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REPORT

Payer and Provider Solutions to Utilization
Management Challenges in the Management
of Rare Hematologic Cancers

Elias J. Jabbour, MD; Laura R. Bobolts, PharmD, BCOP;
Tracy E. Spinks, BBA; Mark B. Geyer, MD; Vivian Tambe Ebot-Tar, PharmD, MBA;
and Ryan Haumschild, PharmD, MS, MBA

Introduction

Rare cancers are defined by the National Cancer Institute as any
cancer type that affects fewer than 15 of every 100,000 people each
year.! Accordingly, in a 1 million-member health plan, very few
patients will be affected by rare cancers of any type.

Patients with rare hematologic malignancies often have specific
management needs requiring the expertise of specialized centers
and practitioners. For example, challenges in timely and accurate
diagnosis and characterization of acute lymphoblastic leukemia
(ALL) often leads to poor outcomes. Additionally, implementation
of peer-reviewed guidelines and protocols for rare cancers such
as ALL can be challenging for community-based hematologists or
oncologists who see these conditions infrequently.

In ALL, a hematologic cancer affecting more than 6000 new
patients per year, the age-adjusted incidence rate is 1.8 per 100,000
men and women per year (Table 1).>* Philadelphia chromosome-
positive (Ph+) ALL is characterized by the BCR:ABL fusion, found in
approximately 25% of patients with ALL and representing the most
common cytogenetic abnormality in adult ALL.>® In a 1 million—
member health plan, payers would expect to see approximately
4.5 new cases of Ph+ ALL per year (Figure).>*¢°

As with other rare cancers, timely detection of ALL is critical for
effective and timely treatment, which may lead to better survival
outcomes.'° Outcomes for patients treated with ALL have improved
over past decades, largely due to enhanced understanding of the
pathogenesis of disease and the refinement of treatment algorithms
and guidelines for care. The National Comprehensive Cancer Network
(NCCN) Clinical Practice Guidelines in Oncology (NCCN Guidelines®),
which are published and updated multiple times per year, offer
treatment information for patients and health care providers and
are designed to improve patient outcomes through evidence-based
assessment of optimal treatment patterns, safety, and efficacy."

Considerations and Unmet Needs in Rare
Hematologic Cancers: Acuity of Care

Despite improvements in outcomes over the past decade, several
challenges remain regarding patient care for those diagnosed

ABSTRACT

Patients with rare diseases such as Philadelphia chromosome-positive
acute lymphoblastic leukemia (Ph+ ALL), a hematologic malignancy
affecting approximately 1500 new patients per year, experience barriers
to care involving both clinical and administrative factors. Optimal patient
outcomes depend on timely identification, diagnosis of disease, and
treatment initiation. For patients living with Ph+ ALL, the process can be
delayed by limited treatment options approved by the US Food and Drug
Administration and administrative hurdles that often delay treatment
initiation. An overhaul of utilization management processes, such as

the requirement for prior authorization (PA) for treatment, are needed

to ensure patients have access to appropriate treatments in a timely
manner. An AJMC Roundtable in November 2022 brought together a panel
of payers and providers to discuss the challenges and shortcomings

of current PA processes and to present ideas for potential solutions

for improving them. Panelists at the roundtable discussed approaches
including the use of guideline-concordant electronic PAs and other digital
solutions, expedited approval pathways for use in specific conditions, use
of real-world evidence in decision-making, issuance of PA “Gold Cards” to
select providers, and a shift to value-based care agreements. Roundtable
attendees agreed that, regardless of the strategy for PA-process
improvement, there is a need for improved communication between
providers and payers to ensure that the decision-making system meets
the essential need for timely patient access to optimal care. This article
reviews utilization management and guideline-concordant care through
the lens of rare diseases and then presents solutions to utilization
management challenges to expedite access to therapy.

Am J Manag Care. 2023;29:551-560
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KEY TAKEAWAYS

> Utilization management processes, such as prior
authorization (PA) for treatment, are important to
ensure that patients have access to appropriate
treatments, yet these processes may impede access to
critical, timely care for patients with rare diseases.

v

There is a need for the development of technology

and processes that can alleviate the burden of PA for
treatment and enable providers to respond to treatment
urgency in real time.

v

The use of guideline-concordant electronic PAs is a
preferred solution to improving utilization management
of treatments for rare diseases. Additional solutions
include issuing of PA “Gold Cards,” and a shift to value-
based care arrangements.

TABLE 1. Incidence Rates of Certain Solid Tumors and
Hematologic Malignancies*®

Estimated

new cases % of
Cancer type in 2023 new cases
Breast 300,590 15.3%
Lung and bronchus 238,340 12.2%
Chronic myeloid leukemia 8930 0.5%
Acute lymphocytic leukemia 6540 0.3%
Ph+ acute lymphocytic leukemia 1635 <0.1%

Ph+, Philadelphia chromosome-positive.

