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C4 Experience with an outcomes-based rebate
agreement for apalutamide in the treatment

of prostate cancer

Brandon T. Suehs, Bart Brown, MS

Humana Healthcare Research, Inc, 500 W. Main Street,

Louisville, KY 40202; bsuehs6@humana.com

BACKGROUND: Humana Inc. and Janssen Biotech Inc.
entered into an innovative outcomes-based rebate agree-
ment (OBA) for apalutamide in 2019. The OBA offered
financial rebates for the on-label utilization of apalutamide
based on clinical performance of apalutamide (trade name:
Erleada) for treatment of prostate cancer among certain
individuals enrolled in Humana Medicare Advantage pre-
scription drug (MAPD) plans.

OBJECTIVE: To summarize the implementation of the OBA
and the outcomes reported during the implementation of
the OBA.

METHODS: This analysis included individuals enrolled in eli-
gible MAPD plans newly initiating apalutamide treatment
from July 2019 through June 2023. Patients that were pre-
scribed any oral androgen receptor inhibitors (OAls) prior
to initial dispensing of apalutamide were excluded. In order
to assess clinical performance, 2 prostate-specific antigen
(PSA) laboratory test results were required, one during the
baseline period prior to apalutamide treatment initiation
(up to 91 days prior to dispensing) and a second PSA test
result between +56 and +112 days after the date of initial
dispensing. Treatment response was defined as reduction
of >50% in PSA level. Descriptive analyses of attrition and
treatment response were conducted.

RESULTS: A total of 4,042 individuals were identified initially
with a dispensing of at least 60 days supply of apalutamide.
Among those, 1,556 individuals were new to OAI therapy and
eligible for inclusion in the clinical performance analysis.
Baseline PSA results were available for 42.2% (n=656) of indi-
viduals, and both baseline and post-OAI initiation PSA test
results were available for 19.5% (n=303) of new initiators. A
further 20 individuals were excluded from the clinical per-
formance analysis owing to a lapse in continuous enrollment
between the first PSA test and the postinitiation retest. Among
individuals included in the clinical performance assessment
(n=283), 67.5% (n=191) demonstrated PSA reduction of >50%.

CONCLUSIONS: Pharmacy OBA arrangements represent an
innovative way to tie price concessions on utilization of
products to outcomes-oriented metrics. Challenges include
availability of the necessary clinical data for the health plan
to fully implement performance-based measures. Strat-
egies to improve clinical data availability to support such
agreements, such as medical record reviews or other tac-
tics, should be considered.

SPONSORSHIP: None.

Ul

products?

Daniel Gratie, PharmD, MS, Ami Buikema, MPH,
Sarah Bandy, PharmD, PhD, Elizabeth Brooks,
Erin Hulbert, MS, MBA, Kristin Moore, PhD, MPH,
Cristina Masseria, PhD, MSc

AESARA, PO Box 4266, Chapel Hill, NC 27515;
dan@aesara.com

BACKGROUND: The Inflation Reduction Act (IRA) of 2022
allows Medicare to negotiate prices for high-cost pre-
scription drugs. Current guidance estimates average drug
expenditure across dosages and formulations; no informa-
tion has been provided on how variability across indications
will be considered and the impact this will have on the
inherent value of a treatment.

Does the maximum fair price accurately
represent the value of multi-indication

OBJECTIVE: To investigate high-spend Medicare drugs with
multiple indications that are eligible for IRA negotiations in
2025 and to estimate the distribution of dosage/formula-
tions tied to different indications.

METHODS: Using 2022 Medicare expenditures, we iden-
tified high-spend drugs with more than 4 indications
covered by the Centers for Medicare & Medicaid Services,
not previously considered for IRA negotiations (XTANDI,
JAKAFI, TAGRISSO, REPATHA, COSENTYX, OTEZLA,
VRAYLAR). Claims data from the Optum Research Data-
base of Medicare Advantage with Part D (MAPD) enrollees
from January 1 to December 31, 2022, were used. Patients
were eligible for inclusion with at least 1 fill for a poten-
tial drug (index date), enrollment for at least 1 day, and a
related diagnosis code. The distribution of dosage/for-
mulations by drug (National Drug Code-9 numbers) and
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label-consistent indications based on International Clas-
sification of Diseases, Tenth Revision codes within 1 year
pre-index were described and analyzed.

RESULTS: There were 5,586,290 MAPD beneficiaries with at
least 1 day of eligibility and a health care encounter (visit
or prescription) in 2022. Samples of patients with a pre-
scription fill in 2022 ranged from 992 (TAGRISSO) to 34,466
(REPATHA), with an average of 2.71 (SD=1.38) dosage and
formulations compared with 4.14 (SD =0.38) indications per
drug. For example, weighting XTANDI (n=2,625) by formula-
tion would show 28.5% of patients were prescribed 40-mg
capsules, 53.7% 40-mg tablets, and 17.8% 80-mg tablets.
However, this would not show that 69.7% of these patients
were being treated for metastatic disease compared with
30.3% for nonmetastatic disease, as dosage did not vary
widely by metastatic status.

CONCLUSIONS: Our findings highlight variability in drug
utilization based on dosage/formulation and indications.
Medicare should consider a weighting approach reflecting
the clinical value of medications across different indications,
beyond just formulation options. The value of these drugs
depends on the unmet needs and clinical outcomes for each
indication. These results demonstrate that the current IRA
calculations may not accurately represent a product’s clini-
cal value when establishing a maximum fair price.

SPONSORSHIP: None.
UZ Access to specialty medicines

with alternative funding programs:
A descriptive survey of patient experiences
Jonathan James, Sarah N. Gibbs, MPH, Irina Yermilov,
MD, MPH, MS, Lori Bienvenu, MS, LPC, William B. Wong,
PharmD, MS
Hope Charities, 37325 Market Place Dr. Suite B,
Prairieville, LA 70769; jonathan@hope-charities.org

BACKGROUND: Alternative funding programs (AFPs) attempt
to lower plan sponsor costs by excluding specialty medi-
cines from a beneficiary’s plan coverage and obtaining those
medicines through alternative sources (typically, manufac-
turer patient assistance programs) via a third party (ie, AFP
vendor). Patients’ experiences with and access to medicines
through these programs have not been previously described.

OBJECTIVE: To describe patients’ experiences and medica-
tion access with AFPs.

METHODS: A US national survey consisting of optional sin-
gle- and multiple-choice questions with branching logic
was administered (October to December 2023) to patients
who had reported experience with AFPs. Patients were

JMCP.org | October 2024 | Vol. 30, No.10-c
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recruited online from a patient panel and patient advocacy
group. Broadly, the survey evaluated patients’ (1) awareness
of AFPs, (2) experience with the patient assistance program
application process via the AFP vendor, and (3) timeliness
of medication access if granted, and/or the health impact
of any delay in medication access. All responses were ana-
lyzed descriptively (proportions, means) and reported only
for patients who responded to the question(s).

RESULTS: A total of 227 patients were included in the final
sample. Most (61%) did not learn about AFPs through their
employer and instead first learned about them as part of
their health plan benefit when trying to obtain their spe-
cialty medication. More than half of patients (54%) reported
being uncomfortable with the representative from the AFP
vendor, including feeling hesitant providing them with sen-
sitive information. Patients reported a mean wait time of
approximately 2 months (68.2 days) to receive their medi-
cation and a negative impact on their health (24% reported
waiting worsened their condition and 64% reported that it
led to stress and/or anxiety). Those who reported waiting
led to a negative impact on their health considered leaving
or had left their job at a rate 3-5 times higher than those
who did not. Eighty-eight percent of patients reported
being stressed or anxious because of the medication cover-
age denial and the uncertainty of being able to obtain their
medication.

CONCLUSIONS: Most patients obtaining their specialty
medicines via AFPs reported being uncomfortable with
the process and had delays in obtaining their medication,
which may be linked to worse mental well-being, worsen-
ing disease progression, and consideration of a job change.
Employers should consider delays in medication access
along with the potential downstream impacts on employee
retention and employee-employer relationships when con-
sidering implementing an AFP into their health plans.

SPONSORSHIP: Genentech, Inc.

U3 Trends in US health plan coverage for
adalimumab products

Molly Beinfeld, James Chambers, Fariel C.A. LaMountain

Center for the Evaluation of Value and Risk in Health,

Institute for Clinical Research and Health Policy Studies,

Tufts Medical Center 33 Kneeland St., Boston, MA 2111;

molly.beinfeld@tuftsmedicine.org

BACKGROUND: The first adalimumab biosimilar launched
in the United States in January 2023, ending Humira's mar-
ket exclusivity. Throughout 2023, 7 additional biosimilars
entered the market, with more expected in 2024. Despite
the increase in competition and potential cost savings,
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there are concerns about the limited uptake of adalimumab
biosimilars, with health plans playing a key role.

OBJECTIVE: To examine the frequency with which US
commercial health plans have granted Humira preferred
coverage since the introduction of adalimumab biosimilars.

METHODS: We created a dataset of adalimumab coverage
policies issued by 15 large US commercial health plans at 3
timepoints in 2023, using the Tufts Medicine Specialty Drug
and Evidence database. The dataset included 8 biosimilars and
Humira. We analyzed each US Food and Drug Administration—
approved indication separately, considering only coverage
decisions where payers covered both Humira and at least 1
biosimilar. We categorized each decision as follows: (1) “Non-
preferred: =1 Biosimilar Preferred Over Humira,” meaning the
plan covered 1 or more biosimilars as a preferred treatment
prior to granting access to Humira, (2) “Copreferred: Humira
Same Line as >1 Biosimilar,” indicating the plan covered 1 or
more biosimilars AND Humira as preferred treatments, or (3)
“Preferred: Humira Sole Preferred,” where the plan covered
Humira as the sole preferred treatment before granting access
to biosimilars. We examined the frequency that plans granted
Humira preferred status and how it changed over 2023.

RESULTS: The number of coverage policies for adalimumab
products increased from 88 in April to 126 in December 2023
as additional biosimilars became available. Plans increas-
ingly preferred biosimilars alongside or over Humira, while
the frequency of granting Humira “sole-preferred” status
declined. In April, 27% of policies included Humira as the
sole-preferred treatment, but by December, none did. By
December, 14 of 15 plans copreferred Humira and 1 or more
biosimilars and 1 plan preferred at least 1 biosimilar over
Humira.

CONCLUSIONS: As adalimumab biosimilar competition has
grown, health plan coverage has evolved to offer patients
a choice between multiple biosimilars and Humira. The
low utilization of adalimumab biosimilars so far may be
attributed to patient and physician preference for brand-
name products given the option, as well as declines in the
net price of Humira. Further research on the relationship
between prices, utilization, and coverage may provide more
insights into future trends in the US biosimilars market.

SPONSORSHIP: None.

Vol. 30, No. 10-c | October 2024 | JMCP.org



m Professional Reviewed Abstracts | Nexus 2024 | October 14-17

Professional Reviewed Abstracts

A00-B99 Certain Infectious

and Parasitic Diseases
(eg, hepatitis C, HIV)

AZReal—world outcomes of patients with recurrent
Clostridioides difficile infection administered
REBYOTA (fecal microbiota, live-jslm)

Khanna S', Goldenberg D?, Seo S, Yang M*,

Garcia-Horton V*, Gao Y, Kim H* Ormenaj L*, Guo A3;
khanna.sahil@mayo.edu; sanghyuk.seo@ferring.com
Mayo Clinic; 2Stanford University School of Medicine;
SFerring Pharmaceuticals, Inc.; *Analysis Group, Inc.

BACKGROUND: Recurrent Clostridioides difficile infec-
tion (rCDI) is a common bacterial infection with symptoms
ranging from diarrhea to life-threatening sepsis. Up to 65%
of patients with rCDI experience subsequent recurrences.
REBYOTA (fecal microbiota, live-jslm [RBL]) is the first US
Food and Drug Administration-approved fecal microbiota—-
based product for the prevention of recurrences after
antibiotic treatment in adults with rCDI.

OBJECTIVE: To assess the real-world outcomes of patients
with rCDI who were administered RBL at home or in a clinic
in the United States.

METHODS: Adults with rCDI who received RBL either
at home or in a clinic setting in the United States with a
minimum follow-up period of 8 weeks were included. The
primary outcome was treatment success, defined as the
absence of CDI recurrence within 8 weeks of RBL adminis-
tration, similar to the definition of treatment success in RBL
clinical trials. Treatment success was assessed in the overall
patient sample as well as within subgroups stratified by age
(<65 or =65 years), number of prior CDI recurrences (<3 or
>3), prior bezlotoxumab use, and RBL administration setting
(home vs clinic). Treatment success rates were summarized
using counts and proportions.

RESULTS: Between July 2023 and May 2024, 155 patients
with rCDI received RBL, of whom 108 had at least 8 weeks of
follow-up and reported CDI recurrence status. The overall
treatment success rate at week 8 was 83.3%. Overall, 50% of
patients were aged 65 years and older and had a numerically
lower treatment success rate compared with those aged

JMCP.org | October 2024 | Vol. 30, No.10-c

younger than 65 years (79.6% vs 87.0%, P=0.30). Patients
who experienced fewer than 3 prior CDI recurrences (22
[20.4%]) had a numerically higher treatment success rate at
week 8 compared with those with 3 or more prior recur-
rences (90.9% vs 81.4%, P=0.36). A total of 10.6% of patients
had prior treatment with bezlotoxumab for their rCDI, with
similar treatment success rates observed among those
who received bezlotoxumab and those who did not (81.8%
vs 82.8%, P=1.00). Patients who received RBL at home (81
[75%]) in our sample had a significantly higher treatment
success rate compared with patients who received RBL in a
clinic (88.9% vs 64.0%, P<0.05).

CONCLUSIONS: RBL was highly effective in preventing CDI
recurrences in this real-world setting. The effectiveness was
also observed among high-risk subgroups such as patients
aged 65 years and older and patients with 3 or more prior
CDI recurrences. RBL was associated with a numerically
higher treatment success rate among those who received it
at or before their second recurrence.

SPONSORSHIP: Ferring Pharmaceuticals, Inc.

B Impact of provider prescriptions on herpes
zoster vaccine uptake in older US adults
Gatwood J', Zhu Y?, Le L?, Steffens A, Gallagher S?,
Stempniewicz N justin.d.gatwood@gsk.com
!GlaxoSmithKline; *Optum Life Sciences; *GSK

BACKGROUND: In the United States, a majority of the recom-
binant zoster vaccine (RZV) doses are given in community
pharmacies, which have become a convenient alternative
to traditional medical clinics for adults to receive rec-
ommended immunizations. However, shifting vaccine
administration to occur outside the physician office intro-
duces additional potential barriers to vaccination. Although
not generally required, generating prescriptions for vac-
cines may ultimately lead to vaccination, but evidence
identifying the extent to which that happens is lacking.

OBJECTIVE: To describe RZV uptake following a prescription
for vaccination among US adults aged 50 years and older

METHODS: This retrospective cohort study used admin-
istrative claims with linked electronic health record data
from commercial or Medicare Advantage with Part D
health plan members (November 2016 to March 2023). To
be included, patients must have been aged 50 years or older



Professional Reviewed Abstracts | Nexus 2024 | October 14-17 _

and received a prescription for RZV and to have had 12
months of continuous enrollment prior to the initial RZV
prescription (index date), no evidence of prior RZV vac-
cination, and full demographic information. Comparisons
between patients who did or did not receive RZV following
a prescription were assessed descriptively and by multi-
variable logistic regression.

RESULTS: Of 8,715 patients with an RZV prescription,
71.0% received an RZV dose; 39.1% were vaccinated on
the same day as the prescription (median time=14 days
[IQR=0-266]). The majority of the prescriptions (67.0%)
were written by primary care providers and during a well-
ness or preventive care visit (73.0%). Few patients (n = 8.5%)
were coprescribed an additional vaccine, most commonly
Td/Tdap (45.2%). A notably high proportion of patients
aged 65-69 years were vaccinated following prescription
(77.2%), and the proportions of those receiving RZV after
being prescribed tended to be higher among those with
more education and higher household income. Conversely,
Black (62.9%) and Hispanic (61.5%) patients and those
residing in the Northeast (54.2%) had numerically lower
proportions of RZV vaccination following prescription. No
differences in RZV vaccination were observed across areas
by pharmacy density.

CONCLUSIONS: Prescriptions for RZV are seldom employed
in clinical practice, but given the rate of observed uptake,
they may be an effective tool to improve vaccination rates
in adults aged 50 years and older. Future studies should
consider investigating the factors hindering vaccina-
tion even when a documented recommendation has been
given.

SPONSORSHIP: GSK (VEO-000693)

B Overall and age-specific estimation of the
annual incremental health care resource use and

costs of HIV compared with non HIV population
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BACKGROUND: Past studies have shown that people liv-
ing with HIV (PWH) had substantially higher all-cause
annual costs than individuals without HIV. However, with
the changing HIV therapy landscape and recent innova-
tions improving life expectancy of PWH, there is a need for
updated analyses regarding the incremental costs of HIV in
the United States.

OBJECTIVE: To describe and compare cumulative annual
health care resource use (HCRU) and direct health care
costs among adult PWH and those without HIV, overall and
by age groups in the United States.

METHODS: For this matched cohort study, adult PWH (year
of first HIV diagnosis =index year) from January 2018 to Sep-
tember 2023 with evidence of antiretroviral treatment and
continuous enrollment in medical and pharmacy benefits
during each index year were identified from the IQVIA Phar-
Metrics Plus adjudicated claims database. Patients without
HIV (controls) were selected with exact matching (1:3 ratio)
on age, sex, region, and health plan type. All-cause HRU
and costs (computed from allowed amount) were assessed
among patients aged 25-74 years and compared between
the matched cohorts.

