initial cancer care is provided
by community oncologists, but particularly for more
rare and complex cancer diagnoses, securing a
second opinion from an oncologist with specialized
expertise in their cancer subtype is an important
step patients can take to ensure the most appropri-
ate treatment. Studies have shown the prevalence
of changes in diagnosis and treatment recommen-
dations upon receiving second opinions at special-
ized cancer centers such as NCl-designated cancer
centers, can be substantial.?

With respect to coverage for second opinions,
unaligned and insufficient standards are in place for
the individual market and in Medicaid. Under federal
law, Medicaid MCO contracts “must ensure” that the
MCO “provides for a second opinion from a network
provider, or arranges for the enrollee to obtain one
outside the network, at no cost to the enrollee.”

Individual (and group) market plans are not required
to provide coverage for second opinions as a mat-
ter of federal law, though some states may require
such coverage for plans they have the authority to
regulate, and other plans may voluntarily provide
this form of coverage.

Even if coverage is available for an out-of-network
second opinion, a referral must come from an in-net-
work provider, and some plans will refuse to cover
continued care at the specialized center and will
instead limit treatment coverage to an in-network
provider, regardless of whether that provider has
experience with a given treatment. This practice
can be particularly troubling in scenarios where

an out-of-network clinician at a specialized cancer
center corrects a mistaken diagnosis, recommends
a different treatment plan, or offers an innovative
treatment. And even if the plan agrees to provide
coverage for continued treatment with the out-of-
network provider—perhaps after the patient chal-
lenged an initial denial through the complex appeals
process—there may be significant delays due to
burdensome and lengthy PA processes, as well as
the need for the plan and provider to negotiate a
single-case agreement (and potentially to renegoti-
ate the agreement whenever there’s a modification
to the treatment plan).

Coverage decisions for treatment should be based
on the best medical guidance within a particular
medical specialty. In instances where a second
opinion from a specialist offers a significantly
different diagnosis and treatment regimen that can
only be provided to a patient at an out-of-network
provider, plans should be required to cover the
treatment at no incremental cost to the patient.
“Best medical guidance” can be grounded in ex-
pert-developed treatment pathways and guidance
from medical societies that continuously update
recommended treatments for particular diseases,
based on the newest treatment breakthroughs. De-
cisions should not be based on cost factors or the
treatment pathways suggested by plans alone.f

f See Recommendation 5b for additional information about ex-
pert-developed clinical pathways.
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REQUIRE PLANS TO STREAMLINE
THEIR CLINICAL TRIAL ENROLLMENT
PROCESSES AND COVER ALL

« Policymakers should ensure that trial-related stan-

dard-of-care costs for private insurance and Med-
icaid managed care plans are fairly reimbursed
at rates no less than Medicaid, MCOs, or private

PATIENT COSTS ASSOCIATED
WITH TRIAL PARTICIPATION.

plans would normally pay for similar services
furnished by an in-network provider, consistent

- ) ) with the long-standing Medicare National Cover-
A critical factor of equitable access in blood cancer

care is access to the most cutting-edge clinical tri-
als, which, for many blood cancer patients, offer the
best hope for a positive treatment outcome.?® Clini-

age Determination (NCD) that similarly extends
coverage for costs associated with clinical trials.?®
This approach is consistent with Congress’s intent

) ) ) ) in enacting broad requirements for the coverage
cal trials are associated with quality cancer care, yet

) of clinical trials and eliminates the possibility that
there are many barriers to access.

plans will offer lower rates or increased cost shar-
The Affordable Care Act (ACA) requires individual,
group, and self-insured plans to cover the “routine
costs”® associated with participation in clinical trials,
including when the trial is out of network. However,
out-of-network coverage applies only when the plan
otherwise covers out-of-network services. Some do
not, creating a critical gap for blood cancer patients
that should be addressed.

ing for trial-related standard-of-care costs when
patients go out of network for a trial.