FIGURE. Prevalence of Ph+ ALL347

with rare hematologic cancers."” Delayed identification, diag-
nosis, and treatment initiation may lead to disease progression,
higher morbidity rates, and higher costs associated with health
care resource utilization.

Despite the development of treatment options for patients
with solid tumors, treatment options for leukemia are limited and
may have more barriers to access. Specifically in rare hematologic
cancers, such as Ph+ ALL, an already finite set of treatment options
may be limited by the site of care. For a cancer with poor prognosis,
timeliness to treatment is critical and may be further affected by
factors such as access to transportation and other social determi-
nants of health. Although it is imperative for a patient to start on
treatment quickly, it is equally important to ensure the patient
receives the right treatment.

Provider roundtable participants Jabbour and Geyer support the
idea that there are characteristics of rare hematologic cancers, such
as Ph+ ALL, that necessitate expedited treatment approval time from
payers. (This will be explored as a case study later in this article.)
Unlike in several common solid tumors for which multiple frontline
treatment options may be appropriate, in certain rare hematologic
malignancies, fewer appropriate treatment options may be available.
In patients with Ph+ ALL, for example, the backbone of treatment is
one of a handful of potent ABL-targeted tyrosine kinase inhibitors
(TKIs). Less rare types of cancer (eg, breast, prostate, lung) may be
most cost-effective to manage in the outpatient setting; however,
there are several considerations to support a different approach
for the management of rare hematologic cancers with acute needs
that benefit from immediate treatment in the inpatient setting.

Utilization management (eg, step therapy and prior authoriza-
tions [PAs]) in rare cancers, specifically rare hematologic cancers,
can present a challenge for providers to initiate treatment. This is

Incidence of ALL in the US, 2022

COMMERCIAL PLAN
1,000,000

( Members in plan)

Patients aged <65 years with ALL;
based on incidence of 1.9/100,000 19
in patients aged <65 years

Patients aged <65 years
with Ph+ ALL; assumes 25%
of patients with ALL are Ph+

MEDICARE PLAN
1,000,000

---(Members in plan ]

Patients aged <65 years with ALL;
16  SREEISEIREIRE based on incidence of 1.9/100,000
in patients aged < 65 years

Patients aged <65 years
with Ph+ ALL; assumes 25%
of patients with ALL are Ph+

ALL, acute lymphocytic leukemia; Ph+, Philadelphia chromosome-positive.

SH2 APRIL 2023 www.ajmc.com



CHALLENGES IN THE MANAGEMENT OF RARE HEMATOLOGIC CANCERS

an area of opportunity to improve disease management and under-
standing among payers that only limited treatment options can be
used and the treatment setting may impact the time to start of care.

In addition to timeliness of diagnosis and treatment initiation,
access to treatment is another barrier. In some settings, access to
treatments can be delayed by the need for payer approval. Once this
approval is obtained, many of these treatments are not readily avail-
able at the care site and must be obtained from a specialty pharmacy.
These administrative and logistical delays to treatment initiation
may further complicate patient care and outcomes.

Jabbour explained thatat The University of Texas MD Anderson
Cancer Center, which is a hospital/inpatient acute care setting,
payer approval is sought before treatment initiation. The hospital
has an inpatient formulary, but when discharging a patient with
commercial coverage, payers often want to ensure that the therapy
is covered on the pharmacy benefit or preferred specialty phar-
macy’s formulary. Geyer expanded that another part of this issue
is not whether the drug is on formulary but if it is available in
the hospital. “If [a patient] is in the ICU in the hospital, [payer]
approval is needed for the drug to be sent to specialty pharmacy,”
he explained. “I cannot just dispense it. I don’t have it on the shelf.”
In this setting, providers rely on patients to secure their own supply
of medications outside of inpatient care.

With an evolving treatment landscape, it may be difficult for
providers to stay up to date with the most recent advancements
in rare disease treatment, potentially leading to suboptimal treat-
ment regimens and a diminished standard of care. Better cancer
management, individually tailored towards each patient’s needs and
goals, may enhance quality-of-care outcomes while also lowering
overall cost of care.

Impact of PA on Timely and Appropriate Care

Utilization management, formerly utilization review, refers to an
evaluation of the clinical suitability and necessity of treatments,
services, or procedures to manage costs and reduce waste.'*!
Utilization management interventions can occur prior to a clinical
event (a PA) while a patient is in a health care facility (a concurrent
review) or after a clinical encounter (a retrospective review)."
However, these utilization management hurdles may sometimes
lead to delays in treatment initiation, which may prevent patients

with rare diseases from receiving timely care.

Utilization Management Supports Appropriate
Patient Care

The purpose of PA is to ensure that the physician-requested treat-
ment, service, or procedure is medically appropriate and will be
delivered in the appropriate setting. In addition to helping manage
costs, a PA should facilitate a conversation about a patient’s care
plan. This conversation may encourage more effective coordination

of patient care." PAs also may be used to support ongoing patient
treatment, specifically for medications with a potential for misuse
or with long-term safety concerns.”