RESULTS: A total of 45,465 (2018), 47,482 (2019), 51,460
(2020), 49,869 (2021), 51,592 (2022), and 54,530 (2023)
PWH and matched controls were identified. Mean all-
cause annual and cumulative costs were significantly
higher among PWH than controls for each age group and
among older age groups ($38,308 vs $3,665 [18-24 years],
$40,387 vs $3,602 [25-29 years], $42,604 vs $4,457 [30-
39 years], $48,238 vs $6,304 [40-49 years], $52,636 vs
$9,104 [50-59 years], $57,433 vs $12,245 [60-69 years],
and $62,359 vs $15,254 [70-74 years]; all P<0.0001). Mean
annual pharmacy, inpatient, outpatient medical (includ-
ing telehealth), and emergency department (ED) costs
were significantly higher in PWH compared with con-
trols (all P<0.0001), with pharmacy costs accounting for
majority of total costs among PWH. Similarly, the pro-
portion of patients with at least 1 prescription claim,
inpatient, outpatient (including telehealth), and ED visit
was significantly higher in PWH compared with controls
each year (all P<0.0001).

CONCLUSIONS: This study of a large representative sample
of commercially insured US adults found that PWH had sig-
nificantly higher health care costs than those without HIV
from 2018 to 2023 in all utilization categories, with a higher
cost burden observed among older PWH. Higher HCRU
among PWH highlights the need for HIV prevention and
screening, in addition to rapid initiation of antiretroviral
therapy and retention in care.

SPONSORSHIP: Gilead Sciences
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B Higher real-world adherence and

persistence with long-acting cabotegravir
plus rilpivirine compared with oral antiretroviral
therapy among people with HIV in the United States:
The ABOVE study
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DerSarkissian M* Teichner P!, Overton E';
cindy.p.garris@viivhealthcare.com
VitV Healthcare; 2Analysis Group, Inc; *Analysis Group;
‘Analysis Group, Inc.

BACKGROUND: Long-acting cabotegravir plus rilpivirine
(CAB+RPV LA) is the only complete long-acting regimen
for treatment of virologically suppressed people with HIV
(PWH) and may alleviate adherence challenges with daily
oral therapy. Treatment adherence and persistence are
critical for the long-term success of HIV treatment.

OBJECTIVE: To evaluate real-world adherence and persis-
tence to CAB+RPV LA vs remaining on oral antiretroviral
therapy (ART) regimens.

METHODS: ABOVE was a retrospective US cohort study
using Symphony Health Solutions Integrated Dataverse
administrative claims database from January 1, 2020, to
August 31, 2023. PWH aged 12 years and older on stable
guideline-recommended oral ART were categorized into
those initiating CAB+RPV LA and those remaining on oral
ART. Index date was defined as first injection between
January 1, 2021, and March 1, 2023 (CAB+RPV LA cohort)
or imputed for the oral ART cohort. PWH were required
to have at least 12 months of follow-up after index. Stan-
dardized mortality ratio weights were generated based
on propensity scores to balance baseline characteristics
between cohorts. Adherence (percentage of PWH with
proportion of days covered 20.9 over 12 months following
index) and persistence (days from index to the earliest of
treatment discontinuation or end of follow-up) to the index
regimen were compared. A doubly robust logistic regres-
sion model was used to estimate the adjusted odds ratio
and 95% CI for adherence.

RESULTS: A total of 442,091 PWH were identified dur-
ing the study period. After applying eligibility criteria,
1,245 in the CAB+RPV LA cohort (mean age 47 years, 24%
female) and 58,644 in the oral ART cohort (mean age
50 years, 23% female) were included. The majority of
CAB+RPV LA dosing was every 2 months only (58%) or
switched from monthly to every 2 months (29%). After
standardized mortality ratio weighting, key baseline
characteristics were balanced. In the weighted sample, a
higher proportion of PWH in the CAB+RPV LA cohort was
adherent (74% vs 30%, P<0.001; median [IQR] proportion
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of days covered=1.00 [0.89-1.00] vs 0.80 [0.51-0.92]) and
had higher persistence (median [IQR] =424 [201-537] vs
393 [174-431] days, P<0.001) compared with the oral ART
cohort. PWH in the CAB+RPV LA cohort had significantly
higher odds of being adherent over 12 months compared
with the oral ART cohort (adjusted odds ratio=8.06, 95%
CI=6.62, 9.81, P<0.001).

CONCLUSIONS: These data demonstrate that, among US
PWH previously on stable oral ART, switching to long-act-
ing ART resulted in significantly higher 12-month adherence
and persistence over the follow-up compared with remain-
ing on oral ART.

SPONSORSHIP: ViiV Healthcare

B The incentive structure in the United States
must change to motivate action to End the
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Riley P!, Pan Al, Brogan A%, Walko S?, Hogue S';
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BACKGROUND: Efforts to end the HIV epidemic reflect a
global commitment to curb the transmission and acquisition
of HIV. Ending the HIV Epidemic (EHE) in the United States
launched in 2019 and is coordinated by the US Department
of Health and Human Services. The goal of EHE is to reduce
new HIV acquisitions by 75% by 2025 and 90% by 2030. EHE
focuses on diagnosis, treatment, prevention, and outbreak
response. Although progress has been made, significant
challenges remain.

OBJECTIVE: To understand US payer perspectives of, and
their role in, EHE.

METHODS: Qualitative in-depth interviews were conducted
with 6 executive-level payers across the United States cov-
ering commercial, Medicare, and Medicaid lives.

RESULTS: Half of the payers interviewed were unaware of the
EHE initiative. Once explained, all agreed meeting EHE goals
will be challenging. All agreed they have a role in EHE, but
disparities exist regarding the depth of payer involvement.
EHE will require standardized strategies across stakeholders
focusing on prevention, diagnosis, and lifetime engagement
in care. Despite this, affordability issues persist, and utiliza-
tion management was emphasized to control costs within
their plans. Payers noted that the lack of incentives to make
progress on EHE, such as HIV quality measures (QMs), hinder
efforts toward achieving EHE goals; 83% of payers endorsed
implementation of appropriate HIV QMs. QMs are crucial for
tracking and benchmarking EHE progress, budget planning,
and engaging stakeholders. QMs should focus on increasing
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HIV testing, adherence, persistence, viral suppression, and
preexposure prophylaxis utilization to achieve the desired
impact. Payers interviewed recognized the importance of
providers actioning HIV guidelines and screening recommen-
dations. Payers acknowledged that there is a continued need
for HIV education. However, direct payer outreach to members
is limited because of opposition stemming from HIV-related
stigma and prior experiences with member/employer push-
back (eg, HPV vaccine advertising and education campaigns).
Payers acknowledged the need to address social determinants
of health and their impact on health outcomes and EHE.

CONCLUSIONS: HIV parallels other public health crises
(eg, opioid epidemic, COVID-19), underscoring the impor-
tance of collective action and public health mandates to
drive progress toward EHE. Achieving EHE goals by 2030
will require collaboration between manufacturers, pay-
ers, providers, and communities to better use existing
resources, overcome stigma, and implement new incentives
such as appropriate HIV QMs to stimulate action toward
EHE goals.

SPONSORSHIP: ViiV Healthcare
Bl Treatment patterns and health

care resource utilization of heavily
treatment-experienced people with HIV
Gupta S, Cappell K2, Coaquira Castro J*, Mezzio D,
Bonafede M®, Gruber J*, Price K, Navadeh S*,
Sedgley R?, Segal-Maurer S¢ sguptal@iu.edu;
jeanpierre.coaquira@gilead.com
'Indiana University School of Medicine; *Real World
Evidence, Veradigm; 3Gilead Sciences Inc; *Gilead Sciences,
Inc.; *Veradigm; SNew York-Presbyterian Queens

BACKGROUND: Heavily treatment-experienced people with
HIV (HTE PWH) have limited antiretroviral therapy (ART)
options owing to drug resistance and intolerance, potential
loss of /changes to insurance, and/or concomitant medica-
tion interactions. HTE PWH have been characterized using
a large US-based real-world database (Segal-Maurer S, et al.
ACTHIV 2024).

OBJECTIVE: To present treatment patterns and health care
resource utilization (HCRU) for HTE PWH.

METHODS: HIV treatment-experienced individuals were
identified from the Veradigm Network electronic health
record (EHR)-linked claims database during the study
period, January 2015 to December 2022. HTE PWH met
at least 1 of 4 specific HTE-defining criteria based on ART
indication and exposure, evidence of viremia, and/or ART
resistance. Other eligibility criteria were as follows: aged 18
years or older, HIV diagnosis, continuous claims enrollment,

and EHR activity. A line of therapy was defined as the con-
tinuous period during which individuals had supply of a
treatment regimen. Treatment patterns, HCRU, and cost
findings were reported for the 6-month period after the
index date (earliest date on which HTE criteria were met).
The Mann-Whitney U-test (2-sided) was used to compare
median health care costs between HTE PWH and a compar-
ator group of treatment-experienced (but not HTE) PWH
directly matched on age group, sex, race, ethnicity, geo-
graphic region, year of index date, and payor type.

RESULTS: Over a 6-month follow-up for 2,836 HTE PWH
meeting HTE criteria, 902 (31.0%) experienced 1 regimen
change, 442 (15.2%) experienced 2 regimen changes, 126
(4.3%) experienced 3 regimen changes, and 70 (2.4%) expe-
rienced 4 or more regimen changes. The proportion of HTE
PWH on 1 pill/day decreased from line of therapy 1 to 5
(36.9% to 25.7%), whereas the proportion on 2 or 3+ pills/
day increased or remained consistent (26.3% to 37.1% and
36.8% to 37.1%, respectively). For HCRU analysis, 2,710 HTE
PWH (93%) were matched with non-HTE PWH. Median total
costs for HTE PWH vs non-HTE PWH during the 6-month
follow-up were as follows: all-cause health care (medical +
pharmacy), $23,082 vs $18,440; all-cause medical, $3,823
vs $2,935; HIV-related health care, $17,799 vs $14,678; HIV-
related medical, $1,308 vs $975 (all comparisons, P<0.05).
The largest factors contributing to increased costs for HTE
PWH were pharmacy use and outpatient services.

CONCLUSIONS: Across the HTE PWH treatment journey,
regimens were observed as becoming more complicated
over time. Compared with their non-HTE counterparts,
meeting HTE PWH criteria was associated with a greater
financial burden, including higher HIV-related and all-cause
HCRU.

SPONSORSHIP: Gilead Sciences, Inc.

Bl Characteristics associated with diagnosis of
1 or more risk factors for severe respiratory

syncytial virus disease by age 50 years among adults

in the United States

Horn El Singer D!, La E!, Booth A? Saiontz-Martinez C?,
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BACKGROUND: Respiratory syncytial virus (RSV) causes
substantial disease burden in older adults and adults with
certain underlying medical conditions. The adjuvanted
RSV prefusion F protein (RSVPreF3) vaccine is currently
recommended by the US Centers for Disease Control and
Prevention for use in adults aged 60 years and older using
shared clinical decision-making and is under review by the
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US Food and Drug Administration for use in adults aged
50-59 years at increased risk of lower respiratory tract dis-
ease caused by RSV.

OBJECTIVE: To explore characteristics associated with
being diagnosed with at least 1 risk factor (RF) for severe
RSV disease by age 50 years among US adults.

METHODS: A retrospective cross-sectional analysis of
pooled National Health and Nutrition Examination Survey
data from 4 survey waves (2011 to March 2020) was con-
ducted. Survey weights were applied to extrapolate to all
noninstitutionalized adults in the United States. Age at
diagnosis of the following 10 relevant RFs was ascertained
via self-report: chronic obstructive pulmonary disease,
asthma, congestive heart failure, coronary heart disease,
stroke, angina pectoris, myocardial infarction, diabetes,
renal disease, and liver disease. Among respondents aged 50
years or older, a multivariable logistic regression model was
developed to assess independent associations of selected
respondent characteristics (ie, sex, race and ethnicity, pov-
erty income ratio, routine place for health care, smoking
status, and body mass index) with diagnosis of at least 1 RF
for severe RSV disease by age 50 years.

RESULTS: Among the 58,999,617 adults aged 20 years and
older with at least 1 RF for severe RSV disease, 60.0% were
diagnosed by age 50 years. Hispanic (odds ratio [OR] = 1.6
[95% CI = 1.3-2.0]) and non-Hispanic Black (OR = 1.3 [1.1-1.7])
adults had significantly higher likelihoods of being diag-
nosed with at least 1 RF for severe RSV disease by age 50
years vs non-Hispanic White adults. Adults without a rou-
tine place for health care were significantly more likely to
be diagnosed with at least 1 RF by age 50 years (OR = 2.1
[1.4-3.2]) vs adults whose routine place was doctors’ offices.
Smoking and obesity were also significantly associated with
diagnosis of at least 1 RF by age 50 years.

CONCLUSIONS: After adjusting for respondent characteris-
tics, adults from certain racial and ethnic minority groups
and adults with poorer health care access were significantly
more likely to be diagnosed with RFs for severe RSV disease
by age 50 years. Understanding characteristics associated
with diagnosis of at least 1 RF for severe RSV disease at an
earlier age can help identify adults who could benefit most
from RSV vaccination.

SPONSORSHIP: GSK (Study identifier: VEO-000686)
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BACKGROUND: Older adults and adults with certain chronic
conditions are at increased risk for severe respiratory syn-
cytial virus (RSV) disease. In the United States, the Centers
for Disease Control and Prevention’s Advisory Committee
on Immunization Practices recommends RSV vaccination
among adults aged 60 years and older using shared clinical
decision-making,

OBJECTIVE: To identify characteristics associated with
likelihood of RSV vaccination among US adults aged 60
years and older.

METHODS: A retrospective database analysis was conducted
using IQVIA's open-source pharmacy (LRx) and medical (Dx)
claims data linked to consumer attribute data to evalu-
ate RSV vaccination uptake from August 2023 to February
2024. The analysis included patients aged 60 years and older
with at least 1 claim for any encounter from January 2023
to February 2024. A multivariable logistic regression model
explored factors associated with RSV vaccination, includ-
ing patient age, sex, race and ethnicity, annual household
income, payer type, educational attainment, US census
region, urbanicity, Area Deprivation Index, pharmacy den-
sity, Charlson Comorbidity Index, presence of potential risk
factors for severe RSV disease, and receipt of at least 1 non-
RSV vaccine from August 2023 to February 2024.

RESULTS: RSV vaccination uptake was 13.1% (n =
6,503,598/49,543,319) among adults aged 60 years and
older who were included in the model. Odds of RSV vac-
cination were 23 times higher for those who received at
least 1 non-RSV vaccine from August 2023 to February
2024 vs those who had not (odds ratio [OR] = 23.24 [95%
CI = 23.17-23.32]). Adults in older age groups had higher
odds of RSV vaccination vs adults aged 60-64 years, with
ORs ranging from 1.14 (1.13-1.14) for those aged 65-69 years
to 1.39 (1.39-1.40) for those aged 75-79 years. Higher odds
were also observed among those with Medicare vs com-
mercial insurance (OR = 2.44 [2.43-2.45]), as well as with
higher annual household income and education. Compared
with non-Hispanic White adults, odds of RSV vaccination
were lower among Hispanic (OR = 0.70 [0.70-0.71]), Black
(0.80 [0.79-0.80]), and Asian/other (OR = 0.86 [0.86-0.87])
adults. Presence of chronic pulmonary disease was the
clinical risk factor with the highest observed OR vs those
without (1.27 [1.27-1.28]).
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CONCLUSIONS: Results highlight disparities in older adult
RSV vaccination uptake in 2023-2024, with RSV vaccination
varying by receipt of other vaccines, age, race and ethnicity,
and other social determinants of health. Additional efforts
are needed to ensure equitable access to RSV vaccines
among disadvantaged groups and those who are at highest
risk for severe RSV disease.

SPONSORSHIP: GSK (Study identifier: VEO-000828)

C00-D49 Neoplasms

(eg, breast cancer, lung cancer, melanoma,
multiple myeloma)

C Total cost-of-care analysis of immune-oncology
treatments for patients with unresectable
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BACKGROUND: Hepatocellular carcinoma (HCC) is the third
leading cause of cancer death worldwide; most patients pres-
entwithunresectable HCC (uHCC). In the phase 3 IMbravel50
study (NCTO03434379), atezolizumab+bevacizumab (A+B)
improved overall and progression-free survival vs sorafenib
in patients with uHCC. The phase 3 HIMALAYA study
(NCT03298451) showed that tremelimumab+durvalumab
(STRIDE) improved overall survival vs sorafenib in patients
with uHCC. A+B and STRIDE are approved for first-line treat-
ment of patients with uHCC in the United States (National
Comprehensive Cancer Network Guidelines, Hepatocellular
Carcinoma. Version 1.2023).

OBJECTIVE: To estimate the total economic burden of treat-
ing patients with newly diagnosed uHCC with STRIDE vs
A+B from the Medicare (US) perspective.

METHODS: We developed a cost-of-care model that followed
patients with uHCC eligible for first-line systemic therapy
over the course of 1 year, considering direct medical costs.
In accordance with American Society of Clinical Oncology
guidelines (2020) for A+B, eligible patients were those with
newly diagnosed uHCC and either Barcelona Clinic Liver
Cancer stage C with Child-Pugh A or Barcelona Clinic Liver
Cancer stage B with Child-Pugh A and ineligible for locore-
gional treatment. Direct medical costs included treatment
acquisition and administration and health care resource use
(ie, inpatient, outpatient, monitoring and endoscopy costs,
and costs of treating grade >3 treatment-emergent adverse
events [TEAEs]). Health care resource rates and respective
costs were sourced from real-world evidence studies. Grade

3 and higher TEAEs and mean duration of treatment were
derived from the HIMALAYA and IMbravel50 trials. Unit
costs were collected from Medicare sources, valued in 2023
US dollars.

RESULTS: STRIDE treatment resulted in an annual average
cost saving of $42,992 per patient vs A+B treatment from the
Medicare perspective. The main driver of cost savings with
STRIDE vs A+B was treatment acquisition (-$30,104, -21%).
Lower costs with STRIDE vs A+B were also seen for TEAE
management (-$5,738, -70%), monitoring (-$4,135, -83%),
treatment administration (-$2,254, -68%), and endoscopy
(-$760, -100%). The incremental cost offset for a 1-million-
member Medicare plan (based on 70 treated patients per
year) was $3,025,252 per year with STRIDE vs A+B.

CONCLUSIONS: Findings from this study indicate that
STRIDE offers cost savings compared with A+B for uHCC
treatment in the US health care system. These insights offer
critical guidance for health care decision-makers aiming to
optimize resource allocation. Further real-world evidence
studies are needed to understand long-term survival ben-
efits and associated treatment costs.