- Congress should require private plans to cover
out-of-network clinical trial costs, even for plans
without out-of-network coverage. These plans
should also be required to offer rapid PA proce-
dures for out-of-network or out-of-state clinical
trials, consistent with Medicaid managed care

With respect to Medicaid, the recently enacted Clini- plans in the CTA.

cal Treatment Act (CTA) requires states and MCOs, as

of January 1, 2022, to cover all routine services when
furnished in connection with certain federally fund-
ed clinical trials that study serious or life-threatening
diseases, regardless of whether the clinical trial is
offered by an in-network or out-of-network provider
or whether the trial is offered out of state.?®?” The
act further establishes expedited PA procedures

. For the Medicaid population, CMS and/or state
policymakers should work to address long-stand-
ing procedural barriers for out-of-state providers
regarding screening and enrollment requirements
in each state’s Medicaid program, as well as the
need to negotiate a single-case agreement with
the MCO (if applicable). These processes can ex-

o . ) L tend the time frame to access clinical trials, even
for qualifying clinical trials, requiring that states and

MCOs accept a template attestation form from the
provider regarding the clinical trial’s features and
make coverage determinations within 72 hours.

when coverage is mandated. Similar process
improvements to shorten time frames from clinical
trial identification to enrollment are needed in
private coverage as well. We comment on these
Several enhancements could be made to the policy further in Recommendation #6.
frameworks set by the ACA and CTA for privately

insured and Medicaid managed care beneficiaries:

g These are defined as all items and services consistent with the
coverage provided in the plan that are typically covered for a
qualified individual who is not enrolled in a clinical trial.
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Eliminating Administrative Red Tape

Barring Access to Ireatment

Patients who are being assessed or awaiting treat-
ment for cancer often face administrative burdens
through mechanisms such as PA requirements,
which prevent patients from having insurance cov-
erage for particular treatments or procedures until
they have received approval from their insurer. PA is
often required for services such as diagnostic scans
or particular treatments that are the standard of care
but high cost. Time is critical, yet the patient or their
family, or their medical team, have to spend weeks
or longer navigating authorization for treatment and
appeals, should services be denied. ?°

While insurers utilize PA to reduce costs and elim-
inate medically unnecessary care, the impact on
patients can be significant. PA can create an admin-
istrative burden and financial uncertainty for patients,
providers, and plans. At its worst, PA can prevent pa-
tients from necessary medical care in a timely fash-
ion—and with cancer, time is often of the essence.

Federal and state regulators can begin to ease the
burden of these processes on patients and families
in several ways.

05 STREAMLINE PRIOR AUTHORIZATION
AND APPEALS PROCESSES AND
REQUIRE PLANS TO LINK COVERAGE

DECISIONS TO ESTABLISHED
CLINICAL GUIDELINES.

Recent evidence suggests that at least some plans
improperly deny coverage for standard-of-care
services, resulting in frequent reversals on appeal.
A recent Office of the Inspector General report
noted that in the Medicare Advantage market, 13%
of PA denials were for services that met Medicare
coverage rules, delaying or denying care that

likely should have been approved. Further, 18% of
payment denials fully met Medicare coverage rules
and payment policies. While these data are specific
to Medicare Advantage, one could expect similar
data in the individual market plans and in Medicaid
managed care, particularly since many national
insurance companies offer products across all three
markets.®® This effectively puts the burden on pa-
tients and providers to enforce their rights by filing
an appeal, which can be a complex and time-con-
suming process, especially for a very ill person.

Patients who do not file an appeal (whether due to
lack of awareness, lack of capacity, or being very ill)
or who do not perfectly follow complete procedures
to pursue appeals may be denied services to which
they are entitled.

Interviews with several cancer centers completed
by the project team revealed regular difficulty in
providing standard-of-care treatment according to
expertly developed and maintained clinical pro-
tocols, due to PA delays and often denials that
required appeals.
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PATIENT PERSPEGTIVE

Hannah

kk How many families are bankrupt or
homeless for healthcare bills that their
insurance company should be paying? yy

In 2016, Hannah—a pseudonym used at this pa-
tient’s request—was a small business owner with
her husband and led an active life which included
earning a third degree black belt in karate. She
began experiencing ever-increasing pain in her
shoulder and went to her doctor multiple times
over several months. Then, one day, she coughed
and suddenly felt “lightning bolts” down her legs,
and her legs stopped working right. She went to
the doctor, and after a series of tests, received the
dreaded call. “It’'s cancer,” she recalled her doctor
saying. “’Be in this office in one hour, and pack a
bag because you're not going home, you’re being
admitted directly to the hospital from the office. We
have to begin chemotherapy today. We have to try
to save your spinal cord and your life.”

Hannah had stage 4A non-Hodgkin lymphoma.