From the payer perspective, PAs offer another level of support
to review and confirm that a patient’s plan of care is the best
medical option and to ensure that the treatment is covered by the
plan. During the AJMC Roundtable, payer participants emphasized
the potential value of PAs to improve care for underrepresented
patients. For example, those living in rural areas may not have
access to care through specialists or experts in the field, such as
those in large institutions like Memorial Sloan Kettering Cancer
Center or MD Anderson. In those cases, PAs can help by facilitating
access to treatments or ensuring access to the appropriate thera-
pies. Payer participants viewed the role of PAs as that of helping to
ensure their members get the best possible care in alignment with
guideline-concordant care. One participant agreed that payers see
their role as helping to ensure that members get the best quality
care possible by providing a second set of eyes to review the recom-
mended treatment. Payers recognize that they have a responsibility
both to providers and to members in terms of ensuring that patients
get the right care at the right time.

The PA Process as a Barrier to Patient

and Provider Access

Although some may see the PA process as an important step in
getting patients proper care, provider experience suggests that PA
requirements may create administrative barriers to accessing a
necessary medication in a timely manner, which can have clinical
implications for patients and treatment outcomes.

A 2022 American Medical Association (AMA) Physician Survey
documented the substantial administrative burden associated
with obtaining a PA. Submitting a PA is a manual, time-consuming
process that can burden providers and divert valuable resources
away from direct patient care. Medical practices surveyed in the
AMA report completed an average of 45 PAs per physician per week,
which translated to an average of 14 hours of work per week. The
burden of submitting PAs was reported as “high” or “extremely
high” by 88% of physicians, and 35% of practices reported having
full-time staff that work exclusively on submitting PAs.'

Geyer cited this burden as substantial enough at his institution
to require the implementation of a separate workflow process to
handle the PA volume and to necessitate the hiring of additional
team members in the Patient Financial Services department to
alleviate the burden and help manage the PA process.

Results of the 2022 AMA survey also showed that, in addition to
administrative concerns, 89% of physicians reported that PAs nega-
tively impact clinical outcomes, and 94% reported that PAs were
associated with delays in necessary care for those patients whose
treatment required PA."* Moreover, 33% of physicians surveyed
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reported that a PA issue had led to a serious adverse event for their
patient(s), including hospitalization, a life-threatening event, or
disability and permanent bodily damage.'® Roundtable participants
shared that the ability to leverage an electronic PA (ePA) has helped
to align resources and decrease administrative burden, but ePAs may
not be as immediately and universally effective based on the rapid
changes happening within the management of acute leukemias.

The Need for Utilization Management

Policy Reform

Because of the large burden the PA process places on institutions
and provider organizations, providers are calling for reform and
the creation of new utilization review policies. The results of a 2017
survey of 394 hematology and oncology practices (representing 58%
of the US hematology and oncology workforce) showed that 58% of
respondents identified payers as the primary source of strain on
their practice. The survey identified PAs at the top of the stressors,
which also included staffing issues, drug pricing, and increasing
practice expenses."”

Several organizations, such as the American Society of Clinical
Oncology (ASCO), recognize the burden of PAs on institutions and
practices and are advocating for streamlined PA processes to stop
delays in care and reduce administrative burden. In January 2017,
the AMA and 16 other professional organizations jointly urged an
industry-wide reassessment of PA programs. The aim of the initiative
was to align PA programs with a newly created set of 21 principles
designed to ensure that patients receive timely and medically neces-
sary care and to reduce administrative burdens. These 21 principles
were classified under 5 categories: 1) clinical validity, 2) continuity
of care, 3) transparency and fairness, 4) timely access and admin-
istrative efficiency, and 5) alternatives and exemptions.’®

The topic of clinical and cost burdens associated with PA processes
was escalated to Washington, DC, garnering attention from the
US Congress. In September 2022, the House of Representatives
passed the Improving Seniors’ Timely Access to Care Act of 2022.
The bill calls for the implementation of real-time decisions about
PAs, requires the Centers for Medicare & Medicaid Services (CMS)
to report the rate of PA approvals and denials, and urges plans to
follow evidence-based guidelines when consulting with physi-
cians over PA requests.”

Guideline-Concordant Care: An Evidence-Based
Review Processes for Decision-Making

Payers and physicians often draw treatment recommendations from
published and peer-reviewed guideline advice. Guideline-concordant
care is the management of conditions that is consistent with treat-
mentapproaches defined in these peer-reviewed guidelines, such
as the NCCN.% Payers will generally align formulary and coverage
policies with these guideline-recommended approaches for the

best standard of care, as well as nationally recognized compendia
such as The NCCN Drugs and Biologics Compendium®.?!

Payer decision-making processes for rare hematologic cancers
are challenging in comparison with those for more prevalent and
widely studied malignancies. For example, coverage decisions for
high-prevalence cancers such as lung, prostate, or breast cancers
generally are based on clinical efficacy and safety data from large
randomized clinical trials (RCTs), real-world evidence (RWE), guide-
lines, and cost-effectiveness data.?