SPONSORSHIP: AstraZeneca
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to inform treatment options: A targeted
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BACKGROUND: Biliary tract cancer (BTC) is a rare and
aggressive group of malignancies. Confirmation of molec-
ular subtyping is essential for targeted therapy. Clinical
guidelines make recommendations for the detection of
molecular alterations, but standardized protocols across
molecular subtypes, test modalities, and sampling methods
are not yet established.

OBJECTIVE: To describe diagnostic methods for molecular
testing in unresectable, locally advanced and metastatic BTC.

METHODS: Medline, Embase, and supplementary web
searches, restricted to the last 10 years, were undertaken
in July 2023. Studies were selected according to prespeci-
fied criteria.
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RESULTS: Several studies focused on molecular profiling
in BTC using different test modalities. Next-generation
sequencing was identified as a means of concomitantly
profiling multiple molecular targets, with tests such as
immunohistochemistry (IHC) and fluorescence in situ
hybridization (FISH) used to assess single gene alterations.
Few studies compared, as the primary study aim, the diag-
nostic performance and concordance of different tests for
the detection of molecular alterations. In studies profiling
human epidermal growth factor receptor 2 status, concor-
dance between IHC and FISH was 94.7% in one study and
41.7% and 91.7% for THC2+ and IHC3+ cases, respectively,
in another. In a study profiling fibroblast growth factor
receptor 2 rearrangements, the sensitivity and specificity
of FISH was 100% and 99%, respectively, and concordance
between FISH and RNA sequencing was 92%. Comparisons
of test performance across studies were difficult owing to
confounding factors such as sample types, testing methods,
types of molecular alteration, and BTC anatomical subtypes.
The challenges of obtaining adequate tissue samples were
raised in multiple studies. One study assessed the tissue
sample failure rate as being 26.8%. Several studies compared
tissue-based vs liquid-based samples. The detection rate of
plasma-based circulating-tumor DNA (ctDNA) samples was
similar compared with tissue biopsies but dependent on
molecular alteration (IDH1 87% concordance, BRAF V600E
100%, fibroblast growth factor receptor 2 18%). In a study
comparing bile-based ctDNA with tissue and plasma-based
ctDNA with tissue, bile and tissue concordance was higher
(80%) than that of plasma and tissue (42.9%).

CONCLUSIONS: Variation in testing modalities and sampling
methods is an important consideration in interpreting the
evidence base on molecular testing in BTC. With recent
advances in targeted therapy, investigation into best prac-
tice is needed to support optimal treatment.

SPONSORSHIP: Jazz Pharmaceuticals
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BACKGROUND: FOLFIRINOX (FFX) and gemcitabine +
nab-paclitaxel (GnP) have traditionally been standard
first-line (IL) treatments for metastatic pancreatic ductal
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adenocarcinoma (mPDAC). Each regimen is associated
with distinct toxic effects. FFX may be modified (mFFX)
with dose reductions to increase tolerability. Although the
cost of the component drugs of FFX is less than those of
GnP, previous research has shown the total cost of care
(TCoC) of the 2 therapies is similar owing to high support-
ive care costs associated with 1L FFX. Further evidence
on costs by payer type, including distinguishing FFX from
mFFX, is needed to inform decision-making.

OBJECTIVE: To measure TCoC and key cost components
during 1L therapy for commercially insured and Medicare
Advantage patients treated with 1L FFX, mFFX, or GnP.

METHODS: This retrospective observational study used
Optum Market Clarity claims data. Adults diagnosed with
mPDAC between January 1, 2015, and May 31, 2023, who ini-
tiated treatment with 1L FFX, mFFX, or GnP -14 to +90 days
from metastatic diagnosis were included. Patients censored
during 1L therapy were excluded. Costs were measured
until death, initiation of a new line, or 28 days after line end,
whichever was earliest. FFX was defined as receiving both
5FU bolus and infusion in the first cycle, whereas mFFX was
defined as receiving 5FU infusion only.

RESULTS: Among 1L commercially insured patients, 536 were
treated with FFX, 673 with mFFX, and 494 with GnP. Aver-
age TCoC for FFX, mFFX, and GnP was $137,813, $120,109,
and $133,042, respectively. FFX and mFFX had a lower aver-
age cost for component drugs than GnP (510,916, $7,653, and
$60,466, respectively). FFX and mFFX had a higher average
granulocyte colony-stimulating factor (G-CSF) cost com-
pared with GnP (538,074, $27,823, and $4,029, respectively).
Among 1L Medicare Advantage patients, 201 were treated
with FFX, 317 with mFFX, and 894 with GnP. Average TCoC
for FFX, mFFX, and GnP was $110,788, $98,667, and $110,211,
respectively. FFX and mFFX had a lower average cost for
component drugs vs GnP ($8,028, $6,016, and $49,263,
respectively). FFX and mFFX had a higher average G-CSF
cost compared with GnP ($30,535, $24,596, and $2,412,
respectively).

CONCLUSIONS: In a real-world cohort of patients with 1L
mPDAC, FFX, mFFX, and GnP all had similar TCoC. Relative
to 1L GnP, TCoC was slightly higher for FFX patients and
lower for mFFX. The TCoC of FFX and mFFX were driven
by G-CSF use, whereas the TCoC of GnP was driven by the
cost of the regimen. Further evaluation of the relationship
between price, clinical outcomes, and patient quality of life
is warranted.

SPONSORSHIP: Ipsen Biopharmaceuticals, Inc.
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C Prevalence and cost of chemotherapy-induced
myelosuppression in metastatic colorectal

cancer: A claims data analysis
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'Access Hope; *Curta; *Bayer Pharmaceuticals; ‘Bayer

BACKGROUND: Chemotherapy regimens for metastatic
colorectal cancer (mCRC) carry an associated risk of myelo-
suppression and related adverse events.

OBJECTIVE: To characterize the occurrence and cost
of myelosuppression in patients with mCRC receiving
chemotherapy treatment, by line of therapy (LOT) and che-
motherapy treatment regimen.

METHODS: Using Optum claims data, this retrospective
cohort study identified adult patients with a primary diag-
nosis of mCRC and at least 2 codes for treatments with
chemotherapy from July 2016 through June 2022. Patients
were grouped by regimen received (single agent, FOLFOX,
FOLFIRI, FOLFOXIRI, CAPOX, and trifluridine/tipiracil).
Myelosuppression was defined as at least 1 claim of the fol-
lowing: diagnosis of neutropenia or febrile neutropenia,
blood transfusion, or treatment (ie, nonprophylactic use)
with G-CSF. Differences in characteristics between patients
with and without myelosuppression were determined using
a multivariate regression model adjusting for age, sex, race,
geographic region, and insurance type.

RESULTS: Of 6,929 patients starting 1L chemotherapy, the
average age was 64 years (SD=13) and 44% of patients
were female; 2,169 patients continued to 2L and 742 to 3L+
Myelosuppression occurred in 45% of all patients, including
neutropenia (30% of all patients), thrombocytopenia (21%),
anemia (9%), and febrile neutropenia (3%). The percentage
of patients with any myelosuppression increased across
LOTs (1L: 45%; 2L: 60%,; 3L+: 68%). Although febrile neutro-
penia was the least prevalent, neutropenia rates were higher
and varied among regimens (24%-58%); they were highest
for patients receiving FOLFOXIRI, followed by trifluridine/
tipiracil and FOLFOX. Patients who experienced myelosup-
pression spent significantly more time on treatment in 1L
(74 vs 5.9 months, P<0.001) and in 2L (4.8 vs 3.8 months,
P<0.001). Patients who experienced myelosuppression also
had significantly higher health care costs (adjusted differ-
ence 1L: $74,811; 2L: $44,185; 3L+: $127,789, P<0.01).

CONCLUSIONS: The prevalence of myelosuppression in
patients with chemotherapy-treated mCRC was high
across all LOTs, greater in later LOTs, and varied little
by treatment regimen. Although the incidence of febrile
neutropenia was low, any neutropenia was associated
with significantly longer time on treatment and higher

health care costs, likely because of myelosuppression
treatment and delays in chemotherapy administration.
Treatment alternatives with lower risks of neutropenia
and equivalent outcomes should be considered in later
LOTs for mCRC to address myelosuppression and its
associated cost burden.

SPONSORSHIP: Bayer

C Rates of hematologic adverse events and excess
cost among Medicare beneficiaries receiving

first-line therapies for metastatic pancreatic ductal
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BACKGROUND: Metastatic pancreatic ductal adenocarci-
noma (mPDAC) treatments are associated with hematologic
adverse events (hAEs) and additional costs.

OBJECTIVE: To examine real-world hAE incidence and costs
among Medicare fee-for-service beneficiaries with mPDAC
receiving first-line FOLFIRINOX (FFX) or gemcitabine/ nab-
paclitaxel (Abraxane) (gem/abrax).

METHODS: We identified patients with mPDAC in the 2018~
2022 Medicare Parts A, B, and D 100% research identifiable
files. Diagnosis required at least 2 malignant neoplasm of
pancreatic duct diagnosis codes AND at least 1 metasta-
ses code. Patients were assigned cohorts based on drugs
within a 2-day period of first chemo infusion cycle: (1) FFX
with all 4 components (oxaliplatin, irinotecan, leucovo-
rin, 5-FU bolus and infusion), (2) FFX with no 5-FU bolus,
and (3) gem/abrax. Total cost of care (TCOC) and inci-
dence rates of clinically relevant hAEs were determined
for each cohort. Patients without hAEs were assigned a
shadow hAE date. Excess costs for hAEs were determined
by comparing per-administration costs for patients with
and without an hAE.

RESULTS: We included 25,700 patients: 13% received FFX
with all 4 components (TCOC $7,142), 19% received FFX
with no 5-FU bolus (TCOC $6,595), and 67% received
gem/abrax (TCOC $6,505). Compared with the FFX with
all 4 components cohort, patients receiving FFX with no
5-FU bolus had lower rates of neutropenia (-18%), febrile
neutropenia (-30%), anemia (-11%), and thrombocytope-
nia (-15%). Patients receiving gem/abrax had higher rates
of anemia (27%) but lower rates of neutropenia (-40%),
febrile neutropenia (-37%), and thrombocytopenia (-8%).
The per-administration excess cost associated with hAEs
was $4,563 for neutropenia, $5,699 for anemia, and $5,495
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for thrombocytopenia. Patients developing febrile neu-
tropenia experienced $8,551 in excess costs, an additional
$3,987 in excess of neutropenia costs. Mean per-adminis-
tration excess cost associated with any of the hAEs studied
was $5,993, largely driven by inpatient admissions, which
accounted for 55% ($3,296) of excess costs.

CONCLUSIONS: Among patients receiving 1L therapies,
hAEs occur more often in patients receiving FFX with all
4 components, except anemia, which occurred more often
in those receiving gem/abrax. Patients receiving FFX with
no 5-FU bolus had consistently lower rates of hAEs than
patients receiving all 4 components of FFX. The occurrence
of an hAE led to excess costs of $5,993. The largest cost
contributor was inpatient admissions, indicating serious
hAEs requiring hospitalization.

SPONSORSHIP: Ipsen Biopharmaceuticals

C Rates of nonhematologic adverse events and
excess cost among Medicare beneficiaries
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BACKGROUND: Metastatic pancreatic ductal adeno-
carcinoma (mPDAC) treatments are associated with
nonhematologic adverse events (nhAEs) and additional
costs.

OBJECTIVE: To examine real-world nhAE incidence and
costs among Medicare fee-for-service (FFS) beneficiaries
with mPDAC receiving first-line FOLFIRINOX (FFX) or gem-
citabine/nab-paclitaxel (Abraxane) (gem/abrax).

METHODS: We identified patients with mPDAC in the 2018-
2022 Medicare Parts A, B, and D 100% research identifiable
data files. Diagnosis required at least 2 malignant neoplasm
of pancreatic duct diagnosis codes AND at least 1 metasta-
ses code. Patients were assigned cohorts based on drugs
within a 2-day period of their first chemo infusion cycle: (1)
FFX with all 4 component drugs (oxaliplatin, irinotecan, leu-
covorin, 5-FU bolus and infusion), (2) FFX with no 5-FU bolus,
but with 5-FU infusion, and (3) gem/abrax. Incidence rates of
clinically relevant nhAEs for each cohort were determined.
Patients without nhAEs were assigned a shadow nhAE
date. Excess costs for patients experiencing an nhAE were
determined by comparing the per-administration costs for
patients with and without an nhAE. Total cost of care (TCOC)
represents total allowed costs (payer costs plus patient cost
sharing).
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RESULTS: We included 25,700 patients: 13% received FFX with
all4 components (TCOC $7,142), 19% received FFX with no 5-FU
bolus (TCOC $6,595), and 67% received gem/abrax (TCOC
$6,505). Using the FFX with all 4 components cohort as com-
parator, patients receiving FFX with no 5-FU bolus had lower
rates of diarrhea (-1%), abdominal pain (-8%), nausea,/vomit-
ing (-6%), and fatigue (-9%) but higher rates of neuropathy
(7%). Patients receiving gem /abrax had lower rates of diarrhea
(-41%), abdominal pain (-2%), and nausea/vomiting (-19%) but
higher rates of fatigue (17%) and neuropathy (15%). The per-
administration excess cost associated with nhAEs was $4,499
for diarrhea, $4,176 for abdominal pain, and $3,443 for nausea/
vomiting, $4,005 for fatigue, and $2,999 for neuropathy. Mean
per-administration excess cost associated with any of the
nhAEs studied was $3,665, largely driven by inpatient admis-
sions, which accounted for 61% ($2,236) of excess costs.

CONCLUSIONS: Among patients receiving 1L therapies,
nhAEs occur more often in patients receiving FFX with
all 4 components, except fatigue and neuropathy, which
occurred more often in those receiving gem/abrax. The
occurrence of an nhAE led to excess costs of $3,665. The
largest cost contributor was inpatient admissions, indicat-
ing serious nhAEs requiring hospitalization.

SPONSORSHIP: Ipsen Biopharmaceuticals

ClOReal-world costs associated with upfront
biomarker testing in advanced non-small

cell lung cancer and metastatic colorectal cancer
Wong W, To T; wong.william@gene.com
Genentech

BACKGROUND: Although guidelines recommend biomarker
testing to optimize outcomes (via targeted therapy)
for patients with advanced non-small cell lung cancer
(aNSCLC) and metastatic colorectal cancer (mCRC), state
policymakers considering laws to facilitate testing have
concerns about the cost. Additional data are needed to
assess the cost of testing relative to the total cost of care
(TCOC) and understand the value of genomic testing in
these tumors.

OBJECTIVE: To describe costs of biomarker testing in the
context of the TCOC for a patient with aNSCLC or mCRC.

METHODS: A retrospective analysis (2018-2022) of medi-
cal and pharmacy claims using the IQVIA PharMetrics Plus
database was conducted to assess upfront biomarker testing
(90 days of index date [the aNSCLC or mCRC diagnosis]),
receipt of targeted therapy, biomarker test costs, and total
costs. Patients’ biomarker test status was categorized as
having claims for multigene panel tests (MGPT), single gene
test only (SGT), or no biomarker test. Biomarker testing costs



Professional Reviewed Abstracts | Nexus 2024 | October 14-17

were estimated as the allowed amounts associated with the
test claim. The TCOC was the sum of allowed amounts in all
claims from the index date until the end of follow-up. Costs
were analyzed descriptively as means/medians and as a
proportion of the total cost of care.

RESULTS: The study included 24,828 patients, with 11% receiv-
ing upfront MGPT, 67% receiving upfront SGT only, and 22%
having no evidence of upfront testing (including 13% with
no testing at any time). Among those with upfront testing,
more patients with upfront MGPT received targeted ther-
apy vs those with upfront SGT only (12.9% vs 8.0%, P<0.01).
The mean cost of all upfront biomarker tests for those with
upfront MGPT, including the cost of some SGTs, was $4,400
(SD=$3,360), whereas the mean cost for those with SGT only
was $1,318 (SD=$2,168). The mean TCOC per patient across
both cohorts was $248,561 (SD =$278,282) and varied by fol-
low-up time (<1 year of follow-up: $149,553 [SD=$138,421);
>1 year of follow-up: $323,953 [SD=$329,659]). The cost of
upfront biomarker testing as a proportion of the TCOC was
2.8% for those with upfront MGPT (median follow-up: 0.95
years) and 0.9% for those with upfront SGT only (median
follow-up: 1.10 years). Among those with upfront MGPT, the
cost of genomic testing was 3.8% for those patients with
less than 1year of follow-up and 1.7% for those patients with
more than 1year of follow-up.

CONCLUSIONS: Upfront MGPT increased identification of
patients who are eligible for targeted therapy while rep-
resenting a small portion of the TCOC. Further efforts are
needed to facilitate access to comprehensive testing, such
as state laws requiring coverage consistent with guidelines.

SPONSORSHIP: Genentech, Inc.

C1 A unique approach to precision medicine:
Racial disparities in non-small cell lung

cancer biomarker testing

Safran J, Londono D, Robbins R, Kane G, Mendes M;

jared.safran@gmail.com PurpleLab

BACKGROUND: Health care is evolving into precision medi-
cine or what the US Food and Drug Administration (FDA)
refers to as personalized medicine. This targeted approach
is critical for organizations like pharmaceutical, life sci-
ence, health plans, and providers to have the tools needed
to make safe decisions for their patient populations. Preci-
sion medicine can assist clinicians, thereby reducing their
need for educated guesses, improving patient outcomes,
and helping them make more informed decisions regard-
ing available treatment options. According to the American
Lung Association, people of color with lung cancer face
worse outcomes compared with their White American
counterparts.

OBJECTIVE: To determine whether a racial disparity exists
in biomarker testing for patients with non-small cell lung
cancer (NSCLC).