She immediately started a regimen of 96 contin-
uous hours of chemotherapy administered every
three weeks for almost six months. At the time of
diagnosis, the oncologists’ consensus was that she
was just days from paralysis and three weeks from
death. The initial treatment regimen would be fol-
lowed by a high dose methotrexate at a nearby aca-
demic medical center, followed by proton therapy.

Hannah had a top tier health plan that she had
bought as a small employer. Facing the potential of
daunting healthcare expenses before she proceed-
ed with further treatment, she said to her husband
“| am terrified this is going to bankrupt us.” He said
they had to go ahead, no matter what. Fortunately,
all her treatments could be received in network,
which they thought was a blessing. They planned to
be very careful to get approval for every treatment
before it was started. For the first year in treatment,
there were days, she was “a dishrag” and unable to

do anything about large, confusing billing state-
ments, but as those days passed, she had to focus
on the paperwork. Despite approvals for all treat-
ments, she began receiving very large bills.

She began to fight, and it was a battle. She had
authorizations in hand when she called her insurer,
but got the “run around” over and over. Her proton
therapy was pre-approved, and the provider also
confirmed this ahead of time, but then she was
shocked to get a 50% balance bill for $100,000.

It was eventually resolved, but she said it was
“heart-stopping to say the least.”

In @ moment of complete frustration, Hannah de-
cided to circle the wagons and arrange a confer-
ence call with her oncologist’s billing office and an
insurance representative. They painstakingly went
through each claim that was not fully paid. With a
thorough approach and persistence, she started

to have success getting bills resolved. But today,
there are still significant out-of-pocket expenses
associated with her serious cancer diagnosis. She
has lingering nerve damage and chronic pain from
the cancer and must continue physical therapy,
with much of it paid out-of-pocket due to an annual
limit imposed by her plan on physical therapy visits.
Hannah went from training from being a martial arts
expert to needing a walker, but she is grateful to be
alive and walking once again. She worries constant-
ly about healthcare costs as she needs ongoing
monitoring of her health. “It should not be this hard
to get coverage for the care you need to live, from
the health plan that you pay for,” she said. She has
turned her experience into advocacy, as she won-
ders “how many families are bankrupt or homeless
for healthcare bills that the insurance company
should be paying.”
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5a. Streamline PA processes and communication
of decisions.

In December 2020, CMS proposed regulatory
reforms to digitize, standardize, and streamline PA
in Medicaid, Children’s Health Insurance Program
(CHIP), and FFM QHPs; the Biden administration has
not taken any action to finalize that rule or other-
wise address Medicaid MCO PA. CMS is planning
rulemaking later this fall; however, that will place
new requirements on plans, including Medicaid
managed care plans, CHIP managed care entities,
state Medicaid and CHIP FFS programs, and QHP
issuers on the FFMs to improve the electronic
exchange of health care data and streamline pro-
cesses related to PA, while continuing CMS’ drive
toward interoperability.®

The impact of PA requirements on patients links
very closely to the time frame within which patients
can access medically necessary care, which in
cancer is of critical importance, as well as to clinical
outcomes. One study published in 2018, which was
based on a survey of physicians, found that more
than one-third (34%) of physicians reported that PA
led to a serious adverse event, which could include
hospitalization (24%), disability, or even death (8%)
for a patient in their care.?

Studies have well documented the administrative
cost and time burden increases on providers due

to the current PA processes. According to a study
by the Healthcare Financial Management Associ-
ation, processed PAs amounted to a $528 million
administrative cost for providers in 2019.33 The study
also quantified the time consumed by providers per
transaction for different types of transactions: 21
minutes for a manual PA, 8 minutes for PA through

a web portal, and 4 minutes per PA for electronic
ones. Streamlining these processes is essential, and
CMS and/or states should ensure that requirements
are in place to expedite and streamline them.

Last, several interviews with cancer centers and
patients conducted by the project team revealed
regular instances where patients received bills for
services that were authorized under PA process-
es yet still denied or only partly covered. In some
cases, clerical errors by plans were to blame. But
patients and families were given the burden of nav-
igating insurance companies, sometimes months or
years later, to resolve billing issues, despite the ev-
idence of PA. States in particular should hold plans
accountable for incorrect bills, particularly when ser-
vices were authorized by lengthy and complex PA
and appeals processes, to ensure better processes
are established internal to plans to prevent these
errors that unduly burden patients.

5b. Alleviate PA requirements for providers
with strong approval records and/or when
treatments are suggested by accepted clinical
practice guidelines.

