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Abstract

Chimeric antigen receptor T cell (CAR T) treatment efficacy has been shown to be greater in those who
receive timely infusions, while mortality rates increase with each month’s delay in treatment. Yet health
care infrastructure constraints, an intricate treatment process, and reimbursement complexities present
challenges that affect timely patient access to CAR T therapy. Best practices for decreasing time to
treatment are not well established. Autolus Inc convened an expert panel of 3 advisors from established
hematopoietic stem-cell transplant centers and 3 advisors with extensive national or regional payer
experience to identify operational barriers that contribute to treatment delays as well as potential means
for addressing them. Opportunities exist to expand treatment capacity by reducing redundant pre-
requisites for treatment center certification and through collaboration between established centers and
newer centers that need critical expertise to gain accreditation. Aligning clinical criteria are important for
improving clinician understanding of the treatment process, facilitating timely referral to treatment
centers, and streamlining payer authorization processes. Negotiating financial arrangements is the most
time-consuming step of the process before CAR T manufacturing can begin; contracts between treatment
centers and payers can help to facilitate timely care, but single-case agreements are necessary for
treatment centers and payers without extensive CAR T experience. Single-case agreements should
consider each side’s experience and financial exposure. In identifying obstacles to timely care and
working through potential solutions, participants developed a genuine appreciation for the interde-
pendence among stakeholders. Recognition of mutual interest is a starting point for cross-functional
cooperation.
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ell and gene therapies (CGTs) in the United States were certified to offer

compose a fast-growing area of can-

cer treatment and research. As of
the end of 2024, more than a dozen of the
43 CGTs approved by the US Food and
Drug Administration (FDA)—8 of them
chimeric antigen receptor T cell (CAR T) ther-
apies—had hematology or oncology indica-
tions."” Approximately 300 additional CGTs
were in late-stage clinical trials for oncologic
use.”’

The rapid pace of approvals has led to
predictions about widespread, data-driven
adoption of CGT and CAR T therapies. How-
ever, capacity constraints and reimbursement
complexities present challenges confounding
these expectations. In 2024, ~100 facilities

CAR T therapy.” These centers absorb much
of the patient volume, in part because the
ever-increasing number of referrals exceeds
the growth in certification of new centers of
excellence (COE). Moreover, the largest cen-
ters have at least some payer contracts in
place for CAR T reimbursement, while other
centers and payers are obliged to negotiate
time-consuming single-case agreements.
Infrastructure and operational bottlenecks
increase time to treatment in a patient popu-
lation whose disease tends to progress
rapidly, many of whom have relapsed or re-
fractory disease, and therefore need care as
quickly as possible to maximize outcomes.
For example, median overall survival in
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patients with refractory large B-cell lym-
phoma or who relapsed within 1 year has
been estimated at 6.3 months,” and for
some acute subtypes of B-cell lymphoma,
such as acute lymphoblastic leukemia, overall
survival is less than 6 months.” Yet a recent
study of access barriers to CAR T therapies
found a median time from referral to infusion
of 143 days—and during this period, one in
every 8 of the 254 patients in this study could
not be infused because of disease progression
or a decline in clinical status.” Treatment effi-
cacy in patients eligible for CAR T has been
shown to be greater in those who receive
timely infusions,” whereas mortality rates in-
crease with each month’s delay.”

Best practices for decreasing time to treat-
ment are not well established. Thus, there is a
need for stakeholders not only to identify
operational barriers that contribute to treat-
ment delays but also to develop strategies to
address them. To this end, in January 2025,
Autolus Inc sponsored a moderated expert
panel discussion consisting of 3 advisors
from high-volume hematopoietic stem-cell
transplant (HSCT) centers and 3 advisors
with extensive national or regional payer
experience. Members of this panel discussed
their own experience with CAR T-related
administrative and reimbursement challenges,
with the purpose of proposing opportunities
for addressing recurring themes. These chal-
lenges were previously identified by 2 focus
groups Autolus sponsored in the fall of
2024, one involving 15 clinical and adminis-
trative decision makers at HSCT centers of
excellence and the other involving 15 deci-
sion makers from regional and national
payers. Participants in the 2024 focus groups
were not the same individuals as those who
participated in the January 2025 expert panel.
To avoid influencing the flow of the conversa-
tion or leading the panel to preconceived so-
lutions, Autolus did not participate in the
expert panel discussion.