METHODS: PurpleLab created a crosswalk (mapping) that
leveraged laboratory testing codes from Quest Diagnos-
tics and Labcorp and mapped them to procedure (Current
Procedural Terminology [CPT]4) codes. The clinical team
reviewed biomarkerslisted in the FDAbiomarker druglabel-
ing table and linked them to the appropriate medications
that biomarkers target based on diagnosis (International
Classification of Diseases [ICD], Tenth Revision, Clinical
Modification) and CPT codes. PurpleLab reviewed CPT
claims for the respective biomarkers for NSCLC includ-
ing ALK, EGFR, BRAF, KRAS G12C, ROS1, MET, NTRK, RET,
ERBB2 (HER2), and PD-L1 from January 2022 through April
2024 for adults aged 18 years and older. Biomarker test-
ing claims from the PurpleLab database were compared
with 2020 US Cancer Statistics (USCS) Data Visualizations
incidence rate per 100,000 people for lung and bronchus
cancers.

RESULTS: According to the PurpleLab claims database,
1,913,773 individuals had an associated CPT claim for bio-
marker testing for NSCLC: 84.5% of the patients were White,
11.4% were Black or African American, 3.8% were Asian, and
0.3% listed their race as Other. Per US Cancer Statistics,
the rate of new cancers by race per 100,000 people for lung
and bronchus cancer were 51.4 White, non-Hispanic; 47.7
Black, non-Hispanic; and 28.2 Asian and Pacific Islander,
non-Hispanic.

CONCLUSIONS: Given that the incidence rates for new lung
and bronchus cancers among White and Black individuals
are similar (51.4% and 47.7%, respectively), the biomarker
test is disproportionately given to White patients, and thus,
a potential testing disparity exists. Currently no specific
diagnosis code for NSCLC exists. PurpleLab leveraged CPT,
ICD, and Pharmacy codes (National Drug Code, Healthcare
Common Procedure Coding System), which when combined
serve as a proxy for precision medicine for NSCLC. Further
research is needed to test additional methods and strate-
gies of communication to non-White patients to increase
biomarker testing.

SPONSORSHIP: PurpleLab
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Cl US health care resource utilization and
costs in non-small cell lung cancer after

initiating first-line maintenance therapy following

platinum-based chemotherapy plus pembrolizumab

Solem C!, Burns S?, Kalayjian A3, Gouldin W3, Liao Al

Shah M# caitlyn.t.solem@gsk.com
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BACKGROUND: Despite improved treatments for advanced/
metastatic non-small cell lung cancer (a/mNSCLC), out-
comes for patients with a/mNSCLC, without driver
alterations, remain poor.

OBJECTIVE: To describe demographic and clinical charac-
teristics, health care resource utilization (HCRU), and costs
among US patients with a/mNSCLC who initiated first-line
(IL) maintenance (ILM) pembrolizumab (pembro) or 1LM
pembro-pemetrexed.

METHODS: In this retrospective cohort study using the
US Merative MarketScan commercial database, eligible
patients were aged 18 years or older at index (defined as
1LM initiation date); had at least 2 claims with an NSCLC
diagnosis (International Classification of Diseases, Tenth
Revision, Clinical Modification code: C34x; January 1, 2017,
to October 31, 2023); and initiated 1LM pembro+pemetrexed
after 4-6 cycles of platinum-based chemotherapy-
pembrotpemetrexed (a proxy for achieving stable disease
or response). Because staging data were not available, treat-
ment with platinum-based chemotherapy-pembro, which
was only approved for a/mNSCLC at the time of this study,
was used to identify patients with a/mNSCLC. Patients
were excluded if they did not have continuous medical and
pharmacy coverage for at least 6 months before and at least
1 month after index, if they received lung cancer surgery,
or if they used durvalumab or targeted therapies (January
1, 2017, to index). HCRU was measured across medications
and settings (emergency department, inpatient, outpatient,
skilled nursing facility, other) after 1LM initiation and sum-
marized as total visits per patient per month (PPPM). Costs
were totaled and described PPPM.

RESULTS: Among 1,111 eligible patients (mean age, 62.6 years;
48.4% female), 44.1% received 1LM pembro, 55.9% received
1ILM pembro-pemetrexed, 28.4% had brain metastases
(BM) at baseline, and 36.4% had BM at study end. Patients
had a median of 9.0 months (IQR=4.9-17.0) of follow-up. A
greater percentage of patients who received 1ILM pembro-
pemetrexed had earlier index dates, were female, and had
commercial (vs Medicare [Advantage]) insurance (vs 1LM
pembro). All patients had at least 1 outpatient visit dur-
ing follow-up (mean, 3.6 visits PPPM). Mean total cost was
$27,652 PPPM across all medications and settings, with
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medications driving 70% of the total cost. Mean total all-
cause cost was $8,361 PPPM higher for patients treated with
1LM pembro-pemetrexed (vs ILM pembro), primarily driven
by medication and outpatient costs.

CONCLUSIONS: Patients with a/mNSCLC without driver
alterations, which included 36.4% who had BM, incurred
substantial HCRU and costs, largely because of medication.
Patients who received 1LM pembro-pemetrexed incurred
numerically greater costs PPPM (vs 1LM pembro), primarily
driven by medication and outpatient cost differences. These
results show a continued economic burden and unmet need
for patients with a/mNSCLC.

SPONSORSHIP: GSK
Cl Using a Delphi method to develop

an operational definition of first-line
maintenance therapy for patients with advanced/
metastatic non-small cell lung cancer
Tapan U, Shah M?, Bell K3, Liao A%, Yang H*, Lee S°,
Korrapati L°, Reinmuth N¢ Umit.Tapan@bmc.org;
manasee.v.shah@gsk.com
ISection of Hematology & Medical Oncology, Boston
University Chobanian & Avedisian School of Medicine, and
Boston Medical Center; 2GSK; 3GSK; *Analysis Group, Inc.;
SAnalysis Group; “Thoracic Oncology Department, Asklepios
Lung Clinics Munich-Gauting

BACKGROUND: For patients with advanced/metastatic
non-small cell lung cancer (a/mNSCLC), without action-
able genomic alterations, first-line (1L) maintenance therapy
(ILMT) recommendations vary by geographic region, 1L
induction therapy, and clinical and tumor characteristics.
Furthermore, agents used for ILMT are similar to those
used for subsequent lines of therapy. With these chal-
lenges, it may be difficult to reliably identify patients with
a/mNSCLC who are receiving 1LMT in real-world datasets
(eg, electronic medical record and claims data).

OBJECTIVE: To develop an operational definition for 1ILMT
in real-world datasets for patients with a/mNSCLC without
actionable genomic alterations using a Delphi method.

METHODS: Consensus statements related to an operational
definition for ILMT were developed based on a literature
review and input from 2 clinical experts (U.T., N.R.). Using
an iterative Delphi method, a survey was then administered
over 3 rounds (June 30, 2023, to January 9, 2024) to oncolo-
gists actively treating patients with a/mNSCLC in France,
Germany, the United Kingdom, and the United States. The
survey consisted of consensus-seeking statements with
responses (5-point Likert scale of agreement, multiple
choice [select one], and free text). Consensus was defined
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as achieving similar response from at least 75% of panel
members. In each round, the survey was updated based on
aggregated results from the prior round.

RESULTS: Participating oncologists (rounds 1 [n=15], 2
[n=13], and 3 [n=12]) reached consensus that a therapy/
regimen (eligible as 1ILMT) that was initiated 60 days or
less after completing 4-6 rounds of 1L induction therapy
(including continuation maintenance) should be consid-
ered 1LMT; a therapy/regimen initiated more than 120 days
after 1L induction therapy completion should be considered
second-line (2L) therapy. There was no consensus on how
to classify therapy that was initiated 61-120 days after 1L
induction therapy completion. Consensus was reached that
if a patient initiated a chemotherapy agent different from
that used in 1L induction therapy, it should be considered 2L
and not 1LMT, regardless of the initiation time frame; how-
ever, if pemetrexed was used, there was no consensus on
whether it should be considered switch 1ILMT or 2L. These
definitions held true regardless of histology.

CONCLUSIONS: Oncologists treating patients with a/
mNSCLC agreed on 1ILMT and 2L therapy definitions if initi-
ated 60 days or less or more than 120 days after 1L induction
therapy completion, respectively. When using real-world
datasets, these operational definitions may be valuable to
discern 1ILMT from 2L therapy, particularly when compre-
hensive clinical data or decision rationale are lacking.

SPONSORSHIP: GSK

Cz Modeled costs of adverse event management
in patients with treatment-naive epidermal

growth factor receptor non-small cell lung cancer with

exon 19 deletion or exon 21 L858R mutations treated

with amivantamab plus lazertinib or osimertinib plus

chemotherapy or osimertinib
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Johnson company; 2Evidera

BACKGROUND:Adverse event (AE) or side-effect management
is one component that drives treatment decision-making in
patients with locally advanced or metastatic non-small cell
lung cancer (a/m NSCLC). New 1L therapies for a/m NSCLC
with epidermal growth factor receptor (EGFR) exon 19 dele-
tion or exon 21 L858R substitutions have demonstrated
efficacy in recent phase 3 trials. However, the therapeutic
value of these regimens may vary when considering AE man-
agement costs. This study evaluated AE costs using phase 3
randomized controlled trials (RCTs) for 2 new 1L regimens
and the current standard of care, osimertinib (osi).

OBJECTIVE: To estimate grade 3 and 4 AE costs of 1L ami-
vantamab plus lazertinib (ami+laz), osimertinib plus
platinum-based chemotherapy (osi+chemo), or osi in com-
mon EGFR mutation+ a/m NSCLC from the US Commercial
and Medicare Advantage payer perspectives.

METHODS: Grade 3 and 4 AEs identified from phase 3 RCTs,
occurring in at least 5% of patients in ami+laz (MARIPOSA),
osi+chemo (FLAURAZ2), or osi (MARIPOSA), were included. A
specialist visit cost was applied to aspartate transaminase/
alanine transaminase increase, fatigue, hypermagnesemia,
hypoalbuminemia, paronychia, proteinuria, rash, and sto-
matitis; inpatient costs were applied to anemia, dermatitis
acneiform, diarrhea, dyspnea, hypertension, hypokalemia,
hyponatremia, infusion-related reaction, interstitial lung
disease, lymphopenia, neutropenia, thrombocytopenia,
and venous thromboembolism (VTE). Specialist visit costs
were from InHealth and Centers for Medicare & Medicaid
Services (CMS) 2024 Physician Fee schedule for commer-
cial and Medicare, respectively. Inpatient costs were from
Healthcare Cost and Utilization Project 2020 data inflated
to 2024 USD (commercial) and CMS 2024 Acute Inpatient
Prospective Payment System (Medicare). AEs were applied
as a one-off cost at the time of treatment initiation.

RESULTS: The estimated total AE management cost per
patient per treatment course was $4,847 for ami+laz, $7,282
for osi+chemo, and $2,761 for osi for commercial patients
and $3,101 for ami+laz, $4,024 for osi+chemo, and $1,677 for
osi for Medicare patients. The most frequent AEs were rash
(27%), venous thromboembolism (11%), and paronychia (11%)
with ami+laz; anemia (20%), neutropenia (13%), and throm-
bocytopenia (7%) with osi+chemo; and hyponatremia (6%),
hypermagnesemia (5%), and VTE and dyspnea (4% each)
with osi.

CONCLUSIONS: Although newer 1L regimens may offer better
overall efficacy, the cost of AE management was estimated
to be lower in patients treated with 1L ami+laz compared
with osi+chemo. The implications of differing AE profiles
and the impact on total cost of care among regimens is a
relevant consideration for assessment of therapeutic value
by US health care stakeholders.

SPONSORSHIP: Janssen Scientific Affairs, LLC, a Johnson &
Johnson company

Vol. 30, No. 10-c | October 2024 | JMCP.org



C 2 A retrospective real-world evaluation
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standard of care for patients with nonsquamous
advanced non-small cell lung cancer
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BACKGROUND: The standard-of-care (SOC) treatment for
patients with nonsquamous (NSQ) advanced non-small cell
lung cancer (aNSCLC) is immunotherapy (IO), typically given
either sequentially or as a combination with platinum-based
chemotherapy (PBC). If the patient harbors a known action-
able genomic alteration, SOC is typically targeted therapy
followed by PBC. Upon failure of SOC, there is a paucity of
effective treatment options. Prior real-world studies have
shown that docetaxel, either alone or in combination with
ramucirumab, is the most frequently used regimen after
failing SOC treatment.

OBJECTIVE: To describe the real-world effectiveness of
docetaxel with ramucirumab and docetaxel monotherapy
after prior treatment with SOC.

METHODS: Adult patients diagnosed with NSQ stage IIIB/C
or IV NSCLC were identified retrospectively from the Flat-
iron electronic medical record US database from January 1,
2018, to May 31, 2023. Patients were included if they received
subsequent docetaxel with or without ramucirumab after
prior SOC treatments (IO and PBC or targeted therapy and
PBC). Patients were followed from the initiation date of
docetaxel with ramucirumab or docetaxel monotherapy
(index date) until the earliest of death, lost to follow-up, or
end of data availability (November 30, 2023). Median real-
world overall survival (rwOS), real-world time to treatment
discontinuation (rwTTD), and real-world time to next treat-
ment (rwTTNT) were reported using Kaplan-Meier analysis.

RESULTS: Of the 1,938 patients with NSQ aNSCLC who
received SOC therapy, 519 (26.8%) received subsequent
docetaxel-based treatment. Of the docetaxel-based regi-
mens, 359 (69.2%) received docetaxel with ramucirumab
and 160 (30.8%) received docetaxel monotherapy. For
docetaxel with ramucirumab and docetaxel monotherapy,
respectively, the median age was 66 and 67 years, 62.1%
and 61.3% were White, 48.8% and 54.4% were female, 85.5%
and 87.5% had a history of smoking, 88.0% and 84.4% were
treated in community centers, and 64.9% and 65.6% had
an Eastern Cooperative Oncology Group performance sta-
tus of less than or equal to 1. The median (95% CI) rwOS,
rwTTD, and rwTTNT for docetaxel with ramucirumab was
6.41 months (5.39-7.52), 2.76 months (2.30-3.25), and 5.03
months (4.47-5.49), respectively. The median (95% CI) rwOS,
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rwTTD, and rwTTNT for docetaxel monotherapy was 5.39
months (4.30-6.80), 1.61 months (1.38-2.23), and 3.91 months
(3.42-4.60), respectively.

CONCLUSIONS: Treatment with docetaxel with ramuci-
rumab or docetaxel monotherapy following SOC showed
limited clinical benefit in this real-world dataset based
on rwOS, rwTTD, and rwTTNT. More effective treatment
options are urgently needed to improve real-world survival
outcomes in this challenging post-SOC setting.

SPONSORSHIP: AstraZeneca and Daiichi Sankyo

CZ 2Classification of risk factors associated
with reduced real-world clinical outcomes

in patients with common epidermal growth factor

receptor-mutated non-small cell lung cancer

treated with frontline standard of care

Spira Al, Ran T?, Lin I?, Chen C?, He A?, Belani N?,

Du §% samantha.fanning@lumanity.com

Wirginia Cancer Specialists; 2Janssen Scientific Affairs,

LLC, a Johnson & Johnson company; *Temple University

Health System

BACKGROUND: Osimertinib (osi), a third-generation tyro-
sine kinase inhibitor, is the current frontline (1L) standard
of care (SOC) for common epidermal growth factor recep-
tor-mutated (cCEGFRm) non-small cell lung cancer (NSCLC),
but limited evidence exists regarding mutations and patient
types associated with reduced real-world clinical outcomes.

OBJECTIVE: To describe overall survival (OS), time to next
treatment (TTNT), and time to discontinuation (TTD) among
patients with advanced/metastatic (a/m) cEGFRm NSCLC
receiving osi monotherapy as 1L therapy and identify patient
groups at risk for reduced outcomes.

METHODS: This real-world retrospective cohort study used
patient clinical and genomic data from the Flatiron Clinco-
Genomic Database. Univariate Cox proportional hazards
models identified risk factors associated with reduced OS,
TTNT, and TTD. Outcomes were described overall and by
risk factor via Kaplan-Meier.

RESULTS: Of 703 patients identified, 67% were female, 53%
were White, 44% had a history of smoking, and 70% were
confirmed to have an Eastern Cooperative Oncology Group
(ECOG) performance status of less than or equal to 1. Mean
age, follow-up, and duration of therapy were 69 years, 19.6
months, and 14.9 months. Overall, median OS, TTNT, and TTD
were 29.8,17.6, and 15.9 months. For context, the FLAURA trial
showed 38.6, 25.5, and 20.8 months. Risk factors associated
with significantly reduced OS were baseline liver metasta-
ses (mets; 18.8 months for mets vs 30.0 months for no mets,
P<0.0001), bone mets (23.5 vs 36.8 months, P<0.0001), central
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nervous system mets (21.6 vs 32.3 months, P=0.0005), ECOG
greater than or equal to 2 (19.3 vs 31.2 months, P<0.0001), and
mutations of EGFR L858R (24.2 vs 35.8 months, P<0.0001),
TP53 (24.6 vs 35.8 months, P=0.013), and CDK4 (20.2 vs 29.7
months, P=0.042). Descriptive OS were reported for muta-
tions of PIK3CA (16.5 vs 29.7 months, P=0.055), RB1 (21.5 vs
29.8 months, P=0.12), and EGFR amplification (23.5 vs 30.5
months, P=0.07). Risk factors associated with significantly
reduced TTNT were liver mets (11.5 vs 19.2 months, P<0.0001),
bone mets (14.7 vs 20.4 months, P=0.01), CNS mets (14.1 vs
19.6 months, P=0.02), ECOG greater than or equal to 2 (11.9
vs 18.0 months, P=0.013), and EGFR L858R mutations (16.4 vs
18.2 months, P=0.005). Risk factors for reduced TTD were
similar. Based on identified risk factors, 90% (632/703) of the
overall population had at least 1 risk factor for reduced OS,
71% (446/632) of whom were ECOG less than or equal to 1.
Similarly, 83% (587/703) had at least 1 risk factor for reduced
TTNT, with 70% (413/587) ECOG less than or equal to 1.

CONCLUSIONS: Overall, a large majority of patients with
cEGFRm a/m NSCLC treated with current 1L SOC had risk
factors associated with reduced real-world survival (90%) or
TTNT (83%). Key individual risk factors included metastases
of the central nervous system, liver, or bone and mutations
of TP53, CDK4, or L858R. These findings highlight the sub-
stantial unmet need for novel treatments for those patients.