When making initial coverage decisions for new therapies,
payers also review FDA-approved labeling and professional guide-
line recommendations and other published compendia and consult
expert panels within their organizations. When considering the
extension of coverage to new indications, payers may also review
scientific literature to identify publications describing emerging
treatment approaches.

In rare conditions with limited effective treatment options (for
example, subtypes of ALL), roundtable participants agreed that
payers and clinicians need to weigh the strength and depth of avail-
able evidence against the acuity of the disease and the urgency for
treatment initiation. Payers review FDA labeling, NCCN Guideline
recommendations, and other disease- and treatment-specific
compendia as support in determining if the treatment requested
is approvable from an insurance coverage standpoint. They also
review peer-reviewed scientific literature to extend coverage, off-
label at times. Payers confirm whether a therapy is the best fit for
that patient and their unique situation and look at the totality of the
disease, the phase/stage, and line of therapy. According to Bobolts,
“There are [few] options for acute leukemias, so the most valuable
therapy for the patient is [essentially] predetermined. [Therefore],
in that setting, when you’re looking at value, you're looking at
everything at your fingertips that you can grab.” She added that for
patients with these acute conditions, some of the more desirable
data, such as RCTs with large sample sizes, health-related quality of
life studies, and cost-effectiveness analyses, may not be available.

Participants shared that there is a need for concordance with
clinical practice guidelines (eg, NCCN). Some participants cited
prior success with aligning NCCN Guidelines with PA criteria,
which then helped to create regimens that could be automatically
approved rather than regimens that required custom PA creation.
Aligning oncology PA criteria with NCCN Guidelines and using
auto-approval to expedite PAs can streamline access and reduce
payer administrative costs and barriers associated with custom PA
criteria development for each new oncology therapy.

Clinical and Cost Benefits of Guideline-
Concordant Care

Recently published studies have examined the relative quality and
cost-effectiveness of guideline-concordant and nonconcordant

APRIL 2023 www.ajmc.com
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treatment. The results of a retrospective database study of over
300 patients with breast cancer showed over 40% savings in the
total costs of care (TCOC) per member, per month (PMPM) when
guideline-concordant treatment is utilized in Medicare populations
(Table 2).>? Differences were evident in provider chemotherapy
spend and outpatient spend.

Results from a similar study of 937 patients with colon cancer
found a significant reduction (33%) in PMPM TCOC for patients in
the Medicare group who received guideline-concordant treatment
compared with matched controls who received nonconcordant
treatment (P <.001). This difference was driven primarily by medical
chemotherapy spend.” Both studies highlight the importance of
evidence-based guidelines in delivering value-based cancer care.

In June 2015, UnitedHealthcare implemented a mandatory PA
program for an injectable chemotherapy prescribed for members
who were commercially insured. The program was designed to
improve quality of care and reduce service denials by encouraging
providers to offer guideline-concordant treatments. Using an
online PA tool, providers are asked to submit the minimal amount
of information about a patient’s disease characteristics to generate
treatment recommendations based on the NCCN Guidelines. The PA
program integrates real-time decision support that can minimize
authorization denials and lower the total cost of chemotherapy
treatments using a digital system from eviCore.**

During the 1-year pilot of the UnitedHealthcare program in
a Florida commercial plan population, 4272 eligible cases were
reviewed, and only 42 (1%) were denied. Immediate online approvals
were obtained for 58% of cases without any further interaction,
and approval was granted for 95% of the remaining cases within
24 hours. The study results also showed a 20% decrease in cost
of chemotherapy drugs, representing estimated drug savings
of $5.3 million. Findings from this study have important policy
implications, highlighting how computer-based PA methods may
lower costs to offset financial burdens of newer and often more
effective treatments.”

Rare Hematologic Cancer Case-Study: Ph+ ALL
Treatment Landscape in the Frontline Setting

Guideline-concordant care approaches for Ph+ ALL in adult patients
vary depending on the ALL variant and the presentation of disease.?
First-line, induction-phase, NCCN-concordant therapy for Ph+ ALL
outside of a clinical trial includes a tyrosine kinase inhibitor (TKI) in
combination with corticosteroids, chemotherapy, or blinatumomab.
Reinduction therapy for relapsed/refractory Ph+ ALL includes,
among other options, TKI used in combination with other induction
therapies that patients have not yet received. TKI options listed in
the NCCN Guidelines for first-line therapy of Ph+ ALL include, in
alphabetical order, bosutinib, dasatinib, imatinib, nilotinib, and
ponatinib. Selection of a first-line TKI for Ph+ ALL depends, in part,

on data within the context of the specific regimen being consid-
ered, as well as the age and comorbidities of the patient. In patients
with known mutations in the kinase domain of BCR-ABL, such as
T3151, selection of a TKI should also incorporate this information.?