Some states are implementing PA “gold card” laws,
which exempt providers from preauthorization of
some services if they reach a certain PA approval
rating for more than six months. Special attention

is needed for high-cost treatments such as bone
marrow transplants, CAR T-cell treatments, and
treatments that use very high-cost drugs, to ensure
against disproportionate denials for these treatments.

West Virginia was the first state to implement such
a law, requiring a 100% approval rating for a par-
ticular service over six months. Since then, several
other states have implemented, or are considering,
similar laws with varying degrees of approval ratings
and degrees of services included. These states
include Texas, Vermont, Connecticut, Kentucky,
and New York.

CMS should be engaging these states on the
success of these laws and consider how best to
facilitate best practice adoption across the country
and expand to even more service categories.
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Beyond the providers themselves, PA should be
streamlined when treatments being recommended
adhere to clinical practice guidelines established by
the medical community (in this case, blood can-

cer specialists). In interviews with several cancer
centers, even care that adhered to National Can-
cer Consortium Network clinical guidelines was
subject to PA delays and in some cases, denials.
Several cancer clinical pathway products have been
developed by NCl-designated cancer centers to
inform oncologist decision-making and utilization of
personalized medicine based on the latest evi-
dence, including varying degrees of cancer com-
plexity. Products include ClinicalPath (formerly Via
Oncology) at the UPMC Hillman Cancer Center,**
Philips pathways developed with the Dana-Farber
Cancer Institute,® and those developed by the
Moffitt Cancer Center.2® Many community cancer
programs across the country are implementing
these pathways to ensure the latest treatments for
their patients and to standardize care across pro-
viders. The use of these tools could be a criterion
for gold-carding providers. Some Blue Cross plans
(e.g., Massachusetts, Michigan, and North Carolina)
are requiring the use of a clinical pathways program
that they endorse to be reimbursed, but experts
note that they generally address cases that are
more common.* In some cases, the payers allow an
expert-informed plan such as those noted above.

While not specific to cancer, California has imple-
mented a law that prohibits plans from using propri-
etary, in-house medical standards for mental health
and substance use disorders and requires that plans
use standards developed by relevant expert asso-
ciations when considering service authorization."®
A similar model is appropriate for conditions such

as cancer, given the complexity and ever-changing
treatment landscape.

h The law states, “In conducting utilization review of all covered
health care services and benefits for the diagnosis, prevention,
and treatment of mental health and substance use disorders
in children, adolescents, and adults, a health care service plan
shall apply the criteria and guidelines set forth in the most
recent versions of treatment criteria developed by the nonprofit
professional association for the relevant clinical specialty.”

5c¢. Improve required appeal timelines for
beneficiaries who appeal negative
coverage determinations.

When appeals are necessary, either for a negative
coverage determination or when patients appeal for
out-of-network coverage, the time frames for a final
resolution should be tightened. For individual mar-
ket plans in Washington, patients can move through
the entire appeals process (including initial determi-
nation of authorization, initial appeal, and secondary
appeal) in a total of nine days. PA determinations
must be made in 72 hours, initial appeals deter-
mined in another 72 hours, and secondary appeals
in 72 more hours.

States and CMS should work to set more stringent
standards for these determinations, particularly
when a patient has a life-threatening condition.
Further, policymakers should consider laws to ex-
pand the circumstances under which managed care
plans and QHPs must provide benefits during the
pendency of an appeal and refrain from recouping
the costs of those services if the appeal is ultimately
unsuccessful. States could explore these interim
coverage mechanisms for patients with life-threaten-
ing diseases in Medicaid managed care and in the
individual market.
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PATIENT PERSPEGTIVE

Chris

kk | never imagined that my insurance company
would be managing my cancer care yy

Chris was working in Zurich, Switzerland in July
2021 when he found a lump in his neck. Immediate-
ly, his primary care doctor there sent him to Zurich
University Hospital, which diagnosed him with lym-
phoma. Following additional tests, he began che-
motherapy within a week. “Their only priority,” Chris
said, “was providing the best care for me.” Chris
returned to New Jersey to complete treatment, and
now he is being monitored for a recurrence.