SPONSORSHIP: Janssen Pharmaceuticals

Cz Optimizing the use of oncology biomarker
testing using health plan best practices

and quality measures

Brixner D!, Matthews N?, Richardson T®, Pritchard D?,

Fox J°; diana.brixner@utah.edu

'University of Utah College of Pharmacy; 2AMCP; 3Impact

Education, LLC; *Personalized Medicine Coalition; °Illumina

BACKGROUND: Actionable molecular biomarkers and
matched targeted therapies have significantly improved
outcomes for patients with cancer. However, many patients
do not receive biomarker testing, or the results are not
returned prior to initiating therapy. For health plans, pre-
cision medicine offers a promising approach to enhance
quality and manage costs, utilization, and waste. The real-
ization of these benefits depends on addressing known
barriers that affect appropriate biomarker testing practices.

OBJECTIVE: To identify best practices, conceptualize bio-
marker testing quality measures, and assess the feasibility
of a national quality metric based on the AMCP’s Market
Insights program, which identified 7 critical areas where
payers can influence biomarker testing in the non-small cell
lung cancer precision oncology pathway.

METHODS: A targeted literature review was supplemented
by 8 expert interviews to verify the widespread application
of precision medicine via biomarker testing across various
cancers. AMCP conducted 4 unstructured interviews with
experts in oncology, quality measurement, and biomarker
testing and 4 structured interviews with professionals in
managed care pharmacy and health care delivery systems.
Best practices and real-world examples were extracted
from these discussions.

RESULTS: The interviews delineated 13 unmet needs for pro-
fessional and specialty societies, molecular diagnostic and
laboratory companies, care delivery systems, and health
plans to address. Twenty-three best practices for health
plans were identified and organized into a framework to
enhance precision oncology in 7 focal areas: Biomarker Test
Ordering, Testing Performance, Result Reporting, Treat-
ment Decision, Quality Improvement and Measurement,
Cost-Effectiveness, and Health Disparities. Additionally,
4 real-world examples of quality measures in biomarker
testing were highlighted.

CONCLUSIONS: Health plans and care delivery systems are
well positioned to support effective biomarker testing and
are crucial in developing strategies to reduce disparities
in cancer care. Establishing a national biomarker testing
quality measure is complex owing to the diversity in cancer
care and health plans in the United States; thus, a simplified
approach is recommended. Additionally, expert guidance
has outlined numerous best practices for health plans to
consider if seeking to improve the quality of cancer care
through biomarker testing.

SPONSORSHIP: AbbVie, [llumina, Amgen, Genentech

CZ Lower rate of discontinuation of sonidegib
compared with vismodegib in a real-world

analysis of patients with basal cell carcinoma

Lebwohl M, Rigel D!, Eroglu Z2, Squittieri N*, Gupta D*,

Zanardo E®°, Huynh LS, Yenikomshian M¢, Barghout V7,

Ferro T3, Patel K3; lebwohl@aol.com

Department of Dermatology, Icahn School of Medicine

at Mount Sinai; Department of Cutaneous Oncology,

The Moffitt Cancer Center and Research Institute; 3Sun

Pharmaceutical Industries, Inc.; *Analysis Group, Inc.;
*Analysis Group, Inc.; *Analysis Group, Inc.; "Viver Health LLC

BACKGROUND: Sonidegib (ODOMZO) and vismodegib (Eri-
vedge) are the only 2 Hedgehog pathway inhibitors (HHIs)
approved for patients with advanced basal cell carcinoma
(BCC) not amenable to curative surgery or radiotherapy.
Few studies have compared real-world rates of HHI persis-
tence or discontinuation.
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OBJECTIVE: To investigate real-world treatment patterns of
patients with BCC who received sonidegib or vismodegib.

METHODS: This real-world, retrospective, longitudinal
cohort study used claims from the Komodo Health Claims
Database of patients who initiated sonidegib or vismodegib
between January 1, 2016, and March 31, 2023; the first HHI
claim in this period was the index date. Patients were adults
(aged =18 years) with at least 1 diagnosis of BCC prior to
index, at least 2 claims for sonidegib or vismodegib, and at
least 3 months of clinical activity or continuous enrollment
before and after index. Subgroup analyses included patients
without surgery 60 days pre- or post-index. Discontinu-
ation was defined as a gap twice the US Food and Drug
Administration-recommended days supply of sonidegib (60
days) or vismodegib (56 days). Kaplan-Meier analyses esti-
mated time to treatment discontinuation. Multivariable Cox
proportional hazards models and logistic regressions were
conducted.

RESULTS: Overall, 3,766 patients with BCC who received
sonidegib (n=374) or vismodegib (n=3,392) were identified.
Most patients were male (sonidegib [62.8%] and vismodegib
[65.0%]), had a mean age of 66-67 years, and had BCC of
the face (40.9% and 47.4%, respectively). Mean + SD follow-
up was 28.1+18.4 and 33.0+21.3 months for sonidegib- and
vismodegib-treated patients, respectively. Median time to
treatment discontinuation was 138 days (4.5 months) for
sonidegib and 127 days (4.2 months) for vismodegib (P = 0.041
by log-rank test). After adjusting for baseline characteris-
tics, sonidegib-treated patients were 23% (P=0.036) and
32% (P=0.013) less likely to discontinue treatment at 6 and
9 months, respectively, and had an 11% lower rate of dis-
continuation (P=0.037) compared with vismodegib-treated
patients. Among patients without surgery, after adjusting
for baseline characteristics, sonidegib (n=268) was associ-
ated with a lower likelihood of discontinuation at 6 (29% less
likely, P=0.016) and 9 (44% less likely, P=0.001) months, with
a 14% lower discontinuation rate overall (P=0.030) com-
pared with vismodegib (n=2,458).

CONCLUSIONS: Patients with BCC treated with sonidegib
remained on treatment significantly longer, were less likely
to discontinue, and had lower discontinuation rates than
those treated with vismodegib. These findings were consis-
tent in patients without surgery in the 60 days before or
after HHI initiation.

SPONSORSHIP: Sun Pharma
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Cz Real-world regorafenib use among
patients with advanced gastrointestinal
stromal tumors in the United States
Denu R!, Appukkuttan S?, Hocum B?, Liao N?, Katta A?,
Heo J?, Schroader B®, Singh R Babajanyan S¢,
Somaiah N7; radenu@mdanderson.org;
sreevalsa.appukkuttan@bayer.com;
bridgette.schroader@xcenda.com
'Division of Cancer Medicine, The University of Texas
MD Anderson Cancer Center; 2Bayer US LLC; *Bayer;
“Bayer US; "AmerisourceBergen; ‘Bayer Healthcare U.S, LLC;
UT MD Anderson Cancer Center

BACKGROUND: Gastrointestinal stromal tumors (GISTs) are
the most common gastrointestinal soft-tissue sarcomas.
Regorafenib is an approved/guideline-preferred multiki-
nase inhibitor used in third-line advanced GIST (aGIST)
treatment. Real-world regorafenib utilization is unknown.

OBJECTIVE: To characterize the patient population and
describe treatment utilization in patients with commercial
insurance or Medicare with aGISTs who initiated rego-
rafenib.

METHODS: Retrospective cohort analysis of Merative Mar-
ketScan database (April 2002 to June 2023) of patients with
at least 1 regorafenib pharmacy claim during the identifi-
cation period (October 1, 2015, to May 31, 2023), at least 1
International Classification of Diseases, Tenth Revision
GIST code pre-index, and at least 12 months of continu-
ous enrollment pre-index and at least 28 days post-index.
The index date was the first regorafenib prescription claim
date. Primary endpoints were duration of therapy (DOT)
from index date to end of therapy and time to next therapy
(TTNT) from index date to start of new GIST therapy. DOT
was time from index date to date of last claim date + rego-
rafenib days supply. Discontinuation was an at least 60-day
gap in claims data.

RESULTS: One hundred sixty-six patients were included;
mean (SD) age was 57.6 (15.2) years, 57.2% were male, and
73.5% had commercial insurance. Twenty (12%) patients had
pre-index imatinib or sunitinib only, 75 (45.2%) had prior
imatinib and sunitinib, 15 (9%) had prior pazopanib, and 3
(1.8%) had prior ripretinib. After a median (IQR) follow-up of
221.5 days (109-416), median regorafenib DOT was 95 days
(36-177). Thirty-four patients switched therapy (median
[IQR] TTNT =142 days [77-191]). Patients with prior imatinib
or sunitinib alone (n=20) had a numerically longer median
DOT than those who received both in baseline (n=75) (142.5
days [87-257.5] vs 95 days [53-192], respectively). Patients
on low-dose regorafenib (<160 mg/day on 21/28 day cycle;
n=44) had a numerically longer median DOT (103 days
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[41.5-210.5]) than standard dose (n=122; 94.5 days [35-171])
but similar median TTNT (n=11; 143 days [70-293]; n=23; 141
days [77-191], respectively). Common follow-up period med-
ications were ripretinib (21 [12.7%]), imatinib (18 [10.8%]),
sunitinib (10 [6.0%]), nilotinib (4 [2.4%]), dasatinib, sorafenib,
pazopanib (3 [1.8%] each), and everolimus (2 [1.2%]).

CONCLUSIONS: Utilization of regorafenib varied compared
with guideline recommendations. Patients on low-dose
regorafenib had longer DOT than those on standard dose
but similar TTNT. Regorafenib initiated after imatinib or
sunitinib alone showed a numerically better DOT, sug-
gesting potential benefit for early initiation of regorafenib.
Generalizability may be limited because of limitations of
claims data and number of patients.

SPONSORSHIP: Bayer HealthCare

C26Extrapolating outcomes in pediatric patients
with locally advanced or metastatic TRK

fusion-positive infantile fibrosarcoma treated with
larotrectinib or standard-of-care chemotherapy
Suh K!, Kang A%, Appukkuttan S3, Grossman J?, Liao N3,
Sullivan S* kas551@pitt.edu

'University of Pittsburgh; *Curta Health; *Bayer US LLC;
“University of Washington

BACKGROUND: Infantile fibrosarcomas (IFSs) are rare
tumors that generally occur in young children. Larotrec-
tinib is an approved, targeted therapy for cancers with
NTRK gene fusion, and IFS is a tumor type that has a high
prevalence (>90%) of the NTRK gene fusion. A recent com-
parative effectiveness study assessed larotrectinib to an
external historical control group treated with a chemo-
therapy-based standard-of-care (SOC) regimen in pediatric
patients with locally advanced or metastatic IFS. In this
analysis, baseline characteristics between the 2 treatment
groups were adjusted for using inverse probability of treat-
ment weighting.

OBJECTIVE: To compare expected lifetime life-years (LYs)
and quality-adjusted life-years (QALYs) between larotrec-
tinib and SOC based on the aforementioned analysis.

METHODS: We developed a partitioned survival model to
project long-term outcomes. Larotrectinib survival data
were derived from an updated July 2022 analysis of 49 pedi-
atric patients with IFS from the larotrectinib clinical trials
program (NCT02122913, NCT02637687, and NCT02576431).
The external SOC control arm included 42 patients, 40
of whom had a documented NTRK gene fusion from a
French database. Progression-free survival and overall
survival curves were estimated using several parametric
survival distributions (Exponential, Weibull, Log-logistic,

and Log-normal), then selected based on goodness-of-fit
statistics, visual fit, and clinical plausibility. QALYs were
estimated by adjusting the time spent in the preprogression
and postprogression health states by utility values from
the literature. A discount rate of 3% was applied to LYs and
QALYs. Model uncertainty was evaluated using one-way and
probabilistic sensitivity analyses.

RESULTS: Exponential curves were used to extrapolate
results. The larotrectinib model estimated 33.14 LYs (95%
credible interval [CrI]= 18.06-36.41), which translated to
11.47 QALYs (95% Crl=2.24-30.55). LYs and QALYs in the
SOC arm were projected to be 22.51 (95% Crl=4.67-34.05)
and 7.19 (95% Crl=0.79-26.64), respectively. Compared with
SOC, larotrectinib produced additional gains of 10.63 LYs
and 4.28 QALYs.

CONCLUSIONS: In pediatric patients with locally advanced
or metastatic TRK fusion-positive IFS, larotrectinib may
produce substantial life expectancy and QALY gains com-
pared with SOC chemotherapy. Additional real-world
studies would further inform our results.

SPONSORSHIP: Bayer US LLC
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BACKGROUND: In the evolving treatment landscape of early
breast cancer (eBC), clarity is needed on best clinical prac-
tices regarding biomarker testing and treatment selection.

OBJECTIVE: To elicit the perceptions and experiences of
medical oncologists to understand drivers and barriers to
biomarker testing and treatment decision-making in eBC.

METHODS: Semistructured telephone interviews were con-
ducted in the United States from October 9 to 24, 2023, with
medical oncologists from both academic (n=8) and commu-
nity (n=_8) settings.

RESULTS: Oncologists said that all their patients with eBC
were reflexively tested for estrogen receptors, progesterone
receptors, and human epidermal growth factor receptor 2
at diagnosis/biopsy. Although some oncologists routinely
tested all patients for breast cancer gene (BRCA), the major-
ity (n=12) only ordered testing for patients with certain
conditions (family history, age, and triple-negative breast
cancer). Patients’ refusal (eg, fear, family implication, or
inconvenience) was identified as a primary barrier for BRCA
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testing. In addition, some oncologists ensured proper insur-
ance coverage before ordering testing. Although timing of
BRCA testing was inconsistent across practice settings,
several oncologists highlighted the value of knowing BRCA
status before surgery to inform both surgical and systemic
therapy decisions and suggested that surgeons may have an
essential role in ordering testing to enable timelier treatment
decisions. Academic institutions were more likely to have a
streamlined approach for integrating genetic counseling
into their treatment paradigms, whereas community clin-
ics tended to use it on a case-by-case basis. Although most
oncologists agreed that there is no clear consensus of a high-
risk definition, some indicated a certain single factor (eg,
stage I1T) was sufficient to determine whether patients are at
high-risk for recurrence. Most oncologists agreed that Lyn-
parza (olaparib) would be their preferred treatment choice
for patients with BRCA mutant hormone receptor-positive/
human epidermal growth factor receptor 2-negative eBC
and hinted interest in concurrent or sequential use of olapa-
rib with other therapies in patients with BRCA mutant early
triple-negative breast cancer.

CONCLUSIONS: Coverage requirements and patient
decisions are 2 barriers to overcome to ensure timely imple-
mentation of BRCA testing. Timely adoption of the recent
testing guidelines for both surgeons and medical oncolo-
gists, streamlined genetic counseling, and education of the
predictive value of early BRCA testing in treatment deci-
sions are lingering unmet needs to address to promote best
practices in eBC.

SPONSORSHIP: AstraZeneca and Merck & Co., Inc.
CZ Impact of delaying disease recurrence

on economic burden in patients with
human epidermal growth factor receptor 2—positive
early-stage breast cancer
Mehta S', Faherty E!, Princic N2, Moynihan M?,

Henriques C% sandhya.mehta@daiichisankyo.com
Daiichi Sankyo, Inc.; 2Merative

BACKGROUND: There is a gap in understanding the impact
of early disease recurrence on cumulative cost burden in
human epidermal growth factor receptor 2-positive (HER2+)
early breast cancer (eBC).

OBJECTIVE: To assess neoadjuvant (neo) and adjuvant (adj)
treatment (tx) patterns, recurrence rates, and impact
of recurrence timing on cumulative cost burden among
patients with HER2+ eBC.

METHODS: The US health care claims in the Merative Mar-
ketScan Commercial and Medicare Database were used to
identify adults newly diagnosed with BC between January 1,
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2017, and September 30, 2022, and at least 1 HER2 targeted
treatment following the BC date. Surgery (ie, mastectomy
or lumpectomy) within a year of the BC date delineated
neo and adj periods, before and after the surgery date,
respectively, in which treatment patterns were described.
Recurrence was reported during the postsurgery period as
defined by evidence of additional chemotherapy treatment
(after a 90-day gap following discontinuation or outside
of the 120-day adjuvant window), metastasis, or end-of-
life care. A generalized linear model (y distribution and
log link) adjusting for patient demographics and treatment
type was used to assess the impact of disease recurrence
on cumulative 3-year total all-cause costs during the post-
surgery period.

RESULTS: A total of 3,745 patients with HER2+ eBC were
included in the study (mean age 53.7 years): 57.4% (n = 2,151)
with adj tx only, 40.2% (n=1,504) both tx (neo and adj), 1.9%
(n=70) surgery only, and 0.5% (n=20) neo tx only. Among
those with neo tx (n=1,524), carboplatin+docetaxel+trastu
zumab (T)+pertuzumab (P) (68.5%) was the most used. And
among those with adj tx (n=2,151), the use of paclitaxel+T
(31.5%) was common, followed by T alone (14.7%) and T+P
(12.1%). During the follow-up (median duration after sur-
gery: 2 years), the recurrence rate was highest for surgery
only (70.0%) and similar for adj only (16.0%) and both tx
(14.3%) cohorts. A generalized linear model showed that
cumulative cost burden following surgery was higher
among patients who experienced recurrence in less
than 12 months vs no recurrence ($348,834 vs $265,279).
Patients with chemo only as adj tx had a higher cumula-
tive cost burden (relative risk=1.28; P<0.001) vs those with
HER?2 targeted treatment, and patients with neo tx had a
lower cost burden (relative risk=0.85; P<0.001) compared
with those with no neo tx.

CONCLUSIONS: Delays in disease recurrence were associ-
ated with alower cumulative cost burden. The study findings
highlight that use of HER2 targeted treatment (associated
with longer event-free survival) earlier in the treatment
pathway may improve patient outcomes and reduce the
health care burden associated with BC.