Informed by the findings of the 2024
focus groups, advisors on the January 2025
expert panel discussed real-world implica-
tions of the challenges across the payer/pro-
vider spectrum, explored avenues for
collaboration, and put forth several recom-
mendations for making operational processes
more efficient. This paper presents the panel’s

observations, insights, and recommendations
for collaboration.

It is worth noting that each payer and
healthcare system has unique standard oper-
ating procedures, philosophies, and cultures,
and these differences were evident during this
panel discussion. Each organization has its
own approach to CAR T-related processes
and operations; as such, there was not uni-
versal agreement among advisors on this
expert panel on every issue, nor was a singu-
lar path forward identified. There was, how-
ever, a shared desire to enable the best
possible patient outcomes and a willingness
to work collectively toward efficient opera-
tionalization. This paper is intended to
encourage stakeholder dialogue, identify
areas of common interest, and foster the cre-
ation of shared value: what's beneficial for the
patient can also be beneficial for payers and
providers.

CAR T: Operational Challenges and Potential
Solutions

Patient access to CAR T therapy involves a
complex series of steps that begin several
weeks or even months before an infusion. '’
Not all treatment centers follow the same
linear path to infusion, but in general, stages
of this process may include:

1. Patient identification through internal or
external referral/initial consultation

2. Benefits investigation

. Prior authorization

. Negotiation of a financial agreement with
the payer

. Apheresis

. Manufacturing

. Lymphodepletion

. CAR T administration

. Follow-up care

Y

O 0~ O U

The aforementioned 2024 focus groups
estimated the average time from patient iden-
tification to infusion to be 60 to 75 days
(range, 35-135 days), based on their own
experience, with wide variance in each step
of the treatment process (Figure 1). Advisors
on the 2025 expert panel noted that these
timeframes were similar to their own observa-
tions in practice. Working backward from
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Patient identification
v

Access journey step

Baseline patient access journey
(N=15 Provider Sites)

Administration
v

Range: (~35-135 days)

Week 1 Week 2 Week 3 Week 4 Week 5 Week 6 Week 7 Week 8 Week 9 Week 10 Week 11 Week 12 Week 13
Q Patient ID & info. 8 days
Collection Q (I-14 days)
[Vl Benefits investigation 9 (2?/ jag:yg)
Anticipated new CAR T
3 — 12 days
Prior authorization (221 days) Timeline
P ATC ~75 days
ayer - 18 d
Financial agreement* 2.35 adzjs)
Coordination & 9 da
- . 1
s Apheresis scheduling = 1-21 days)
[ Manufacturing | [Es. 16-36 days |
G Lymphodepleting chemo 6 days
& CAR-T administration (4-7 days)

#Includes the timeline for financial sign-off required for each patient at the ATC
Based on primary market research, 2024

Note: Select access journey steps may be initiated prior to launch (eg, patient ID, payer agreement)

FIGURE 1. Provider perceptions of time required for stages of CAR T access journey. Informal interviews with clinicians and clinical
decision makers at |5 HSCT centers of excellence across the United States determined that the average time from patient
identification to infusion was 60 to 75 days. HSCT, hematopoietic stem-cell transplant.

CAR T administration in Figure 1, advisors
noted that the time required for administra-
tion, lymphodepletion, and manufacturing is
largely outside of the control of treatment
centers and payers. There was consensus,
however, that the steps before manufactur-
ing—from patient identification to aphere-
sis—could be streamlined.