While his care here has been very good, his experi-
ence in the U.S. has been a stark contrast from that
in Switzerland—especially for imaging tests. His in-
surance company consistently denied his U.S. doc-
tor’s recommendations for imaging and other tests.
Chris and his doctors worked through appeals but
were still denied. As the six-month mark following

his treatment had passed, he was getting nervous
about the scan and decided to pay for it out-of-
pocket. But even then, he ran into a roadblock: the
imaging provider would not let him pay the out-of-
pocket rates without a denial in writing, and it took
Chris to get a month to get a formal denial letter
from his insurance company.

As Chris faces ongoing surveillance, he wonders if
he will have to go through this process every time
his doctors order a test. He compares this to his
experience in Zurich, where his needs came first
and the care was timely. He had no idea that his
insurance company would be making the decisions
on his cancer care and that there would be no
sense of urgency.
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Reducing Administrative Hurdles of Seeking Out-of-State Gare

Needing to receive care in another state may pres-
ent additional navigation hurdles for patients and
families. In some cases—particularly for patients fac-
ing rare cancers—there may only be a few providers
with the appropriate expertise needed to provide
effective treatment. Those providers may be in a
different state than the patient who needs their care
and they may be out of network as well. This is a
problem facing patients in the Medicaid program

in particular, though many issues also apply in the
context of care for the individual insurance market.

There are multiple barriers to accessing out-of-state
services:

- Provider enrollment: Providers must generally
enroll separately in each state’s Medicaid pro-
gram to receive reimbursement. Although federal
rules permit states to provide expedited enroll-
ment to out-of-state providers already enrolled in
Medicare or another state’s Medicaid program,
states generally do not do so, instead requiring
providers to undergo duplicative screening and
credentialing processes. According to the Medic-
aid and CHIP Payment and Access Commission,
some states, such as California, do not require
separate screening for out-of-state providers and
have established an express enrollment process
for them.®®

. Travel and lodging coverage: Many state Med-
icaid programs have limited coverage for out-of-
state travel, with limited direct reimbursements
to enrollees for lodging, meals, and attendants;
QHPs also are not required to provide this cover-
age and support.

- Reimbursement: In some states, out-of-state
Medicaid providers are paid lower rates than in-
state providers, even though the in-state provid-
ers often are already paid below cost.

ﬂ ﬁ STREAMLINE ACCESS TO
OUT-OF-STATE-TREATMENT.

In addition to streamlining PA, appeals, and sin-

gle-case agreements in general, as discussed

above, several other reforms could be pursued that

would improve access to out-of-state, medically
necessary coverage.

6a. Enhance monitoring of out-of-state denials.
Federal law already requires states and Medicaid
MCOs to cover out-of-state services when, among
other scenarios, “the state determines, on the

basis of medical advice, that the needed medical
services, or necessary supplementary resources,
are more readily available in the other state; oritis
general practice for beneficiaries in a particular lo-
cality to use medical resources in another state.”° If
MCOs are routinely reversing denials of out-of-state
coverage on appeal, that suggests that MCOs are
denying too many claims in the first place. We note
this further under Pathway #4.

6b. Streamline Medicaid provider screening and

enrollment requirements. These time-intensive pro-
cedures duplicate screenings the provider has already
undergone for Medicare and other state Medicaid

programs. Recent CMS guidance recommended that
states voluntarily establish expedited screening proce-
dures, and Congress could further act to require it.4

6¢. Prohibit discriminatory reimbursement rates for
out-of-state providers. In addition to receiving lower
rates than in-state providers in some cases, out-of-
state providers typically do not receive supplemental
payments, further widening the disparities in reim-
bursement for what are often lifesaving treatments.

6d. Reduce barriers to out-of-state access due to
social determinants of health drivers. Federal law
could be amended to mandate all states cover travel,
lodging, meals, and attendants, rather than leaving it
up to ambiguous regulations and a patchwork of ap-
proaches across the states in the Medicaid program,
and to further mandate that QHPs develop similar
benefits for individuals who meet certain means tests.
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Increasing Transparency of Plan Network Gomposition

and Performance

One of the primary tools that federal and state regu-
lators can wield to ensure equitable access to blood
cancer care is the authority to require insurance
plans to report on various metrics. Regulators can
use that data to monitor and enforce adherence

to existing standards, and to inform future policy
design. States vary in their reporting requirements
for individual market plans and Medicaid MCOs and
how states use that information to enforce access
requirements. Further, there is variability in whether
and how that information is reported to the public,
which who could then use that information to make
decisions about plan selection in the individual mar-
ket or in Medicaid managed care.