The presence of the T3151 mutation in patients with Ph+ ALL
is associated with increased cumulative risk of relapse, with a
median time to relapse of 7 months and shorter overall survival
(0S).# Ponatinib (ICLUSIG®; Takeda Pharmaceuticals U.S.A., Inc)
is a BCR-ABL-targeted therapy that has been FDA-approved for
patients with T3151-positive Ph+ ALL and patients with Ph+ ALL
for whom no other TKIs are indicated based on contraindications;
itis NCCN-endorsed in both the frontline and relapsed/refractory
settings as part of therapy for Ph+ ALL.*®

The introduction of BCR-ABL-targeted therapies has substan-
tially increased survival in patients with Ph+ ALL, and it plays a
leading role in the prevention of treatment resistance.®** Between
1984 and 1989, the 3-year survival rate for Ph+ ALL was 5%. In 2000,
when targeted TKIs were first introduced, OS rates rose from 15% to
48% and continued to trend upwards, reaching 79% through 2019.%°

Results of investigational studies show that novel combinations
of TKI and selective antibodies are highly effective in treating front-
line Ph+ ALL. Since 2018, the use of potent combination regimens,
such as hyper-CVAD (hyperfractionated therapy consisting of cyclo-
phosphamide, vincristine sulfate, doxorubicin hydrochloride, and
dexamethasone + methotrexate and cytarabine) plus ponatinib,
or blinatumomab plus dasatinib or ponatinib, has contributed to
longer survival in patients with Ph+ ALL.*

Oncologists have been incorporating combination therapies
with advanced-generation TKIs in earlier lines of treatment with
the goals of suppressing resistance mechanisms, reducing the risk
of relapse, and potentially reducing the number of patients who
warrant allogeneic stem cell transplantation or chimeric antigen
receptor T-cell therapy or who require hospitalizations for treatment-
related complications. Geyer explained the important role of TKIs,
such as ponatinib, in the frontline setting: “Everyone can agree that
we've moved the needle significantly by incorporating more potent
TKIs in the frontline setting,” he said. “By using a more potent TKI
like ponatinib in the frontline setting, we are seeing fewer relapses
down the line, to the point where ponatinib is one of the TKIs that’s
allowed in the Eastern Cooperative Oncology Group (ECOG) RCT

TABLE 2. Lowering the Total Cost of Care With NCCN
Guideline-Concordant Treatment in Breast Cancer?

$6946 savings for
commercial self-
insured patients

$5872 savings for

$3542 savings for
Medicare patients

commercial fully
insured patients

25% lower cost 28% lower cost 43% lower cost

NCCN, National Comprehensive Cancer Network.
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of chemo vs chemo-sparing-based therapy in combination with
that potent TKI.” Appropriate use of TKI combination therapies in
Ph+ ALL may help lower health care resource utilization costs by
preventing hospitalizations.

Streamlined Solutions to Challenges for Ph+ ALL
Expedited Access to Therapy

Key stakeholders participating in the roundtable discussed possible
streamlined solutions to expedite access to therapy that could apply
to patients with Ph+ ALL. Proposed solutions included: 1) the use
of ePA and other digital solutions that enhance communication
between payers and providers, 2) expedited approval pathways for
use in specific conditions, 3) the use of RWE for decision-making,
4) the issuing of PA “Gold Cards,” and 5) a shift to value-based
care agreements.

Digital Solutions to Streamline the PA Process

Payer participants acknowledged the barriers and downsides of PA
processes. They agreed that they actively work with providers in their
plan to reduce any pain points PAs can cause. “Provider experience
is very important in our plan,” explained Tar. “It is a top priority
for the pharmacy department as well as an organizational goal.”

Experts from the roundtable also discussed PA program charac-
teristics that can improve access to care and outcomes for patients
with acute oncology care needs. These concepts were explored through
a case study using the Transform Oncology Care (TOC) program at
CVS Health. Participants discussed how concepts gleaned from the
program could be implemented in other organizations. Notable key
features that were highlighted included linking the program with
an electronic health record (EHR) system, alignment with NCCN-
concordant management, and a PA approval process that follows
patients from diagnosis to care and maintenance.

Bobolts and others shared that payers value programs that look
at multiple touchpoints throughout the patient journey rather than
individual PAs to help patients access therapy. Although the CVS
TOC program has good attributes, payers noted there is uncertainty
around how this solution is being adopted within the limitations
of EHR integration and data sharing. Payers shared that they are
working on similar ideas in their organizations to reduce provider
burden. Bobolts noted that “there are challenges with sharing
data. [These challenges can include] an EHR company that is not
willing to build an application programming interface to share
data, the sheer volume of different EHRs that a payer would need
to integrate with, and gaining provider approval to extract data on
demand from an EHR.”

ePA and EHR Integration
An ePA for pharmacy benefit drugs (ie, oral TKIs or oral chemotherapy)
isavailable in many of the most widely used EHR systems, including

those offered by Cerner and Epic. Surescripts and CoverMyMeds
are some of the currently available ePA online tools for providers;
they are designed to integrate clinical information required for
PAs into EHR systems. There is an opportunity to use Surescripts
or other ePA tools that utilize e-prescribing across several different
centers. However, the key is integration among systems, and these
tools may have a limited capacity to ePA medical benefit drugs (ie,
injectable therapies such as chemotherapy or intravenous targeted
therapies) and may not be able to authorize a multidrug cancer
treatment regimen in 1 authorization, requiring multiple data
entries. Without ePA integration into existing EHRs for all cancer
drugs at the regimen level, irrespective of medical or pharmacy
benefit, providers must use different ePA systems for each insur-
ance provider, creating an additional burden on practices.