SPONSORSHIP: Daiichi Sankyo, Inc., and AstraZeneca, LLC
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Cz Treatment patterns, clinical outcomes,

and health care resource utilization
among patients with hormone receptor-positive
human epidermal growth factor receptor 2-low or
immunohistochemistry 0 metastatic breast cancer:
Data from an integrated delivery network
Mehta S', Barman H?, Iyengar A3, Rangarajan N*, Faherty E,
Wagner T°, Simsek S¢ sandhya.mehta@daiichisankyo.com
Daiichi Sankyo, Inc.; *nference; *nference Inc.;
‘nference, Inc.; *nference, Inc.; Snference, Inc

BACKGROUND: Limited treatment and outcomes data exist
for patients with human epidermal growth factor receptor
2 (HER2)-low (immunohistochemistry [IHC] 1+ or IHC 2+
and ISH-) or IHC 0 metastatic breast cancer (mBC) treated
via an integrated delivery network (IDN).

OBJECTIVE: To assess treatment patterns, outcomes, and
health care resource utilization (HCRU) for patients with
HER2-low or IHC 0 mBC treated at an IDN.

METHODS: We retrospectively analyzed deidentified struc-
tured and unstructured electronic health record data
(January 2018 to June 2022) from an IDN in the United States
(locations in Minnesota, Florida, and Arizona). Patients aged
18 years and older at diagnosis of hormone receptor (HR)+/
HER2-low or HR+/IHC 0 mBC with at least 2 clinic visits
and receipt of at least 1line of therapy after mBC diagnosis
were included; those receiving systemic therapy for another
primary cancer, participating in a clinical trial during the
observation period, or with documented HER2+ status
prior to initiation of first-line (1L) therapy were excluded.
Patient characteristics, treatment utilization, and HCRU
are described; real-world time to treatment discontinuation
(rwTTD) and time to next treatment (rwTTNT) were deter-
mined via Kaplan-Meier methods.

RESULTS: Of 1,300 patients with mBC meeting cohort selec-
tion criteria, 871 (67%) were HER2-low (HR+, n=790) and 429
(33%) were IHC 0 (HR+, n=352). Among patients with HR+
HER2-low mBC (n=790; mean age: 614 years; White race:
88.7%), 373 patients (47%) progressed to second-line (2L)
and 190 (24%) progressed to third-line (3L) therapy during
the study follow-up period (median follow-up starting from
1L: 16.7, 2L: 15.2, and 3L: 10.8 months). Of patients receiv-
ing 1L, 2L, and 3L therapy, 16%, 17%, and 13%, respectively,
discontinued therapy or died. In 1L, the majority of patients
received a hormone therapy (HT)-based regimen (n=579;
38% HT alone, 33% CDK4/6 inhibitor + HT, 2% other tar-
geted treatment [OTT; mTOR/PARP inhibitor/PIK3CA] +
HT) followed by chemotherapy (16%). Common 2L /3L ther-
apies were HT alone (33%-35%) or CDK 4/6 inhibitor + HT
(16%-19%), chemotherapy (20%-21%), or OTT+HT (9%-10%).

The most followed treatment pathway was 2 sequences of
an HT-based regimen followed by chemotherapy. From 1L
to 3L, rwTTD and rwTTNT decreased from 11.0 and 15.4
months to 6.9 and 8.4 months, respectively. Hospitalization
rates for 1L-3L were 9.5%-16.5%. Treatment patterns were
similar but clinical outcomes shorter in HR+ IHC 0 vs HER2-
low disease.

CONCLUSIONS: Among those with HR+ HER2-low mBC,
treatments varied, with many patients receiving multiple
lines of therapy shortly after 1L and experiencing dimin-
ishing time on treatment, highlighting a need for effective
therapies that extend the duration of clinical benefit earlier
in the disease management pathway.

SPONSORSHIP: Daiichi Sankyo & Astra Zeneca

C 3 Health care costs associated with
prophylactic neurokinin-1 receptor antagonist

use among women with invasive breast cancer

Kamat S, Brown B? Cohen S?, Vyas A?
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'Open Health; ?University of Rhode Island

BACKGROUND: In April 2012, the American Society of Clini-
cal Oncology joined the “Choosing Wisely” (CW) initiative to
reduce the use of low-value oncology services. Neurokinin-1
receptor antagonists (NK1-RAs) are a class of expensive anti-
emetics and are not recommended for patients who receive
low- to moderate-emetic risk chemotherapy

OBJECTIVE: To examine differences in mean total costs
reimbursed by third-party payers and patient out-of-pocket
(OOP) costs between those who received prophylactic
NKI1-RAs and those who received other antiemetics among
women with invasive breast cancer.

METHODS: Using Optum’s deidentified Clinformatics Data
Mart Database for 2013-2018 (post-CW period), a retrospec-
tive cohort study was conducted for women aged 18 years
and older with breast cancer who initiated low/minimal/
moderate-emetic risk chemotherapy (classified per the
National Comprehensive Cancer Network guidelines). All
approved prophylactic NK1-RAs (aprepitant, fosaprepitant,
rolapitant, netupitant/palonosetron) were included. A gen-
eralized linear model and 2-part model with y distribution
and log link were used to model costs, respectively, control-
ling for baseline patient sociodemographic characteristics.

RESULTS: Out of a total of 12,068 women, 11.2% (n=1,356)
received NKI1-RAs. The mean total third-party payer
costs for women who received NKI-RAs was the highest
($4,519; 95% CI=S$3,538-$5,500), followed by serotonin-
receptor antagonists (SHT3-RAs) with or without steroids
($3,095; 95% C1=52,343-$3,847). The adjusted mean total
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third-party payer costs for women who received steroids
only, first-generation SHT3-RAs with or without steroids,
or second-generation 5SHT3-RAs with or without steroids
were found to be significantly lower by 97.8%, 95.0%, and
42.1% (P=0.023), respectively, when compared with those
who received NK1-RAs. There was no significant difference
in the mean total third-party payer costs between women
who received 5SHT3-RAs with or without steroids and those
who received NKI-RAs (P=0.450). The mean OOP costs to
patients were higher for those who received prophylac-
tic NK1-RAs ($30; 95% CI=S527-$32), followed by those who
received second-generation SHT3-RAs with or without ste-
roids ($15; 95% CI = $11-$18).

CONCLUSIONS: The mean total costs reimbursed by payers
were significantly higher for those who received NK1-RAs
as compared with other prophylactic antiemetics, except
for those who received 5HT3-RAs with or without steroids.
Judiciously using NK1-RAs per guideline recommendations
could result in significant cost avoidance for patients and
payers.

SPONSORSHIP: None

C3 Impact of coverage policy complexity and
restrictiveness on supportive care receipt

in a real-world cohort of patients with cancer

Rivers Z!, Ben-Shachar R?, Klein I®, Belinson S, Levine A%

Chambers J°, Beinfeld M® zachrivers50@gmail.com

Tempus Al, Inc; 2Tempus Al, Inc; *Tempus Al Inc;

“Tufts Medical Center; Center for the Evaluation of Value

and Risk in Health, Institute for Clinical Research and

Health Policy Studies, Tufts Medical Center

BACKGROUND: Real-world data (RWD) are a valuable data
source for oncology drug development and regulatory deci-
sion-making. Heterogeneity in insurance coverage by payer
can impact patient care.

OBJECTIVE: To leverage 2 novel measures of insurance
coverage of supportive medications for oncology treat-
ment-related toxicities to characterize access to care in
RWD cancer cohorts.

METHODS: Using Tempus Al, Komodo, and Tufts Center for
the Evaluation of Value and Risk in Health data, we linked
patient-level clinical and health claims data to temporally
accurate coverage policies. We evaluated patients with non—
small cell lung cancer (NSCLC), colorectal cancer (CRC), and
breast cancer (BC) treated with chemotherapy. Evaluable
patients had 1 year of continuous insurance coverage after
their first chemotherapy treatment. We assessed coverage
policies for specialty medications used to treat nausea and
vomiting (NV) and neutropenia per National Comprehensive
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Cancer Network toxicity guidelines in the year following
treatment initiation. We used 2 metrics of coverage: the
Coverage Restriction Summary Score (range 0-8 measur-
ing restrictions above the US Food and Drug Administration
label accounting for restrictions based on patient sub-
groups, combination therapy, prescriber qualifications, and
step therapy) and the Complexity Score (range 0-10 measur-
ing word count, line breaks, documentation requirements,
and number of policy documents). A higher score represents
higher restriction or complexity. We explore the impact
of these scores on receipt of the National Comprehensive
Cancer Network-recommended treatment, accounting for
toxicity type, using Fisher’s exact test.

RESULTS: The cohort included 9,545 patients (4,211 NSCLC,
2,368 CRC, and 2,966 BC) across 12 payers. We considered
3 medications for NV and 7 medications for neutropenia.
Neutropenia treatments had a wider complexity range and
SD (0-10, SD=3.0) compared with NV medications (0-8, 2.2),
whereas NV medications had a wider restrictiveness range
(0-4, 1.2) than neutropenia meds (0-3, 1.0). Complexity, but
not restrictiveness, drove a statistically significant differ-
ence in receipt of antiemetics (P<0.05 for each medication).
Four of the 7 treatments for neutropenia were significantly
impacted by complexity, whereas restriction impacted 2 of 7.

CONCLUSIONS: Clinicians are faced with complex and
restrictive policies when providing care. We show that pol-
icy complexity impacts receipt of guideline-recommended
treatments for neutropenia and NV. Future work should
explore whether the relationships identified impact clinical
outcomes including persistence and survival.

SPONSORSHIP: Tempus Al Inc
C3 Biosimilar persistence of trastuzumab

after conversion from reference product:
An integrated health system claims database analysis
Ghaibi S, Yep T; shadi.x.ghaibi@kp.org; Tracy.D.Yep@kp.org
Kaiser Permanente Washington

BACKGROUND: Biologic medications are generally large,
complex molecules approved by the US Food and Drug
Administration (FDA) to treat and cure diseases and medical
conditions. They are often high-cost treatments in numer-
ous therapeutic categories. FDA-approved biosimilars and
reference products are highly similar to each other with no
clinically meaningful differences between the two. Use of
biosimilars is estimated to lower health care costs by 15%-
35% compared with reference products. Kaiser Permanente
Washington evaluates each reference biologic product and
its biosimilars to implement strategies that drive afford-
able care. Members on Herceptin were transitioned to
the preferred trastuzumab biosimilar in September 2019.
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Determining biosimilar persistence after an initial conver-
sion from reference product provides insight to ongoing
utilization of the most cost-effective treatment option.

OBJECTIVE: To determine 3-, 6-, and 12-month persistence of
trastuzumab biosimilar use after conversion from Herceptin.

METHODS: A retrospective claims analysis was completed
as part of quality improvement. Medical benefit claims for
all trastuzumab products from September 2019 through
December 2023 were collected for analysis. Completion of
trastuzumab therapy was assumed for patients who no lon-
ger had claims during the study period. The primary endpoint
of patient persistence on trastuzumab biosimilar was calcu-
lated through 2023 for those who converted from Herceptin
between September 2019 and August 2020 (index year).

RESULTS: A total of 127 patients received any trastuzumab
infusion within the index year. Of those, 42 patients were
converted from Herceptin to a biosimilar within that time
frame. Two patients (5%) switched back to Herceptin after
confirmed infusion reaction following initial doses of
trastuzumab biosimilar (1 and 2 doses, respectively). Over-
all, 12 (28.6%) patients remained on biosimilar for less than
3 months; 10 (23.8%) patients remained on biosimilar for 3-6
months; 7 (16.7%) patients remained on biosimilar for 7-12
months; and 13 (30.9%) patients remained on biosimilar for
13 months or longer.

CONCLUSIONS: Kaiser Permanente Washington claims data
suggest a majority of patients (n=40, 95%) were persistent
on a trastuzumab biosimilar after conversion from Her-
ceptin until completion of therapy.

SPONSORSHIP: None
C3 Disparities in real-world treatment

patterns and outcomes among patients
with metastatic castration-resistant prostate cancer:
A PRECISION (PRostatE Cancer diSease observatiON)
data platform study
Shore N, George D?, Sartor O% Wei X, Nguyen J°, Patel J°,
Bollu V&, Sawhney A®, Kang B, Fallick M®, Byrne C7, Tang J’,
LaVallee C7, Heath E?; nshore@gsuro.com
Carolina Urologic Research Center; 2Duke Cancer Institute,
Duke University School of Medicine; *Mayo Clinic;
‘Dana-Farber Cancer Institute; °Novartis Pharmaceuticals
Corporation; *Novarits Pharmaceuticals Corporation;
"Asclepius Analytics; 8Karmanos Cancer Center

BACKGROUND: Prostate cancer management is associated
with known disparities by race, geographic location, edu-
cation, occupational status, and socioeconomic level, but
how these impact patients with end-stage disease is poorly
understood.

OBJECTIVE: To examine the associations between patient
characteristics, treatment initiation, and outcomes in
patients with metastatic castration-resistant prostate can-
cer (mCRPC) treated in the United States.

METHODS: This retrospective cohort study using the PRE-
CISION data platform—a validated, harmonized real-world
dataset from predominantly community urology centers,
as well as from academic and community oncology cen-
ters—included patients with clinician-documented mCRPC
(index date) between 2018 and 2023. Patient characteristics
and treatment patterns were evaluated descriptively; time
to treatment initiation (TTTI) and overall survival (OS) were
assessed via time-to-event analyses. Multivariate analyses
were used to assess relationships between patient charac-
teristics, TTTI, and OS.

RESULTS: A total of 13,367 patients with mCRPC were
included; 88% were aged =65 years, 62% were White, and
14% were Black. Overall, 9% of patients had been treated at
oncology practices and 91% at urology sites. Approximately
70% of patients initiated a first-line (1L) therapy at or after
mCRPC diagnosis, and median TTTI was 2.2 months. Most
(55%) patients initiated androgen receptor pathway inhibi-
tors in the 1L. Patients who were unemployed or who had
not completed high school had significantly lower rates of
1L therapy initiation. An age of 85 years and older and treat-
ment at urology sites were associated with significantly
longer TTTI. Median OS was 23.1 months for patients with
mCRPC treated at oncology practices and 29.2 for those
treated at urology practices.

CONCLUSIONS: This analysis highlights potential under-
treatment of patients with mCRPC in clinical practice,
with 30% of patients not receiving a 1L therapy. In this
real-world study, median OS following mCRPC diagnosis
was only 2 years for patients treated at oncology practices
in the United States. This study showed that, especially
among patients with markers of lower socioeconomic sta-
tus, disparities exist in the management of patients with
mCRPC. Given that the current data are predominantly
obtained from community urology sites, future studies
are warranted, looking at patient characteristics and key
disparities within urology and oncology sites of care, to
identify actionable insights.

SPONSORSHIP: Novartis Pharmaceuticals Corporation
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C3 Real-world treatment patterns and clinical
outcomes in chemotherapy-naive patients
with metastatic castration-resistant prostate cancer
in the US Surveillance, Epidemiology, and End
Results—Medicare population
McKay R', Patel J?, Kang B? Sawhney A? Wilkinson S*,
Byrne C*, Tang J*, Runeckles K*, Nguyen J?;
rmckay@ucsd.edu
Moores Cancer Center, University of California San
Diego; 2Novartis Pharmaceuticals Corporation; *Novartis
Pharmaceuticals Corporation; *Asclepius Analytics

BACKGROUND: Although advances in metastatic castration-
resistant prostate cancer (nCRPC) treatment have emerged
with the approval of new agents, impacts on real-world
treatment sequencing and outcomes in chemotherapy-
naive patients with mCRPC are not yet well understood in
the Medicare setting.

OBJECTIVE: To describe the characteristics, treatment pat-
terns, and clinical outcomes of patients with mCRPC who
were chemotherapy-naive and received 1 prior androgen
receptor pathway inhibitor (ARPI).

METHODS: This retrospective, observational study used
US Surveillance, Epidemiology, and End Results-Medicare
data from January 1, 2009, to December 31, 2019. Adult men
with mCRPC who had previously received 1 ARPI before
receiving a second ARPI (ARPI cohort) or a taxane (taxane
cohort) were included. The index date was the date of ini-
tiation of the second ARPI or initiation of a taxane. Patients
who had received poly(ADP-ribose) polymerase inhibitors,
immunotherapy, radiation, biologics, or chemotherapy
within the past 12 months were excluded. Treatment pat-
terns were evaluated descriptively; inverse probability of
treatment weighting-adjusted Kaplan-Meier analysis was
used to assess overall survival (OS).

RESULTS: A total of 923 patients were included in the final
study population; 714 (77%) and 209 (23%) were in the ARPI
and taxane cohorts, respectively. Available patient charac-
teristics (ie, race, ethnicity, and geographic region) were
broadly comparable between the 2 cohorts, although the
ARPI cohort was significantly older than the taxane cohort
(mean age 75 vs 71 years; P<0.0001). Time from PC diag-
nosis to mCRPC diagnosis was longer in the taxane cohort
compared with the ARPI cohort (median 469 vs 399 days;
P=0.0350). The taxane cohort had a significantly longer
treatment duration compared with the ARPI cohort (3.6 vs
2.4 months; P=0.0500) and a higher rate of advancement
to a subsequent therapy (54% vs 33%). After discontinu-
ation with ARPI and taxane, patients were more likely to
receive taxanes in later lines. Overall, 63% of patients did
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not receive any subsequent treatment. Median OS was 12.8
months in the ARPI cohort and 11.8 months in the taxane
cohort.

CONCLUSIONS: The results of this study show that many
patients with mCRPC were not receiving any treatment in
later lines, highlighting the unmet need for better therapies
than those currently available. Median OS in chemother-
apy-naive patients with mCRPC with 1 prior ARPI treatment
remained low regardless of whether patients switched to
another ARPI or a taxane. Overall, there is an unmet need
for more effective therapies for patients with mCRPC.

SPONSORSHIP: Novartis Pharmaceuticals Corporation

C4 Experience with an outcomes-based rebate
agreement for apalutamide in the treatment

of prostate cancer

Brown B!, Suehs B?; bsuehs6@humana.com

Humana, Inc., Louisville, KY; 2Humana Healthcare Research,
Inc, Louisville, KY

BACKGROUND: Humana Inc. and Janssen Biotech Inc.
entered into an innovative outcomes-based rebate agree-
ment (OBA) for apalutamide in 2019. The OBA offered
financial rebates for the on-label utilization of apalutamide
based on clinical performance of apalutamide (trade name:
Erleada) for treatment of prostate cancer among certain
individuals enrolled in Humana Medicare Advantage Pre-
scription Drug (MAPD) plans.