STRENGTHEN REPORTING
REQUIREMENTS AND MONITOR
PERFORMANCE RELATED TO PLAN
NETWORKS AND ACCESS TO CARE.

7a. Strengthen monitoring and reporting on
appeals, grievances, and fair hearings.

For MCOs, CMS issued a new mandatory reporting
template in June 2021 that requires reported data
on the number of appeals in general categories
such as inpatient, outpatient, drugs, skilled nursing
facility, dental, and others.*? This level of detail is
insufficient to adequately assess access to subspe-
cialty cancer care.

i These requirements would apply over and above state/federal
oversight of network adequacy and timely access, which may
include data-driven standards such as maximum wait times.
These monitoring and reporting requirements are retrospective
and intended to identify access problems that may exist. The
network adequacy and timely access standards themselves and
associated enforcement by regulators are critical prospective
functions to avoid access problems, to begin with.

At a minimum, states should require data be reported
to monitor the diagnoses and specialties most com-
monly associated with appeals, grievances, and fair
hearings related to timely access to care, including:

» Denied, limited, or delayed authorization
of a service

- Denied, limited, or delayed authorization
of a patient’s request to receive services
from an out-of-network provider including
second opinions

« Denied, limited, or delayed authorization
of a patient’s request to receive services
from an out-of-state provider

Better, more detailed characterizations of the
reasons for denials are also needed. While in some
cases, these data are reported at the aggregate
plan level, the reasons reported for denials can be
nonspecific. In a recent analysis of claim denials
and appeals in QHPs, 70% of denials reported were
characterized as “other” as the underlying reason.*®

In addition, data on the number of single-case agree-
ments and the associated specialties, diagnoses, and
treatments associated with them should be reported.

States should be required to report these data to
CMS for QHPs and Medicaid MCOs, and to assess
how those diagnoses/specialties resulting in the
most single-case agreements compare to the over-
all average on metrics such as frequency of appeals
and grievances, the proportion of appeals that result
in service approvals, and the average time frame
for appeal resolution. If substantial discrepancies
are identified, plans should be required to offer an
explanation for the discrepancies and a proposed
strategy to mitigate them.




VITAL ACCESS: HOW POLICYMAKERS CAN STREAMLINE THE CANCER CARE JOURNEY

Several states have requirements in place for plans
to report these data to the state in a more limited
fashion than is recommended here. California,

for example, passed a law in 2021 requiring annu-
al public reporting of health care complaints for
state-regulated plans that include written or oral
complaints, grievances, appeals, independent
medical reviews, hearings, and similar processes.
The data are not reported at the specialty or service
level but rather within particular geographies and
broad, high-level service categories.*

7b. Strengthen monitoring and reporting
on utilization.

Federal and state regulators should also utilize
existing data sources, such as APCDs and Trans-
formed Medicaid Statistical Information System
data, to identify outlier plans with low utilization

of high-impact innovation therapies, which can be
used to identify access barriers due to narrow net-
works, inadequate reimbursement, or unreasonable
and burdensome PA processes. At the minimum,
CMS should track the utilization of treatments that
have been designated by the Food & Drug Admin-
istration as “breakthrough therapies,” a designation
for “drugs that are intended to treat a serious condi-
tion and preliminary clinical evidence indicates that
the drug may demonstrate substantial improvement
over available therapy.”

In one anecdote collected by the authors from an
NCI-designated cancer center, any patient requiring
a new and high-cost CAR T-cell treatment requires
a single-case agreement, and it is not uncommon
for approval from a Medicaid plan to take more than
one year. Patients eligible for CAR T-cell therapy of-
ten have a very short window for curative treatment.
CMS could work with patient advocacy organiza-
tions, providers, and other stakeholders to identify
additional specialized treatments that should be
monitored for signs of potential access barriers that
may include:

» Inadequate access to specialty providers due to
a combination of narrow provider networks, gate-
keeping requirements, and burdensome proce-
dures for out-of-network or out-of-state access

» Unduly restricted coverage
« Inadequate reimbursement

» Unreasonably burdensome processes for PA
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Elevating Patient-Facing Support for Plan Selection
and Navigation of Goverage and Treatment

Federal and state policymakers and regulators can
improve consumers’ ability to make informed plan
selections. Today, the details of coverage are not al-
ways offered in a clear, accessible manner. Moreover,
when consumers are choosing an insurance plan,
they typically don’t expect to ever receive a blood
cancer diagnosis. Instead, they simply assume insur-
ance will provide protection in the event of this (or
any other) unlikely diagnosis. As a result, the detailed
nuances of a plan’s provider network and benefit
design are often not be part of their calculation.