The expert panel discussed four broad is-
sues that contribute to time to treatment chal-
lenges: (1) system capacity constraints; (2)
clinical and operational complexities; (3) prior
authorization processes; and (4) financial
agreements. Issues (2) through (4), detailed
below, describe advisors’ own experience or
opinions of factors that may contribute to vari-
ability in the duration of these steps. Issue (1),
capacity constraints, is a parallel concern that
precedes the first step of the access journey
(patient identification and information collec-
tion) and overlays the other three issues
described here. Capacity constraints cannot
be measured in days, but they do influence
timely access to care.

With recognition that awareness of the
challenges that other stakeholders face is
helpful, treatment center and payer advisors
explored opportunities to address impedi-
ments to timely care inherent in each of these

four issues. Ultimately, the group identified
several opportunities—again, based on their
own experience—for provider—payer collab-
oration and for making the treatment-access
journey more efficient. In the absence of
established best practices, these opportunities
represent important considerations for mov-
ing to action.

Capacity Constraints. There is a universally
acknowledged need for more treatment cen-
ters as demand for CGT and CAR T therapies
grows. However, the processes set forth by
manufacturers and accreditation agencies
that treatment centers must follow for certifi-
cation are rigorous and time-consuming,

Centers seeking to offer a given therapy
must meet an extensive series of manufacturer
prerequisites that can take 6 to 8 months to
fulfill. Although most prerequisites are similar
across therapies, each product and manufac-
turer have unique requirements. The acceler-
ating pace of FDA approvals adds to the
challenges of onboarding and readiness. In
2023, the FDA licensed 6 CGTs; in 2024,
10 CGTs were approved.z’3 For treatment
centers willing to participate, the result is an
increasing commitment of time, resources,
and staff across multiple disciplines.
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To ensure sites of care have capacity, profi-
ciency, and CAR T-qualified multidisciplinary
teams, a center must also achieve third-party
accreditation, such as that from the Foundation
for the Accreditation of Cellular Therapy
(FACT). Therein lies a conundrum. Payers hes-
itate to send members to nonaccredited facil-
itles, but accreditation requires clinical
expertise built through experience accumulated
by administering the therapies via a requisite
caseload. As of May 2025, only 155 FACT-
accredited sites provided one or more types of
immune effector cellular therapy, though the
number of centers that offer CAR T therapies
may be even lower.™'' Advisors on the panel
unequivocally recognized the need for more
accredited centers. As one medical director rep-
resenting a regional payer put it, “There’s no
way the tertiary care institutions can handle
the load. We have to figure out how to move
at least the cases that are less complicated.”

A silo effect indirectly contributes to ca-
pacity constraints. Manufacturers and accred-
itation bodies have separate processes for
validating new centers, and payers have
unique policies that influence the flow of pa-
tients to them. Advisors were inclined to
explore ways to bridge requirements and to
introduce operational efficiencies.

There was agreement that redundancy
across manufacturers’ prerequisites should
be addressed. Some of this could be accom-
plished by standardizing terminology and by
reducing the burden of duplicate documenta-
tion. In turn, this may improve efficiency by
enabling standardized workflows at treatment
centers. Advisors endorsed the work of the
American Society for Transplantation and
Cellular Therapy 80/20 Task Force, which
has proposed 80% of manufacturer require-
ments be standardized and made 5 recom-
mendations for reducing the burden of
documentation: '

(1) Eliminate duplication in accreditation and
auditing of clinical sites;

(2) Define expectations for the education
about and management of CAR T therapy
toxicities to potentially replace product-
specific risk evaluation and mitigation
strategy (REMS) programs;

(3) Streamline current REMS
testing, and data reporting;

education,

(4) Standardize information technology plat-
forms supporting enrollment, clinical
site-manufacturer communication, and
logistics of maintaining chain of identity/
chain of custody across multiple transpor-
tation steps; and

(5) Encourage the use of universal nomencla-
ture by cell therapy manufacturers.