There are concerns regarding ePA technology customization
and provider burden. One roundtable participant cited a chal-
lenge in the technology as to how these systems are created. Tar
shared that a small proof-of-concept study was launched at her
health plan (Blue Cross Blue Shield of Massachusetts) with a local
specialty hospital.* By leveraging an existing system the hospital
had in place through Olive, a health tech company with artificial
intelligence (AI) capabilities, the health plan was able to integrate
PA requirements and allow the system to search for the informa-
tion needed to complete the medical necessity review for each case.

The piloted program delivered necessary information to the
provider, including PA requirements. Results of the proof of concept
demonstrated a streamlined PA process, reduced denial rates, and
allowed for real-time decisions. A key finding of the pilot study
was that providers were submitting PAs for treatments that did not
require PA approvals. By incorporating the health plan requirements
into the Olive system, the proof-of-concept program was able to
alert providers as to which treatments required a PA and which did
not. If PA was required and the Al did not find all the information
it needed, the case would be pended and sent to a nurse to obtain
more information. Tar noted that, although successful, the pilot
was not initiated in oncology, an overtly complex disease state.

Evolution in EHR and ePA technologies are widely anticipated.
Although EHR companies and online ePA support systems such as
CoverMyMeds have revolutionized access to products covered by
pharmacy benefits, oncology patients need similar support tools for
therapies covered under the medical benefit. Current EHR systems
are often not capable of managing patients across both the medical
and pharmacy benefit, assisting with the PA for more than 1 medical
benefit product ata time, or handling regimen-based authorizations.

A potential obstacle to improving ePA technology is ensuring EHR
systems align with NCCN-concordant care, which helps providers
ensure that they are delivering the best standard of care. EHRs must
use a standard nomenclature, such as International Classification
of Diseases, Tenth Revision, Clinical Modification (ICD-10-CM) or
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ICD-10-Procedural Coding System (ICD-10-PCS) diagnosis codes,
to achieve the level of precision required by molecular medicine.

Leverage Data Sharing With EHR

Identifying ways to more efficiently share data may help to increase
approval rates and improve the PA submission process. EHR integra-
tion varies by the specific interface being used, and configuration
or customization of individual provider technologies may limit or
hinder the ability to standardize the experience.

Haumschild discussed his experience with Epic integration in
his institution and how it streamlined the PA process. Organizations
such as Flatiron are trying to aggregate quality real-world data to
help support prescriber decisions. Creating a system in which
prescribers can review evidence-based information on different treat-
ment pathways may facilitate optimal care and expedited approval.

“When you submit your medication into the EHR, you immediately
receive the ePA to fill out and submit,” he explained. “When the EHR
is being used as dispensing software in the pharmacy, we have itas
the medical benefit. [This integration] creates streamlined oppor-
tunities, reduces burden, allows for more transparency, and there
is a timelier response. Partnering with a third-party to share infor-
mation in a nonbiased way allows for an efficient transmission.”

If the treatment center is not providing their own solution or
treatment pathway, there should be the opportunity to work with
the large EHR platforms (ie, Cerner or Epic) and allow vendors
that already have that solution to be able to provide access to it.
One challenge is that provider-based clinical oncology pathways,
or decision support embedded into EHRs, lack connectivity with
a payer’s PA process. This disjointed process can become more
complicated if a provider uses oncology pathways that differ from
a payer’s pathways or if the various payers the provider works with
most often also use different pathways.

Roundtable participants identified several reasons why it may
be helpful to incentivize an EHR to be integrated with payers in
areas such as data generation and ease of access to appropriate
medications that are consistent with evidence-based guidelines.
EHR integration and connectivity would ensure that payers have
access to the information needed for PA approval, thus potentially
expediting authorizations, reducing barriers to access, and drasti-
cally reducing denials that occur from a lack of vital information.

Improved Communication Regarding PAs

To date, many ePAs have not yet been fully optimized to handle
complex clinical care, such as when patients require multiple medi-
cations simultaneously. Bobolts explained that her organization’s
ePA process is at the regimen level, allowing authorization of all
cancer treatment and supportive care drugs to be addressed within
asingle ePA of medical and pharmacy benefits together (instead of
5 separate authorizations for 5 different treatments).