These issues are important since many consumers
enrolled in Medicare, Medicaid, and the commercial
market have the ability to shop between plans.*

Further, the complexity of the coverage and treat-
ment journey for many, particularly those without
caregivers, can be so daunting that patients are
unable to pursue all avenues available to them to
secure medically appropriate treatment.

ENHANCE MINIMUM STANDARDS FOR
NETWORK COMPOSITION DISCLOSURE
AND PROVIDER DIRECTORIES.

Empowering consumers with more robust informa-
tion about the plans from which they are selecting
will help those with blood cancer or concerned about
cancer fully assess their options. Aside from provider
directories, which must be furnished to consumers
as they navigate the selection of a plan, consumers
receive very little information about the breadth and
quality of the networks they can choose from—-and
what information consumers do receive often is not
provided in an accessible manner. Consumers for
whom the information is accessible may spend more
time evaluating issues such as the range of special-
ists available to them in network or research provid-
ers in their region for indicators of “quality.” But most
do not, and even when they do, the provider directo-
ries they find may be inaccurate or out of date. New
requirements for provider directories under the No

Surprises Act will positively impact consumer access
to timely and updated information, but it is unclear
what impact these will have on plan selection.

Under new Marketplace rules that will go into effect
in 2023 in the FFM, QHPs will be ranked as having
networks that are Basic (<30% of available provid-
ers), Standard (30%-69%), or Broad (70% or more).*¢
This represents a positive first step and can be repli-
cated across all QHPs (including those in SBMs) and
in Medicaid managed care and further refined over
time, as information available to regulators about
provider networks in the states via data and tools
such as APCDs allows for more granular measures
of network breadth at the specialty and subspecialty
levels. For cancer specifically, it is not sufficient to list
hematology/oncology physicians. Plans should de-
velop a list of disease-site cancer specialists—those
physicians who devote greater than 50% of their
clinical practice to a specific cancer disease site
such as the breast, lung, colon, or blood. This type of
information should also be required to be provided
to enrollees upon receiving a diagnosis, to better
assist them in finding an appropriate subspecialist.

Other information that could be collected and provid-
ed to consumers about their plans that would posi-
tively impact their ability to make informed decisions
includes clearer details on plan-level appeals, griev-
ances, and single-case agreements, as discussed

in Recommendation #6. This information should

be summarized and reported for consumers as an
additional measure of network breadth and quality.
In 2020, a proposed rule would have required dis-
closure of some/all of the following: average length
of time to respond to PA requests, percentage of ser-
vice denials, the average duration of appeal penden-
cy, and percentage of service denials overturned on
appeal. It is unclear whether those elements will be
included in the forthcoming Biden administration rule
on PA, but these represent positive, consumer-friend-
ly data points that could inform plan selection.
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ENSURE PATIENTS AND CONSUMERS
HAVE ACCESS TO UNBIASED,
INDEPENDENT PATIENT ADVOCATE
AND NAVIGATOR SUPPORT.

Today, navigating access to the right provider and
course of treatment, including a clinical trial, remains
largely a challenge the patient bears in partnership
with a primary care physician or the initial treating
oncologist. Patients who are ill and may not have
the support of a family or personal caregiving team
must largely carry this burden, with respect to both
navigating coverage complications and treatment,
which only worsens the overall stress of the situa-
tion when the sole focus of patients should be on
getting better.

Many of the cancer centers the authors interviewed
noted that they often provide cancer clinical naviga-
tion services to patients and in some cases, provide
dedicated resources for navigation of insurance,
including PA, and appeals as needed, once they are
referred to a center for treatment. These services
are largely non-reimbursable, and the costs are
borne by these centers.

Innovation is needed to address this personal and fi-
nancial burden borne by both patients and providers.

9a. Clinical navigation support. Many Medicaid
programs and MCOs offer navigation/coordination/
case management services to certain groups of
patients. States could require MCOs and QHPs to
provide these types of support through a third-party,
independent function to individuals who receive a
serious cancer diagnosis. This support service would
intersect with several recommendations above
regarding securing second opinions and navigat-
ing certain aspects of the treatment journey. While
treating clinical teams will likely be the best source
of navigation support for finding optimal treatments
and trials, navigators can alleviate some of the ad-
ministrative burdens that result from those activities.