OBJECTIVE: To summarize the implementation of the OBA
and the outcomes reported during the implementation of
the OBA.

METHODS: This analysis included individuals enrolled in
eligible MAPD plans newly initiating apalutamide treat-
ment from July 2019 through June 2023. Patients that were
prescribed any oral androgen receptor inhibitors (OAlIs)
prior to initial dispensing of apalutamide were excluded.
To assess clinical performance, 2 prostate-specific antigen
(PSA) laboratory test results were required; one during the
baseline period prior to apalutamide treatment initiation
(up to 91 days prior to dispensing) and a second PSA test
result between +56 and +112 days after the date of initial dis-
pensing. Treatment response was defined as PSA reduction
of greater than 50% in PSA level. Descriptive analyses of
attrition and treatment response were conducted.

RESULTS: A total of 4,042 individuals were identified initially
with a dispensing of at least 60 days supply of apalutamide.
Among those, 1,556 individuals were new to OAI therapy
and eligible for inclusion in the clinical performance analy-
sis. Baseline PSA results were available for 42.2% (n=656)
of individuals, and both baseline and post-OAI initiation
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PSA test results were available for 19.5% (n=303) of new
initiators. A further 20 individuals were excluded from the
clinical performance analysis owing to a lapse in continuous
enrollment between the first PSA test and the postinitiation
retest. Among individuals included in the clinical perfor-
mance assessment (n=283), 67.5% (n=191) demonstrated
PSA reduction of greater than 50%.

CONCLUSIONS: Pharmacy OBA arrangements represent an
innovative way to tie price concessions on utilization of
products to outcomes-oriented metrics. Challenges include
availability of the necessary clinical data for the health plan
to fully implement performance-based measures. Strat-
egies to improve clinical data availability to support such
agreements, such as medical record reviews or other tac-
tics, should be considered.

SPONSORSHIP: None

C 4 Diagnostic performance of prostate
cancer-specific clinical phenotypes

identified using real-world databases:

A systematic literature review

Vyas Al, Kamat S, Thomas S', Gambino C!, Brown B,

Raval A%, avyas@uri.edu; amitkumar.raval@bayer.com

'University of Rhode Island; 2Bayer Pharmaceuticals

BACKGROUND: Real-world databases (RWDs) often lack
the ability to directly identify complex clinical conditions
or outcomes. This often requires the development of com-
putable phenotypes based on clinical reasoning-based
algorithms or prediction models with validation through
a reference standard such as chart review. Although there
are studies reporting different phenotypes for key prostate
cancer disease or outcomes, these have not been summa-
rized systematically.

OBJECTIVE: To conduct a systematic review of the literature
to summarize validation statistics on prostate cancer-specific
phenotypes, including metastasis (any metastasis, bone
metastasis, and lymph node metastasis), biochemical recur-
rence (BCR), castration-resistant prostate cancer (CRPC),
hormone-sensitive prostate cancer, and performance status.

METHODS: We performed systematic searches in PubMed/
Medline and Embase for published literature from 2012 to
2023. Studies reporting algorithms and prediction models
for prostate cancer phenotypes based on structured data
(claims, laboratory values, hospital records) were included.
A summary of algorithms and prediction models, along with
their respective estimates of diagnostic accuracy compared
with reference standards (chart review) and /or measures of
uncertainty, were provided. An area under the curve (AUC)
greater than 0.7 was considered an acceptable phenotype.

RESULTS: Out of 7,427 retrieved citations, 29 unique retro-
spective studies (31 citations) were included, with a majority
(n=18) being conducted in the United States. Prediction
models for any metastasis had AUC greater than 0.88,
whereas the claims-based algorithms had high sensitiv-
ity and specificity values. Also, prediction models for bone
metastasis had high AUC values (>0.7), and claims-based
algorithms had high sensitivity and specificity values.
Prediction models for BCR based on clinical variables and
tumor-specific characteristics had AUC values greater than
0.7. One claims-based algorithm for metastatic CRPC had
high sensitivity and specificity. Some studies developed
algorithms to identify patients with hormone-sensitive
prostate cancer but did not assess their diagnostic accu-
racy. Claims-based algorithms for performance status had
at least 75% sensitivity and relatively high specificity.

CONCLUSIONS: Our systematic review of the literature
highlights the acceptable accuracy of computable pheno-
types for prostate cancer, including (bone) metastasis, BCR,
and performance status within RWDs. In addition, further
validation studies are needed for RWD-based phenotypes
that do not yet have validation estimates.

SPONSORSHIP: Bayer Healthcare Pharmaceuticals

C4 Opportunities for product differentiation
and evidence generation with a focus

on health disparities information in the Academy

of Managed Care Pharmacy Format for Formulary

Submissions version 5.0

Pollack MY, Cadarette S!, Stewart F', Dillaman M!, Abresch L1,

Crawford B!, Jung J', Gill M, Arregui M!, Schroader B

megan.pollack@cencora.com; bridgette.schroader@xcenda.com
ICencora; 2AmerisourceBergen

BACKGROUND: The AMCP Format is the gold standard for
manufacturers to communicate comprehensive clinical and
economic evidence to US health care decision-makers to aid
formulary, coverage, policy, and reimbursement decisions for
new and existing products. A new area of focus in the AMCP
Format version 5.0, released April 2024, is the inclusion of
health disparities information related to social /demographic
factors; however, it is unclear to what extent health disparities
literature may be available for oncologic disease states.

OBJECTIVE: To describe available literature with health
disparity information in prostate cancer (PC) and Hodgkin
lymphoma (HL), proxies for general and rare oncologic dis-
ease states.

METHODS: In May 2024 we searched Medline and Embase
via Ovid for US-based studies (2019-2024) that reported
data on health disparities in people with PC or HL. Eligible
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studies included any/no intervention; eligible study designs
included systematic literature reviews, and interventional,
retrospective, prospective, case-control, and cross-sectional
studies. Social and demographic factors of interest included
race, ethnicity, sex, income, geographic region, marital
status, insurance status, socioeconomic status, sexual
orientation, religion, disability, and age. Title and abstract
screening results are presented here. Screening and data
extraction were conducted by 1 researcher with a second
researcher performing quality checks.

RESULTS: Initial searches in Medline and Embase yielded 995
abstracts, of which 255 met the inclusion criteria. Studies in
PC made up the majority of the abstracts (n=241), whereas
abstracts in HL were more limited (n=14). Across both onco-
logic disease states, the most frequently reported health
disparity factors were race (PC: n=193; HL: n=7), ethnicity
(PC: n=64; HL: n=7), and geographic region (PC: n=53; HL:
n=23); health disparity data were extremely limited or not
reported for sex, sexual orientation, religion, and disability
(PC: n<5 each; HL: <1 each).

CONCLUSIONS: The release of the AMCP Format 5.0 dos-
sier guidance provides an opportunity for manufacturers
to differentiate their products through inclusion of health
disparity data. Using PC and HL as proxies for general and
rare oncologic disease states, we observed multiple data gaps
exist related to health disparities, particularly in the rare (HL)
disease space. Therefore, there is an opportunity for manu-
facturers to generate new evidence to demonstrate how a
product addresses unmet needs related to health disparities.

SPONSORSHIP: Cencora

C4 Real-world economic burden of disease
recurrence in patients with muscle-invasive

bladder cancer treated with radical cystectomy:

A retrospective administrative claims analysis

Squires P!, Cook E?, Song Y2, Wang C!, Jiang A?, Zhang A?,

Li H!, Rogiers Al, Mamtani R?; patrick.squires@merck.com;

ching-yu.wang@merck.com

Merck & Co., Inc.; 2Analysis Group, Inc.; Abramson Cancer

Center Perelman School of Medicine at the University of

Pennsylvania

BACKGROUND: Bladder cancer is a common cancer that
results in significant mortality, morbidity, and economic
cost. Radical cystectomy (RC) is the standard of care for
patients with muscle-invasive bladder cancer (MIBC).
Although RC is performed with curative intent, a significant
proportion of patients experience cancer recurrence after
RC. The economic impact of recurrence in a contemporary
US cohort has not been recently described.

JMCP.org | October 2024 | Vol. 30, No.10-c

m Professional Reviewed Abstracts | Nexus 2024 | October 14-17

OBJECTIVE: To assess the economic impact of recurrence
on health care resource utilization (HCRU) and cost among
RC-treated patients with MIBC in the United States.

METHODS: This retrospective, observational analysis of
Surveillance, Epidemiology, and End Results-Medicare data
(2007-2020) included patients diagnosed with T2-T4aNOMO
or T1-T4aNIMO MIBC, stratified by whether they experi-
enced recurrence after RC. The index date for patients
with recurrence (identified using diagnosis codes and/or
treatment) was defined as 30 days prior to recurrence and
was randomly assigned for patients without recurrence to
match the time window between RC and the index date
in the recurrence cohort. Patients were followed from
the index date until the end of continuous enrollment
or death. Rates of HCRU and mean health care costs (in
2022 USD) per patient per month (PPPM) were compared
between the cohorts.

RESULTS: Demographic and clinical characteristics were
generally similar between patients with (n=503) and with-
outrecurrence (n =602), with few exceptions. Patients with
vs without recurrence were more likely to have had stage
3a disease (47.9% vs 32.7%) and cisplatin contraindications
(54.1% vs 47.5%, both P<0.05). Median follow-up time was
1.0 (IQR=0.3-2.7) and 1.6 (0.6-3.3) years for patients with
and without recurrence, respectively (P=0.07). During
follow-up, patients with vs without recurrence had higher
adjusted incidence rates (alRRs, all P<0.001) of all-cause
and MIBC-related HCRU, including hospitalization (all-
cause: alRR=2.4; MIBC-related: alRR=4.1), emergency
department visits (2.7; 3.5), and outpatient visits (2.0; 3.2).
Adjusted all-cause and MIBC-related total medical costs
were higher for patients with vs without recurrence (all-
cause cost difference: $7,191 PPPM; MIBC-related cost
difference: $3,073 PPPM), largely contributed by hospital-
ization cost (cost difference: $4,542 PPPM; $2,171 PPPM; all
P<0.001).

CONCLUSIONS: In this contemporary US cohort of patients
with MIBC treated with RC+perioperative chemotherapy,
cancer recurrence is associated with high HCRU and cost,
resulting in a significant economic burden and further
underscoring the need for novel and effective risk-reducing
therapies.

SPONSORSHIP: Merck Sharp & Dohme LLC, a subsidiary of
Merck & Co., Inc., Rahway, NJ, USA
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C44Budget impact model for biosimilar
denosumab in the US oncology population
Flanigan J', Chaplin S?, van Stiphout J?, Schauf M?,

Tindal M}, Li E!, Lyman G*; jeanine.flanigan_ext@sandoz.com

'Sandoz; *Cencora; *Sandoz International GmbH;
“Fred Hutchinson Cancer Center

BACKGROUND: The first biosimilar approved in the United
States was within the oncology therapeutic area; since then,
multiple oncology biosimilars have become available and
have decreased costs for the health care system. Denosumab
is a bone-modifying agent used to prevent skeletal-related
events across multiple tumor types. The potential savings
after introduction of a biosimilar denosumab is currently
unknown.

OBJECTIVE: To quantify the potential savings of a biosimilar
denosumab for oncology indications from a Medicare per-
spective.

METHODS: The budget impact of biosimilar denosumab use
for a hypothetical population of 1 million (M) patients over 5
years was assessed. Model inputs for skeletal-related event
incidence, bone-modifying agent use, projected biosimi-
lar uptake, health care resource utilization, and costs were
derived from published literature and publicly available
sources. For the cost of biosimilar denosumab, various cost
scenarios relative to reference denosumab’s payment limit
were evaluated. In addition, different biosimilar utiliza-
tion scenarios were analyzed. Total budget savings, as well
as per patient per year (PMPY) and per patient per month
(PMPM), were calculated.

RESULTS: For a population of 1 M, a total of 46,556 patients
were estimated to be treated with denosumab over a period
of 5 years. Twenty-five percent uptake of biosimilar deno-
sumab by year 5 was estimated to yield a total of $9.1 M in
net savings. This also resulted in a savings of $1.66 PMPY
and $0.14 PMPM. Fifty percent uptake of biosimilar deno-
sumab would result in $18.2 M total savings, with a savings
of $3.32 PMPY and $0.28 PMPM. Lastly, 70% uptake of bio-
similar denosumab would result in $31.1 M total savings,
with a savings of $5.68 PMPY and $0.47 PMPM. Reduced bio-
similar pricing resulted in estimated savings of $14.8 M to
$133.3 M, assuming 50% uptake of biosimilar denosumab,
over a 5-year period.

CONCLUSIONS: Following various scenarios, biosimilar
denosumab utilization may contribute to significant cost
savings to the health care system. Actualized savings will
vary depending on many factors, including the cost of
biosimilar denosumab as well as proportional biosimilar
denosumab uptake.

SPONSORSHIP: Sandoz, Inc.

C4 Treatment patterns in first-line treatment

of metastatic gastroenteropancreatic
neuroendocrine tumors: Analysis of US claims data
Pavel M, Abraham I?, Halfdanarson T3, Princic N,
Bernhardt D% marianne.pavel@uk-erlangen.de
'Department of Medicine 1, Friedrich Alexander University
Erlangen-Nuernberg, University Hospital Erlangen;
*Matrix45 / University of Arizona; *Mayo Clinic;
‘Merative; 5ITM Pharmasolutions GmBH

BACKGROUND: A rare disease, gastroenteropancreatic neu-
roendocrine tumors (GEP-NETs) are often characterized by
an indolent disease course with variable symptoms depen-
dent on tumor location and whether the tumor is functional
and producing hormones. Two-thirds of patients are
diagnosed at the locally advanced or metastasized stage.
Guidelines of the National Comprehensive Cancer Network
specify several first-line (I1L) treatment options. Somatosta-
tin analogs (SSAs) are among the most frequently advised
drugs, particularly in low-grade NETs.

OBJECTIVE: To describe 1L treatment patterns of patients
with newly diagnosed mGEP-NETs in the United States.

METHODS: Retrospective cohort study using the Mar-
ketScan Commercial and Medicare Database (July 1, 2017,
to January 31, 2023). Included were patients with newly
diagnosed mGEP-NETs with at least 1 inpatient claim or
at least 2 nondiagnostic outpatient claims for NET treat-
ment; at least 12 months of continuous enrollment prior to
diagnosis to ensure patients being newly diagnosed; and at
least 12 months of follow-up after index date. Data retrieved
included age, sex, insurance, and comorbidities; treatments;
and treatment discontinuation, death, or loss to follow-up
(estimates generally rounded to nearest integer).

RESULTS: Included were a total of 2,002 patients with newly
diagnosed mGEP-NETSs (50% female; median age 60 years);
65% had commercial insurance vs 35% on Medicare plans.
Comorbidities included hypertension (67%), type 2 diabetes
(30%), heart disease/failure (27%), and kidney disease (18%).
Approximately 50% had tumor surgery in the first year after
diagnosis (intestinal lesions 24%, large intestine 22%, and/
or small intestine 15%; other approximately 40%). A large
proportion of patients (53%) did not receive systemic drug
therapy in the first 2 years after diagnosis. Of those who
did, 1L treatments included SSAs (62%), mainly in mono-
regimens (57%); chemo regimens (36%); everolimus (3%);
and peptide receptor radionuclide therapy (0.5%). Median
duration of SSA 1L treatment was only 11.3 months. Although
96% received an imaging scan within 3 months of diagno-
sis, only 18% received the National Comprehensive Cancer
Network-recommended imaging every 3-6 months in the
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first 3 years of treatment. Type of insurance did not have a
relevant impact on care received.

CONCLUSIONS: Treatment patterns show significant varia-
tion in how patients newly diagnosed with mGEP-NETs are
managed in 1L. Adherence to 1L drug treatment guidelines is
limited, suggesting a marked need for clinician and patient
education and engagement with patient advocacy organi-
zations. Health care providers and payers must consider
subsequent changes in treatment patterns in their planning.

SPONSORSHIP: ITM Pharma Solutions GmBH

C 5 3 Hematological oral oncolytics: Adherence,
health care cost, and utilization

Staskon F!, Khan K?, Pfeifer A%, Havern L*
francis.staskon@walgreens.com;
khadijah.khan@walgreens.com

"Walgreen Co.; 2Walgreen Co.; *AllianceRx Walgreens
Pharmacy; ‘Walgreens

BACKGROUND: Connected Care Oncology (CC-Onc) is a
patient-centered clinical program that includes a set of 21
unique oral hematological oncolytics for affected oncology
patients.

OBJECTIVE: To identify significant associations between a
discontinuation adherence metric for the set of CC-Onc
hematological oral oncolytics and total medical costs, hos-
pitalizations, and total length of stay (LOS) for inpatients.
This research was deemed exempt from HIPAA by a Wal-
greens Advarra IRB #39505.

METHODS: A retrospective cohort design of patients was
used from the MarketScan Commercial Claims and Encoun-
ters for 2022. The sample selection required patients to have
atleast 2 fills of targeted medication from the 2022 files with
a primary cancer diagnosis code in medical files for 2021 or
2022, to be continuously enrolled, and to be aged from 18 to
64 years. Exclusion criteria were presence of hospice care
or organ transplants, and those starting medication ther-
apy in last 45 days of 2022. Discontinuation was indicated
by a gap exceeding 1.5x(prior days supply) on consecutive
fills. General linear models predicted total medical costs,
hospitalizations, and LOS (with y or logit links). Predictors
included discontinuation, 12 covariates (including COVID-
19 indications, surgeries, Charlson index comorbidities [less
cancer], combination therapy, inpatient and outpatient uti-
lization levels, demographics, and insurance type) and their
interaction terms. The economic valuation compares the
model predictions by discontinuation status.