Advisors supported development of a
hub-and-spoke training system for helping
new centers to gain expertise and experience
for accreditation. Under this framework, a
large center would enlist fellows and other
clinical and administrative staff to provide
training and insight to affiliated sites. To
develop the volume needed for accreditation,
a smaller center could start with patients
covered by fee-for-service Medicare, which
does not require FACT accreditation. If a
large center has standardized processes
reporting clear guidance and oversight of
smaller centers, it could extend its accredita-
tion to smaller partners, eventually moving
some commercial cases to these sites while
the COE retains more clinically challenging
cases.

To be confident that the treatment center
is capable of safely providing this complex
service, payers often designate it as a network
provider only after it gains FACT accredita-
tion and signs a contract. A network provider
may also be considered a COE once it main-
tains the highest credentialing standards.
Treatment center advisors asked whether
making standardized outcomes available to
payers could be a means for gaining provi-
sional in-network status, even as a center
works toward accreditation. Although treat-
ment centers do track some metrics related
to CAR T, FACT requirements for reporting
cellular therapy infusions to the Center for In-
ternational Blood and Marrow Transplant
Research are not as rigorous as those for trans-
plant programs,'”'* and the metrics them-
selves must continue to evolve and mature.
To this end, payers acknowledged a need for
a more comprehensive set of quantitative
data across accredited centers. One advisor
noted recommendations published by Dan-
doy et al'” in Transplantation and Cellular
Therapy in October 2024, which provide a
framework  for quality review and
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standardized outcome reporting, may offer
acceptable criteria for designation of a COE.

Future Opportunities: Increasing Capacity
Manufacturers, which play a role in the future
of CAR T accessibility, should work collec-
tively to streamline onboarding requirements
for treatment centers. Payer and provider
communities can share expertise and re-
sources to develop guardrails for certification
of new centers.

Clinical and  Operational Complex-
ities. Currently accredited centers struggle
with workflow issues in trying to accommo-
date the growing demand. Each referral re-
quires a determination of a patient's CAR T
eligibility, which differs among payers. These
differences complicate treatment centers’ ef-
forts to collect medical histories and conduct
benefits investigations—slowing these pro-
cesses despite a growing body of knowledge
about the urgency of treatment.

As the number of CAR T therapies has
expanded and their indications have evolved,
some community-based physicians may not
yet have relevant experience with these com-
plex therapies and are unfamiliar with clinical
eligibility criteria. Some of this may be traced
to a mistaken, if well intentioned, belief that
patients who are not candidates for HSCT
because of age or comorbidities also are not
candidates for CAR T. Patient selection for
CAR T depends on several factors, such as
previous treatments and a patient’s overall
fitness for a particular cellular therapy. Deter-
minations of candidacy may be best made by
a multidisciplinary specialty team after
referral to a center of excellence.'®

Advisors noted that even among oncolo-
gists, knowledge about when to refer patients
for evaluation varies. Referring oncologists
may underestimate or don’t routinely consider
the many administrative steps involved prior
to treatment. As a result, too frequently, pa-
tients with rapidly progressive terminal condi-
tions are not referred early enough.

Advisors concurred that standardized
criteria for clinical acceptability can be helpful
on multiple levels. Although each case is clin-
ically unique, standardized criteria may
reduce some ambiguity about a patient’s

CAR T eligibility, allowing for greater focus
on who is at high risk of accelerated deterio-
ration. Payers can use claims data and
Al-enabled predictive modeling to identify
members who may become candidates for
CAR T. Engaging oncologists and treatment
centers in this process may enable creation
of population-health management models,
which in turn can help to clarify which pa-
tients are suitable for evaluation. Given that
benefits investigations can take up to 2 weeks,
identifying potential candidates for CAR T
well before a referral occurs carries implica-
tions for timely treatment.

Future Opportunities: Payer—Provider
Collaboration

Payers and providers should work collabora-
tively to define clinical eligibility for CAR T.
This effort would enable educational opportu-
nities for referring clinicians and may help to
identify eligible patients earlier, ultimately
leading to earlier treatment, when the poten-
tial for positive outcomes is higher.