9b. Support for appeals. In the Medicaid program,
MCOs are already required to “give enrollees any
reasonable assistance in completing forms and tak-
ing other procedural steps related to a grievance or
appeal.” While such assistance is helpful in theory,
anecdotes collected by the project team revealed
that the assistance isn’t very good in practice, espe-
cially when it comes to actually building the case for
reversing a service denial.

It is not uncommon for well-resourced (or particular-
ly kindhearted) providers to assist patients with their
appeals over and above the often burdensome pro-
cess of requesting PA in the first place. In an effort
to support providers who dedicate resources and
work with beneficiaries to navigate appeals (and
other coverage processes) and to disincentivize
plans from erring on the side of service denials in
hopes that the patient will not appeal, states could
require that, in a scenario where a provider assists a
patient with a successful appeal concerning care for
a serious or life-threatening condition, the plan pay
the provider a fee for “patient navigation support.”
This could also be adopted more broadly as a re-
quired benefit in QHPs. Given the unique complexity
of cancer care, this type of benefit is important.

9c. Consumer assistance programs. The ACA
provided grants to states to establish “consumer
assistance programs (CAPs)” that support consum-
ers in navigating both health care coverage options
and problems with their health insurance, including
complaints and appeals. CAPs also play a key role
in collecting, tracking, and quantifying problems that
could be elevated for action by state policymakers
and regulators. Today, 20 states no longer offer
these CAPs, and all others operate them without
federal support.*’ In some cases, this has meant
drastic reductions in the capacity and capability of
these programs and supports, limiting their success
in helping patients. Federal action could re-fund
these programs and provide long-term sustainabil-
ity to ensure capacity and consistency across the
states in providing this service to consumers navi-
gating the complex insurance landscape.
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GONGLUSION

The struggle to ensure access to a fair and equitable system of care for
blood cancer patients is likely to continue for decades. However, as this
report makes clear, there are very reasonable steps that federal and state
policymakers and regulators can take to begin to address long-standing and
systemic barriers. We increasingly have the data and tools at our disposal to
inform new approaches to setting and maintaining standards for access and
for setting new policies for the way insurance plan networks and benefits
are designed to meet the complex needs of blood cancer patients.

The journeys in the patient stories below could have « Chris (p. 21) could have returned to the United

been significantly different, had these recommend-
ed policy changes been in place.

« JJ's (p. 6) son Mason could have had a vastly
improved experience getting care in Texas, with
his care more easily transferred to the treating
team in Texas from California under his Medicaid
coverage, with the treating facility reimbursed
and support for the families’ travel costs covered.
His prescriptions could have been available from
pharmacies in Texas, not requiring family mem-
bers to purchase in and mail from California. It is
uncertain that Mason would have survived long-
term, but the overall experience and the burden
on the family and the community that lifted them
up might have been significantly lighter.

- Hannah’s (p. 18) insurance company could have
paid for the treatments for which it was responsi-
ble without intervention from her navigating ap-
peals and unnecessary battles. She would have
saved hundreds of hours, and not had the added
stress of financial issues on top of her physical
battle with the disease. Her story mirrors that of
so many families across the country. But it is a
cautionary one, as so many are not as tenacious
in their battle to get what they are entitled to
from their insurance company. Many just pay or
go bankrupt.

States and had a similar experience as he had
overseas in navigating his ongoing monitoring
for cancer recurrence. He would not have spent
hours navigating denials for routine follow-up
monitoring that his treating physician agreed was
medically necessary to confirm the success of
his treatment and remission, and would not have
even had to consider paying out of pocket for
scans that should have been covered.

In the coming years, policymakers at the state and
federal levels must continue to refine standards
for access in the insurance markets they regulate,
to better account for the nature of treating cancer.
States offer the opportunity to test innovative new
standards for access and policies that make better
tools and resources available to blood cancer
patients to navigate their coverage and treatment
journey. In certain areas, direct federal action can
be taken, particularly as we see positive evidence
in the states of different approaches meaningfully
improving access, reducing disparities, and improv-
ing positive treatment outcomes.

A patient’s access to necessary care—whether
new standard-of-care treatments or a clinical trial—
should not depend on the type of insurance they
have or unduly burdensome operational practices
in insurance plans.
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