In addition, the use of ePA may not be as widespread as it could
be. In an analysis of the data available on ePA use, Bobolts found that
only 44% of practices were utilizing ePA, whereas 40% submitted
the PA via email or eFax, 14% submitted through a phone call, and
2% mailed PAs. She added, “Services are available, and people need
to take advantage of tools like ePA that are provided to reduce the
burden on providers.”

Improved communication between payers and providers is also
important for urgent patient cases, and it can be an efficient way of
gaining PA approval. Payer and provider participants agreed that
improved communication can streamline the PA approval process,
even for complex cases. The sharing of additional clinical details
and data found within the EHR system can be useful in rare diag-
noses like Ph+ ALL.

Payer and provider participants identified obstacles that could
potentially be overcome through improved real-time communica-
tion. These included avoiding the time-consuming back and forth
between providers and payers via eFax or submission of denials via
ePA and days spent waiting for follow-up to identify missing infor-
mation. Without direct communication with the PA case contact,
it can take additional time to find the information needed to
resolve the case.

Alternative Expedited Approval Pathway

for Urgent PA

Bobolts advocated that there is a need to revolutionize and
modernize PA by automating approvals and addressing barriers
to timely care interventions. In Ph+ ALL and other rare diseases
with few FDA-approved frontline treatments, there is a need for
PA processes that can respond to treatment urgency. Stakeholders
from the roundtable agreed that requests for these patients need
expedited review. Geyer proposed that for certain medications
in some of the acute settings, the payer should provide an initial
30-day approval so that patients have access to medication quickly
while providers and payers work together to arrange long-term
coverage. However, from a payer’s perspective, an initial approval
without verification of medical necessity may create obstacles
in the management of long-term coverage after treatment has
already begun. Tar and Geyer shared that patients would benefit
from a process that flags certain ICD-10-CM codes with urgency,
automatically triggering an expedited review. For example, a diag-
nosis code for Ph+ ALL is implicit of urgency and would elicit an
expedited review.

Additional risks exist surrounding PA criteria for rare diseases.
Geyer noted that PA criteria for rare cancers may be infrequently
reviewed, and because the affected population is so small, it could
lead to denial of guideline-concordant care. He also noted that in
some cases, the peer reviewer of the PA criteria at the payer level
may have little or no experience in managing the condition.
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Participants agreed there is a need for implementing a real-time
PA solution. Bobolts provided an example from her organization,
which provides oncology-specific PAs for ponatinib for roughly
15 health plans. “Our turnaround time was 5.13 hours to make the
decision of approval on the prior authorization for treatment. And
for maintenance, it was 2.84 hours,” she said. She explained that
although this turnaround time was expedited, it may not be reflec-
tive of all oncology cases, and it was only able to occur because the
organization was aware that a fast response is required for patients
with ALL and other acute leukemias. “Providers need a decision
as soon as possible,” said Bobolts. “For maintenance [treatment],
typically, most of the patient’s records are available from the earlier
authorizations, so if the payer is looking to see if the patient has
T315I [mutation] or not, the information is readily available. If not,
they can request it. But usually, those can be faster subsequent
authorizations for patients.”

Tar added that there may be a gap in how utilization manage-
ment decisions are driven between the pharmacy benefit vs the
medical benefit, because on the pharmacy benefit, medications
that may have an urgent need would typically not have a utiliza-
tion management edit. This is because the burden of potentially
hindering access to urgently needed care outweighs the value of
adding a utilization management edit. In her system, oncology
reviews are outsourced to Carelon Insights (formerly AIM Specialty
Health), which follows NCCN Guidelines for reviews. The discus-
sion among participants raised the question about whether, for
certain severe diseases, there may be instances where treatments
could bypass PA requirement.

Opportunities for Leveraging Real-World Evidence
to Support Coverage Decisions

The utility of payer data to track patient treatments and outcomes,
thus providing future guidance and optimization of PA decisions,
is restricted due to the limited duration of patient membership
in each health plan. Generally, a lack of connectivity between PA
decisions and patient outcomes limits the ability of payers and
health systems to accurately correlate PA decisions with patient-
level outcomes.

For example, provider and payer participants agreed that the
lack of data—both peer-reviewed and real-world—contributes to
the challenges in timely PAs for rare disease states including rare
leukemias. Universal adoption of off-label coverage deemed medi-
cally acceptable according to eligible compendia, peer-reviewed
scientific literature, or standards published by CMS for Medicare
patients, could streamline access for smaller patient populations,
irrespective of line of business.*

Although real-world data can be obtained from patients who are
treated in academic centers, these data are not always published
in a top-tier, high-impact journal (ie, Blood or NEJM), which would

make them eligible by CMS for off-label coverage. According to
Geyer, “If we're going to accept real-world evidence, we also need
to say, ‘If it’s peer-reviewed real-world evidence that reaches a
certain standard, we can actually use this as another piece of data
to support a coverage decision in some cases.”