Prior Authorization Processes. Prior autho-
rization (PA) is a complex and resource-
heavy undertaking for both payers and treat-
ment centers. Although acknowledging the
burden on treatment centers, payer advisors
made it clear that PA is a necessity that serves
several purposes: It aligns with evidence-
based guidelines to ensure that a service is
clinically appropriate; it is an important
trigger for verifying benefits; and it initiates
notification to downstream entities that a
patient will require not only the infusion itself
but also any supportive services associated
with an episode of care.

At this stage of the access journey, the
overarching obstacle is variation in PA re-
quirements from one plan to the next. Infor-
mation collection becomes a paramount
concern as centers determine which prerequi-
sites were fulfilled before a patient was
referred so as to avoid time-consuming dupli-
cation. As a condition of PA, some payers may
request medical information or testing irrele-
vant to CAR T—requests that are, likely, a
carryover from transplant requirements but
which, nonetheless, unnecessarily lengthen
the process. As put by one clinician advisor,
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CAR T candidate patients have active disease
and are at risk for clinical deterioration, mak-
ing more than 2 to 3 weeks for PA pretesting
unreasonable. Variation also arises when
some payers PA to label while others follow
the more restrictive inclusion and exclusion
criteria of the product’s pivotal clinical trial.

Advisors from 2 treatment centers provided
a contrast in how lack of standard PA require-
ments influences time to treatment through
standard operating procedures and workflows.
At one center, multiple steps—from determina-
tion of pretesting fulfillment to apheresis sched-
uling—occur simultaneously while PA approval
is sought. This advisor estimated the time from
patient identification to treatment at ~ 70 days.
A second center takes a linear path in which
each payer’s pretest requirements are deter-
mined and executed, and no further steps can
begin until PA is granted. Here, time to treat-
ment is closer to 100 days.

There was general agreement among all
advisors that most of the clinical criteria
required for PA—such as pretests and a mem-
ber’s treatment history—could be made more
consistent across plans in a region. Standard-
ization of clinical criteria could prompt treat-
ment centers to work with their largest
commercial payers to create a summary of
critical PA approval criteria, which may
simplify the collection of patient information
and shorten the PA process. When appro-
priate, referring providers can conduct pre-
testing locally to help reduce academic
centers’ capacity constraints and accelerate
the PA process.

Treatment center advisors also described
substantial variation in time to PA approval.
This was consistent with findings of the
2024 focus groups with clinicians and clinical
decision makers, who perceived PA processes
require anywhere from 2 to 21 days
(Figure 1). Payer decision makers partici-
pating in the fall 2024 focus groups provided
lower estimates, ranging from 1 to 14 days,
depending on whether a second-level PA re-
view was required, and as long as 30 days if
an appeal was involved (Figure 2). Advisors
on the expert panel were in agreement that
the high ends of both ranges were
unacceptable.

Although many payers use the same team
to conduct PA for CAR T and HSCT, not all

do. When requests for HSCT and CAR T
authorization are handled by separate payer
teams, gaining approval becomes more
complicated. One treatment center advisor
noted that this separation was common
among several regional payers in the Midwest.
As a result, this center is unable to seek simul-
taneous authorization for either procedure
while medical specialists at the center deter-
mine a patient’s best course of treatment. If
PA is initially requested for transplant but
the treatment team later determines that the
patient is appropriate for CAR T, the center
is required to restart the PA process rather
than revise its request—contributing to a
delay in time to treatment.

Payer advisors noted that time to a PA
determination is often regulated and that de-
lays in reaching a determination may be a
function of incomplete fulfillment of require-
ments. For treatment centers, turnaround
time is of utmost importance; the presence
of dedicated and experienced case managers
may help in this regard and could be consid-
ered a best practice. It is possible that, at
smaller payers, people without sufficient
CAR T experience are reviewing cases; if so,
the PA process may need to be more collabo-
rative. One noted his plan has allowed institu-
tions to develop their own clinical criteria for
HSCT, subject to plan review and approval.
This method has shortened the PA process
and simplified payer determinations of
whether a patient meets criteria for HSCT
set forth by the institution. This may be a
viable path for centers with deep experience
with CAR T as well.

The inability described by one advisor to
seek simultaneous approvals for CAR T and
HSCT is not unique. Typically, a payer
would request a treatment plan before grant-
ing PA for a complex procedure; when a final
proposed treatment is yet to be determined,
multiple approvals are rarely an option.
Some payers do allow for an evaluation
authorization in which certain preliminary
services for potentially overlapping eligibility
criteria are authorized while a center assesses
the patient’s candidacy for CAR T or
HSCT—a process that may allow the treat-
ment process to begin while a determination
is made on a patient’s candidacy for a partic-
ular therapy.
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Anticipated Clinical Approval Processes
(based on N = |5 payers)
A CAR-T Therapy PA
Request Intake Payer-Cited
Anticipated
A v Average Timing
: 6 days
"""""""""""" |t Level PA Review
(1-14 days)
\
2nd Level PA Review
(if needed)
v
PA Request Denial PA Request Approval
A -, 11 Days
> PAA | Initiated
ppeal Initiate (3:30 days)
2nd Appeal
Request
A Peer-to-Peer
Requested
\/ y 4
L | Appea Appeal Appeal Appeal
Denial Approval Denial Approval
A Potential Pain Point
Based on primary market research, 2024
FIGURE 2. Payer perceptions of time required for prior authorization. In informal interviews, decision
makers at |5 national and regional payers estimated that prior authorization required, on average, |-14
days, and as long as 30 days if an appeal was involved.

Future Opportunities: Prior Authorization
Standardized clinical criteria may align payer
and provider expectations and help to shorten
time to a PA. Payers and treatment centers
should have dedicated, experienced teams to
facilitate information flow and PA turnaround
time.

Financial Agreements. Development of a
financial agreement between a treatment cen-
ter and a payer is typically the most time-
consuming aspect of the access journey
prior to the manufacturing stage. Having a
CAR T-specific contract in place assures ac-
curate reimbursement and is an important
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mechanism for timely treatment because it
removes the financial agreement as a barrier
to access. From an operational standpoint,
when a contract is in place, most of what
remains to accomplish are the benefits
investigation and a PA.

Though advisors universally viewed con-
tracts as preferable, contract development re-
quires a great deal of clinical acumen and
practical experience with technological ad-
vances in medicine on both sides. Contracts
can take as long as a year to negotiate. A
new product or indication may require a con-
tract renegotiation. As such, there are in-
stances in which SCAs are necessary. Among
payer-related reasons, a payer may be in the
process of designating a facility as a COE, or
a member’s out-of-network benefit may be
inadequate. On the provider side, new pro-
grams are difficult to launch from a financial
standpoint, and concerns about financial
exposure can delay the opening of a program
or impede its growth. Some centers—particu-
larly newer centers that are coming to under-
stand their financial exposure—may prefer an
SCA, which provides assurance about which
services will be covered and what reimburse-
ment can be expected.

As time is of the essence for patients
seeking CAR T therapy, payers with CAR T
experience can help providers who lack expe-
rience with CAR T or familiarity with the
negotiation process to reach a general agree-
ment on clinical criteria for CAR T. An
interim letter of agreement listing these
criteria may make SCA negotiations more
efficient.

When SCAs are necessary, terms and def-
initions should be reused as often as possible
to simplify negotiations and reduce their
duration. Like all contracts, SCAs have stan-
dard elements: member name and identifica-
tion, diagnosis, procedure to be performed,
periods of time required for various clinical
interventions, and inclusions and exclusions.
The degree to which SCAs can be templated
and, in essence, reused varies among treat-
ment centers.

CAR T does not represent the first time
this has happened in an area of innovation,
and in this case, payers considered analogs
for efficiency. One advisor thought it would
be feasible for a center to amend HSCT

agreements, be they contracts or SCAs, for
CAR T. There may be reasons why this is
not occurring; however, payers may be hes-
itant because new-technology outcomes are
difficult to measure, or the center may not
want CAR T in its COE agreements because
it reduces their control over volume and
which patients they can accept. These con-
cerns may be alleviated only with time
and experience on the part of both
stakeholders.