For smaller patient populations (eg, those with a rare, acute
leukemia), leveraging RWE may be possible for decision-making
in lieu of randomized clinical trials. However, Bobolts explained
that in the payer landscape, payers generally follow the well-
established Medicare criteria for reviewing data for off-label coverage.*
Participants agreed that quality of RWE for coverage support is an
area that needs to be explored, as there is not enough evidence
that is: 1) published or 2) published in 1 of the 26 CMS-supported
journals where it can be leveraged for off-label approval. “Providers
need to generate data on therapy that has real-world evidence that
shows benefitand is published in an appropriate [CMS-supported]
journal so that we can justify coverage,” said Bobolts. “Even if
the data aren’t published in the appropriate journal, [generate it]
anyway so that the payer can have some clinical justification that
the off-label therapy is [the] best fit for the patient. We need some-
thing tangible to try to justify coverage support and will fight tooth
and nail with Medicare should it be audited. Do it for the patient.”

Roundtable participants agreed that additional RWE is needed to
support patients whose cancer presentation does not fall precisely
within existing NCCN Guidelines, such as those with rare disease
presentation or uncommon mutation variants. When a patient
falls into a clear NCCN-concordant patient group, PA approvals for
appropriate therapies are more straightforward. When a patient’s
disease presentation falls outside treatment guidelines, payers
need to search for scientific literature to help facilitate an expe-
dited coverage determination.

Bobolts added, “A payer is not likely to deny therapy if it is
supported by guidelines or compendia, such as [from] the NCCN.
We are bound by regulations. The last thing a payer wants to do is
issue an inappropriate denial because they failed to notice new
groundbreaking scientific advances since the PA criteria was devel-
oped, putting a barrier in the patient’s way to accessing the latest
high-quality cancer care. We also need to look beyond the NCCN at
times and say, ‘If something hasn’t made it into NCCN, what else can
we incorporate to break down barriers and extend authorization?””

Prior Authorization “Gold Cards”

PA “Gold Carding” is another potential solution for a select number
of eligible providers who are practicing according to preselected
guidelines. This method, which has been outlined in HR 7995,
Getting Over Lengthy Delays in Care as Required by Doctors Act of
2022, and is state law in Texas and a small number of other states,
proposes PA exemption to providers or practices that have a certain
percentage of PA requests approved within the prior plan year.*
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Practices granted an exemption would be assigned a “Gold Card,”
aname thatis not finalized and that may need to be updated with
a more industry-neutral name.*

However, these laws have limitations. During the roundtable
event, participants cited provider confusion regarding Gold Carding
laws and reimbursement, and they noted the potential for delays
in patient care or the disadvantage this places on those patients
who are not under the care of a Gold Card provider.

Value-Based Care Arrangements

In a value-based contracting arrangement, payers collaborate with
high-performing providers who deliver high-quality, cost-effective
care. This model is a shift from the fee-for-service model to one
that pays for the value of therapy provided.

These value-based care models, most of which are still in
development, provide an innovative solution, but they may require
a provider to accept more financial risk. According to the payer
roundtable participants, this model would require “willing partners,”
as a provider would need to be willing to be paid for the value of a
therapy to an individual patient rather than the quantity of therapy
prescribed over their entire patient population.

In this model, providers may be required to take on some finan-
cial risks to offset the potential lost affordability for health plans.

“Moving more providers to value-based contracting represents
a long-term solution to reduce provider burden in the first place,”
said 1 roundtable participant. Bobolts agreed that payers are more
interested in developing value-based care programs that support
high quality, cost-effective care. “We are hopefully shifting in that
direction in the coming years,” she said. “We need people to be
forward-thinking to try to pay for the value therapy brings first,
not just the quantity of therapy prescribed.”

Conclusions

The purpose of utilization management is to help health care systems
and payers manage costs and reduce waste while ensuring that
patients get medically appropriate care in the correct setting. Yet
some utilization management processes, such as PAs, can create
barriers to access for patients. There is a need for the develop-
ment of technology and processes that alleviate provider burden.
Such goals may be achievable through the enhancement of the
PA process, the use of ePAs to expedite patient care initiation, the
adoption of a platform that offers interoperability with EHR systems,
and the enhanced ability to share data to expedite authorizations
and support utilization and cost analyses. Additional utilization
management tools and processes are needed to aid in the treat-
ment of rare diseases, where peer-reviewed and real-world data
tend to be more finite.

Although potential solutions to streamlining the PA process
have been proposed and integrated within certain organizations,

most proposed solutions represent short-term fixes. A potential
long-term solution preferred by payer participants would be moving
toward a value-based care system. In rare diseases such as Ph+ ALL,
where a quick initial start to treatment is critical, a value-based
care approach might make provider reimbursement contingent on
the quality of care provided, and PAs could potentially be waived
for providers with a high rate of quality care outcomes. Improved
communication between providers and payers is critical for the
timely approval of PAs and for patients to get appropriate care in
a timely manner. Early and frequent communication during the
PA approval process will help alleviate any concerns and create
clarity on the process, improving the timeliness of patient care. W
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