There is wide variance in time to a finan-
cial agreement. One advisor recently pub-
lished an abstract detailing her academic
center’s experience with time spent on each
step of the access journey. Average time to
an SCA was 45 days' '—considerably longer
than the estimates of participants in the fall
2024 focus groups. In those sessions, the 15
payer participants estimated an average time
of 7 to 18 days to reach an SCA if the center
had negotiated a previous SCA for CAR T, and
as long as 29 days for a first SCA for CAR T
(Figure 3). By contrast, the 15 COE represen-
tatives estimated a range in time to an SCA
from 2 days (Medicare) to 35 days (commer-
cial payers) (Figure 1).

Reasons for this variation vary. Experi-
enced providers with established relationships
with payers may easily negotiate an SCA
within a few days. Newer treatment centers,
however, need time and experience to get
used to the language of CAR T and the com-
plexities of reimbursement. Centers that draw
patients from out of state may have to navi-
gate terms with commercial payers or
Medicaid agencies they rarely encounter.
Some self-insured employer groups may also
have less experience with CAR T or may carve
it out altogether.

There was less agreement among payers
on the most appropriate form of reimburse-
ment. Because they are inclusive of multiple
services, case rates can be simple for commer-
cial payers to administer and, in the opinion
of one payer’s representative, prevent the
need to micromanage costs. Payers, however,
may hesitate to set case rates because of the
high-cost nature of CGTs and limited claims
data experience for modeling, especially
among emerging technologies. These payers
may prefer per diems or alternative fee-for-
service arrangements, depending, in part, on
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Anticipated Financial Approval Processes
(based on N=15 payers)

Coverage Journey Process

Case Agreement
Initiation

A

I
Contracting staff, actuarial teams,
Financial teams, medical & pharmacy team

Payer-cited
Anticipated

Average timing

| |

v New CART
Has CAR-T A No CAR-T 1-8 Weeks
CoE network CoE network (<7 days to >29 days)
In-CoE Out-of-CoE A Established CART
network network 1-3 Weeks

(<7 days to >18 days)

Case agreement
finalization

Case agreement processes may be initiated prior (e.g, upfront
contracting template), in parallel, or following PA approval

A Potential Pain Point

Based on primary market research, 2024

center of excellence; SCA, single-case agreement.

FIGURE 3. Payer perceptions of time required for SCA development. In informal interviews, decision
makers at |5 national and regional payers estimated the average time to negotiate an SCA for CAR T
with a COE to be | to 3 weeks if the COE had experience negotiating such an agreement. Negotiations
for a COFE's first CAR T SCA can take as long as 8 weeks. CAR T, chimeric antigen receptor T cell; COE,

whether the service is performed on an inpa-
tient or outpatient basis.

Some treatment centers that are still
learning where their cost exposure lies may
also hesitate to accept a case rate. With a
new program, institutional concerns about
cost exposure will likely halt the negotiation
process, even with dedicated physician cham-
pions and patient advocates.

Future Opportunities: SCA Templates
Although contracts can help to facilitate
timely care, SCAs are necessary for treatment
centers and payers without extensive CAR T
experience. The SCA templates containing
standardized information can help to reduce
negotiation time. Reimbursement arrange-
ments should consider each side’s experience
and financial exposure.

DISCUSSION

In patients who require CAR T, optimal out-
comes rely in part on addressing operational
barriers to treatment. There is an evidence-
based and well-documented inverse relation-
ship between time to infusion and treatment
efficacy/patient outcomes.”” Although each
payer and health care system has its own
approach to CAR T-related activities, there
was consensus among members of this expert
panel regarding similarities and a shared
recognition that these differences do not
have to be barriers to timely care.

Time to infusion is a timely topic that will
become even more critical to address as the
use of CGTs accelerates. The opportunities
for stakeholder collaboration described in
this paper come at a time when the use of
CGTs is expanding but best practices for opti-
mizing time to treatment are not well
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established. Previously published literature
has described barriers to care, though to our
knowledge, this paper is the first to bring
together decision makers from COEs and
payers to discuss real-world experience and
to reach consensus on potential paths for
overcoming barriers. Nikiforow et al'’
described, in depth, the work of the ASTCT
80/20 Task Force, which developed recom-
mendations for streamlining documentation
requirements as a means for expanding capac-
ity. The report by Nikiforow et al'” is neces-
sarily more narrowly focused than this
paper, which broaches additional topics and
touches on the relevance of the ASTCT rec-
ommendations for COEs and payers in the
context of their everyday practice. Gajra
et al'® focused primarily on manufacturing
complexities and clinical-care issues. While
the authors mentioned PA as an obstacle to
care and advocated for a standardized preap-
proval process, they do not identify specific
PA-related issues to be addressed. Feldman'”
reviewed clinical and administrative barriers
to timely treatment, including the apheresis-
to-manufacturing stages. As mentioned previ-
ously, care delays related to these stages are
largely outside of the control of treatment
centers and payers. Importantly, a focus on
the apheresis-to-manufacturing stages omits
the most time-consuming barrier to treat-
ment: financial agreements, which Hu et al*’
also identified in a study documenting referral
to infusion times at two cancer centers. While
such empirical evidence is useful for policy
decision making, Hu et al do not provide rec-
ommendations for improving it. Our paper
details the advantages and disadvantages of
SCAs and presents potential mechanisms for
shortening time to an agreement.

This paper has 2 key limitations. First, the
small size of the expert panel—6 individu-
als—limits the generalizability of the panel’s
conclusions. As a matter of practicality, the
panel was limited to 6 participants and a moder-
ator to ensure that substantive input was
received from all participants. It should be noted
that the opportunities for provider—payer
collaboration described herein are not presented
as best practices; rather, they are directionally
relevant paths whose validity should be estab-
lished through the development of policies
and procedures, performance metrics, and

outcomes measurement. Second, this panel’s
breadth of experience was somewhat narrow,
as community oncologists, patient advocates,
and other relevant stakeholders were not invited
to participate. The concerns of these and other
stakeholders—care coordination or disparities
based on poverty, race, or distance, for instance-
—are genuine but are beyond the scope of this
paper and have been addressed elsewhere in
the literature.'”*"** We sought to bring
together thought leaders with experience at
high-volume treatment centers and payer orga-
nizations to discuss real-world barriers to imme-
diate care and avenues for addressing them.

CONCLUSION

In working through potential obstacles, partic-
ipants in this expert panel developed a genuine
appreciation for the interdependence among
stakeholders. Recognition of this mutual inter-
est is a starting point for cross-functional dia-
logue. Advisors from payers and treatment
centers agreed on the need to collaborate on a
regional level to work toward expanding ca-
pacity, improve care coordination, refer pa-
tients appropriately, and standardize patient
selection criteria and financial-negotiation pro-
cesses to accelerate time to approval.

Manufacturers of CAR T therapies can
play a role in helping other stakeholders
with their goals for patient and member
care. Account teams can help treatment cen-
ters understand payers’ access requirements,
especially with newer treatment centers
seeking to streamline SCA negotiations. Man-
ufacturers can share clinical trial data and
approved real-world evidence with payers.
They can also provide technical support,
tools, and resources that can assist clinical
teams and payers with patient support and
outcomes management.

All  stakeholders—manufacturers, treat-
ment centers, and payers alike—understand
the critical importance of time to treatment in
terms of patient outcomes. If the systemic bar-
riers and opportunities for overcoming them
identified in this paper can be addressed in
meaningful ways, improvements in patient out-
comes should follow. As the number of
approved CGTs continues to grow, ensuring
sufficient CGT access continues to grow in crit-
icality. Collaboration among manufacturers,
payers, and providers is key to promoting
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ongoing dialogue, knowledge sharing, and
high-quality patient care.
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