RESULTS: A total of 4,312 patients in 2022 met sample cri-
teria, with 72.2% adherent. Predicted total medical costs
significantly increased for nonadherent patients compared
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with adherent patients ($73,663 per patient per year [PPPY],
P<0.0001). When considering the additional costs associ-
ated with pharmacy adherence, the predicted total medical
and pharmacy costs remained increased for nonadherent
patients by $19,193 PPPY (P<0.46). Compared with adherent
patients, odds of hospitalization were significantly higher
(odds ratio=2.22, P<0.0001) and LOS was significantly
longer for nonadherent patients (4 days, P<0.0001). When
considering the difference in hospital admissions rate and
LOS when admitted, the predicted inpatient medical spend
was higher for the nonadherent patients by $22,691 PPPY.
Details on all significant model covariates and outcomes as
well as economic valuation comparisons are presented in
the poster.

CONCLUSIONS: Being adherent to oral hematological
oncolytics can lead to lower medical costs, odds of hospital-
ization, and LOS, after controlling for many other influences
on these outcomes.

SPONSORSHIP: Walgreen Co.

C54Epidemiological burden of multiple
myeloma: A systematic literature review
Ailawadhi S', Hasegawa K2, Itani T?, Giordana M2,
Granados E?, Donelson S3, Chan R?, Kostic A3, Kanters S¢,
Zoratti M* Mateos M°; ken.hasegawal@gilead.com
Mayo Clinic Florida; *Kite, A Gilead Company;

3Arcellx, Inc.; “RainCity Analytics; *University Hospital
of Salamanca/IBSAL

BACKGROUND: Multiple myeloma (MM) is a malignant neo-
plasm of plasma cells with a historically poor prognosis and
high societal burden.

OBJECTIVE: To describe the epidemiological profile of
MM across an international landscape to contextualize its
societal impacts and the anticipated impact of emerging
treatments.

METHODS: Searches in Medline and Embase were conducted
(January 2012 to June 2023) for population-based studies of
MM incidence and prevalence from the United States, Aus-
tralia, Canada, the United Kingdom, Germany, Italy, Spain,
France, and Japan. Statistics from population-based regis-
tries (GLOBOCAN; US Surveillance, Epidemiology, and End
Results program) were also reviewed.

RESULTS: We included 59 accounts (56 unique studies)
from the 8,067 records identified during the search, cover-
ing statistics from 1974 to 2020. The United States had the
highest number of studies from one country (25 studies).
Based on country-level estimates, incidence varied in the lit-
erature from a low of 1.5/100,000 (Japan; 2002) to a high of
7.7/100,000 (Canada; 2013). Across geographies, within-study
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longitudinal data consistently pointed to incidence increas-
ing over time. In studies with available age-stratified data,
incidence increased markedly in individuals aged 65 years
and older. Prevalence was less well reported, although lon-
gitudinal and sex-stratified estimates pointed to increasing
rates over time and a larger proportion of male individuals
affected. Per GLOBOCAN statistics, 187,952 new cases were
diagnosed globally in 2022. Although the global age-stan-
dardized incidence rate (gASR) was 1.8/100,000, country
variation was observed with higher rates in Canada (gASR
5.3) and the United States (ZASR 4.8) compared with Japan
(gASR 1.5). Sex differences were consistently reported, with
higher rates in male individuals (gASR 2.1) than in female
individuals (gASR 1.5). Per US Surveillance, Epidemiology, and
End Results figures, the 2021 incidence was 7.7/100,000 with
a January 2021 prevalence of 179,063. Incidence was highest
among Black individuals (15.7/100,000 in 2021). A projected
35,780 new cases are expected in 2024 in the United States.
The 5-year relative survival rates increased from 35.6%
(2000) to 61.1% (2016), with a significant average absolute
change of 0.4% modeled for 2015-2020 in the United States.

CONCLUSIONS: Despite geographical heterogeneity, the
incidence of MM is increasing globally. Age (=65 years), sex
(male), and race (Black) were consistent risk factors across
data sources. As survival rates improve and the number of
cases rises worldwide, the MM-associated burden is antici-
pated to rise with a need for improved therapeutics to
mitigate this burden.

SPONSORSHIP: Kite Pharma/Arcellx

C5 Ibrutinib dosage form and product strength
optimization results in savings through a

managed care pharmacist clinical management tool

Friedlander N, Curtis K, Gleason P;

nicholas.friedlander@primetherapeutics.com

Prime Therapeutics

BACKGROUND: Oral cancer therapy costs have continued
to grow, underscoring the need for enhanced pharmacy
clinical management programs to encourage cost-effective
drug therapy. A drug therapy optimization savings opportu-
nity exists for ibrutinib owing to differential pricing for the
varying product strengths and dosage forms. Managed care
pharmacist (MCP) outreach can result in optimized ibruti-
nib product selection to reduce unnecessary expenditures.

OBJECTIVE: To encourage that the most cost-effective
per-milligram product formulation is used, we developed
dispensing optimization logic targeting ibrutinib high-cost-
per-milligram formulations and integrated this logic into
an MCP web application tool designed to facilitate MCP-to-
provider outreach.

METHODS: From the 14.5 million commercially insured
members enrolled in the MCP outreach program, during
September 2022 to April 2024, pharmacy claims review
occurred weekly to identify ibrutinib utilizers and their
most recently dispensed ibrutinib product. Cases involving
members using a non-cost-optimized ibrutinib strength/
dosage form were made available to MCPs through a web
application. Once current dose and product selection was
confirmed through claims history review, MCPs outreached
to prescribers involved in member care to propose a change
to the lowest-cost-per-milligram product. Case notes were
documented in the web tool. Total savings were calculated
based on the annualized cost of current therapeutic regi-
men vs annualized cost of adjusted regimen.

RESULTS: Seven hundred forty-three unique members with
at least 1 paid pharmacy claim for ibrutinib between Sep-
tember 2022 and April 2024 were identified. Across these
743 members, 94 (12.7%) were found to have non-cost-
optimized ibrutinib utilization and were reviewed by MCP.
Thirty-nine (41.5%) of 94 identified cases resulted in vali-
dated savings, generating a total of $4.07 million in payer
savings. Fourteen (14.9%) outreaches were performed with-
out success and 24 (25.5%) were determined to not be true
opportunities at the time of MCP review. An additional 8
(8.5%) cases are in progress with an estimated total savings
of $692,200. Nine (9.6%) had a change in eligibility between
the time of identification and MCP review.

CONCLUSIONS: Opportunities exist to encourage cost-
effective ibrutinib therapy optimization through an
MCP-to-provider outreach program. The program deliv-
ers ongoing pharmacy claims data surveillance and savings
opportunity notification to MCPs. This program resulted in
a 41% success rate in changing ibrutinib to a low-cost-per-
milligram dosage form/strength, saving $4.1 million.

SPONSORSHIP: Prime Therapeutics LLC
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C5 Comparative cost-per-responder analysis
of ciltacabtagene autoleucel and real-
world standard-of-care therapy in patients with
lenalidomide-refractory multiple myeloma
Hansen D!, Castaneda Puglianini O', Zhang E?, Usmani S3,
Sachdev R?, Perciavalle M*, Jagannath S° Lu X%, De Wiest D’
Huo S, Lee S8, Qureshi Z°% doris.hansen@moffitt.org
'H. Lee Moffitt Cancer Center and Research Institute;
2Evidera; *Memorial Sloan Kettering Cancer Center;
“Legend Biotech; *Icahn School of Medicine at Mount sinai;
6Johnson & Johnson; "Johnson and Johnson Innovative
Medicine; 8Johnson and Johnson; Johnson and Johnson
Innovative Medicine

BACKGROUND: In the CARTITUDE-4 (NCT04181827) trial,
ciltacabtagene autoleucel (cilta-cel) demonstrated improved
efficacy vs trial-based standard of care (SOC).

OBJECTIVE: To assess—using a cost-per-responder (CPR)
model—-the treatment value of cilta-cel vs real-world SOC
(RW-SOC).

METHODS: CPR analyses from a US mixed payer perspec-
tive were conducted comparing the direct medical cost
(2024 USD) per patient receiving cilta-cel vs RW-SOC,
based on US clinical practice (CancerMPact) and indirect
treatment comparisons (ITC) availability. RW-SOC com-
prised daratumumab+pomalidomide+dexamethasone
(25.1%), daratumumab+carfilzomib+dexamethasone (22.8%),
bortezomib+dexamethasone (15.4%), daratumumab+bortez
omib+dexamethasone (12.9%), carfilzomib+dexamethasone
(11.9%), pomalidomide+dexamethasone (5.4%), selinexor+
bortezomib+dexamethasone (4.8%), and elotuzumab+
pomalidomide+dexamethasone (1.8%). For cilta-cel, progression-
free survival (PFS), overall survival (OS), and complete
response (CR) were from CARTITUDE-4. A standard para-
metric approach extrapolated survival beyond the trial
period. For RW-SOC, clinical endpoints were derived via
ITC vs cilta-cel. Resource use, drug acquisition, administra-
tion, monitoring, adverse event management, subsequent
therapy, and terminal care costs were included. The base
case assumed 100% inpatient cilta-cel infusion with 76.7%
commercial and 23.3% Medicare payer mix over 3 years.
Outcomes included total cost per treated patient, total cost
per CR, and cost per month (CPM) in PFS.

RESULTS: Total cost per treated patient was estimated as
$760,313 for cilta-cel and $740,794 for RW-SOC. Treatment
acquisition and subsequent therapy were key cost driv-
ers during PFS and postprogression survival, respectively.
Total costs per CR and total CPM in PFS were estimated to
be lower for cilta-cel ($1,027,451 and $25,122) than RW-SOC
($4,636,587 and $37,255). Assuming 30% outpatient cilta-cel
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infusion led to lower cost per CR and CPM in PFS for cilta-
cel ($1,020,123 and $24,905). The CPM in PFS over 5 years
was favorable for cilta-cel vs RW-SOC (817,137 and $36,313).
Payer mix with 31% commercial and 69% Medicare resulted
in lower total costs per CR and total CPM in PFS for cilta-
cel ($986,402 and $24,188) than RW-SOC ($4,396,770 and
$35,074). As clinical inputs are based on multinational trials,
generalizability to the US setting may be limited.

CONCLUSIONS: The cost per CR and CPM in PFS for cilta-cel
were considerably lower than that for RW-SOC, demonstrat-
ing the substantial clinical and economic benefits cilta-cel
offers patients with relapsed/refractory multiple myeloma.

SPONSORSHIP: Janssen Scientific Affairs, LLC, Legend Bio-

tech USA Inc.

C5 Cost per median month of overall survival
comparison of elranatamab-bcmm and

teclistamab-cqyv in adult patients with relapsed or

refractory multiple myeloma

Shah B!, Sandin R?, Liu Y?, Hu Y?, Hughes D* Hart J*,

Hlavacek P*; bhavesh.shah@bmc.org

Boston Medical Center; *Pfizer AB; 3Cytel; “Pfizer Inc

BACKGROUND: Elranatamab-bcmm (ELRA) and teclistamab-
cqyv (TEC) are bispecific antibodies granted US Food and
Drug Administration accelerated approval for the treat-
ment of adult patients with relapsed or refractory multiple
myeloma (RRMM) based on high and durable response
rates. Clinical studies showed that median progression-
free survival (PFS) and overall survival (OS) were 17.2 and
24.6 months with ELRA and 11.3 and 21.9 months with TEC,
respectively.

OBJECTIVE: To compare the economic value of ELRA and
TEC in terms of costs per median month of OS.

METHODS: Inputs were based on the most recent clinical
data from MagnetisMM-3 (Cohort A) and MajesTec-1, US
prescribing information, US government databases, and
published literature. The comparison included primary drug
costs and administration, allowing for switching to biweekly
treatment as per label and literature. Costs of monitoring,
medical resource use, grade 3/4 adverse events, all-grade
cytokine release syndrome and immune effector cell-
associated neurotoxicity syndrome, and subsequent treat-
ment costs were also incorporated. Mean treatment
duration (TD) was estimated using exponential extrapola-
tion of the median TD from the clinical trials. Total primary
drug cost and total cost of care over a 2-year time period
was assessed. Costs per median month of OS for each treat-
ment were calculated by dividing primary drug costs and
total costs of treatment by the median OS from each trial,
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respectively. Additionally, a scenario analysis was con-
ducted with the assumption that both patients receiving
ELRA and those receiving TEC were switched to biweekly
dosing at week 25.

RESULTS: Primary drug acquisition costs ($332,835 vs
$474,234) and total costs of care ($396,944 vs $558,663)
were lower with ELRA vs TEC, explained by earlier switch
to biweekly dosing, shorter TD, lower relative dose inten-
sity, and lower hospitalization costs for step-up dosing. As a
result, primary drug costs per median month of OS ($13,530
vs $21,655) and total costs of care per median month of OS
(516,136 vs $25,510) were lower for ELRA compared with
TEC. In the scenario analysis, both total primary drug costs
per median month of OS ($13,530 vs $15,744) and total costs
of care per median month of OS ($16,136 vs $19,599) were
lower with ELRA compared with TEC.

CONCLUSIONS: This analysis suggests ELRA may offer a
lower cost of care per median month of OS compared with
TEC, including a scenario with earlier biweekly dosing with
TEC. However, the clinical effect of earlier dose switching
with TEC is unknown from MajesTec-1.

SPONSORSHIP: Pfizer
CS Health care resource utilization and costs
associated with adverse events among
commercially insured patients with chronic myeloid
leukemia treated with tyrosine kinase inhibitors
Jabbour E!, Jadhav K?, Yang H?, Song W*, Shi S*, Li H*,
McDermott C% Yang D?, Damon A?, Sadek I?, Ferreira G°,
Wei D% ejabbour@mdanderson.org
MD Anderson Cancer Center; 2Novartis Pharmaceuticals
Corporation; *Analysis Group, Inc.; “Analysis Group;
SNovartis Ireland Ltd; Novartis Pharma AG

BACKGROUND: Despite the therapeutic benefits of first-
generation (1G) and second-generation (2G) tyrosine kinase
inhibitors (TKIs), approximately one-fifth of patients dis-
continue these treatments because of adverse events (AEs),
potentially leading to increased health care resource utili-
zation (HCRU) and costs.

OBJECTIVE: To estimate HCRU and costs associated with
commonly observed AEs among patients with chronic
myeloid leukemia (CML) receiving 1G or 2G TKIs across all
lines of therapy.

METHODS: Patients with CML receiving 1G (imatinib) or 2G
TKIs (dasatinib, nilotinib, or bosutinib) between July 2016
and March 2023 were selected from the IQIVIA PharMet-
rics Plus database. Demographic and clinical characteristics
were assessed during the baseline period (6 months prior to
treatment initiation). AEs, HCRU, and total costs (including

medical and pharmacy costs) were examined for up to 6
months during the period when patients were receiving the
index treatment (either 1G or 2G TKIs) as any line of ther-
apy. Annualized incremental HCRU and costs comparing
patients with vs without each AE of interest were estimated
based on regression models adjusting for baseline charac-
teristics and index TKIs.

RESULTS: A total of 2,546 patients were included, with a
median age of 53.0 years (range: 18.0-86.0), and 43.8% were
female. Approximately one-third of the patients received
1G TKIs (34.6%) and two-thirds 2G TKIs (45.0% dasatinib,
14.8% nilotinib, and 5.6% bosutinib) as the index treatment.
More than 80% of the patients had mild (41.5%) or moder-
ate (40.5%) Darkow disease complexity index (absence of
severely complicating conditions) during the baseline period.
Common AEs of any grade (=5% prevalence) included abnor-
mal glucose (20.8%), fatigue (18.7%), nausea/vomiting (11.7%),
cardiac arrhythmias (11.3%), thrombocytopenia (11.1%),
headache (8.5%), peripheral edema (8.2%), diarrhea (7.8%),
coronary artery diseases (7.6%), rash (6.8%) and pleural
effusion (6.4%). Annualized total incremental costs signifi-
cantly associated with the above AEs ranged from $27,769
(diarrhea) to $91,526 (thrombocytopenia), which were mainly
driven by difference in annualized medical costs (526,587 for
diarrhea and $95,614 for thrombocytopenia). Significant dif-
ferences in the annualized number of inpatient admissions
between those with and without the above AEs ranged from
0.16 (fatigue) to 0.76 (pleural effusion).

CONCLUSIONS: Substantial HCRU and costs were observed
for AEs during treatment with 1G or 2G TKIs. The findings
highlight the need for appropriate management of AEs and
more tolerable treatment regimens to reduce the financial
and humanistic burden on patients with CML.

SPONSORSHIP: Novartis Pharmaceuticals Corporation

C59Impact of social risk factors on first-line
treatment patterns among Medicare
Advantage members with newly diagnosed
multiple myeloma

Daviano Al, Xu Y?, Suehs B?, Wojcicki S*, Harper J#,
Brunisholz K*; adaviano@humana.com

'Humana Healthcare Research, Inc.; 2Humana Healthcare
Research, Inc.; *Humana Inc.; “Johnson & Johnson

BACKGROUND: Despite first-line treatment (1L Tx) advances
in multiple myeloma, disparities in care continue to exist.
Assessing the impact of social risk factors on Tx patterns is
necessary to identify potential gaps in care and is aligned
with Centers for Medicare & Medicaid Services (CMS) health
equity priorities for reducing health disparities.
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OBJECTIVE: To describe 1L Tx patterns among Medicare
Advantage (MA) members with newly diagnosed multiple
myeloma (NDMM) and the impact of dual eligibility and low-
income subsidy (DE/LIS).

METHODS: This is a retrospective study using claims data
from Humana Inc., the second largest MA insurer in the
United States covering more than 8 million individuals. MA
members aged 65-89 years and with NDMM were identi-
fied between January 1, 2017, and February 28, 2023. 1L was
identified via a claims-based algorithm. Patient character-
istics and 1L Tx patterns (regimens, time to initiation [TTI],
duration of Tx [DOT]) were described. DE /LIS was used as a
proxy measure of social risk. The relationships between DE /
LIS status and race with Tx pattern variation were assessed.

RESULTS: A total of 4,483 members met the study criteria.
The mean age was 75.2 years; 49.9% were female; 24.1%
had DE/LIS; 37.5% were non-White race; and 72.8% had
at least 1 MM symptom (hypercalcemia, renal impairment,
anemia, and/or bone pain). Within 3 months of NDMM,
51.2% received 1L Tx; median TTI was 2.7 months. DE /LIS vs
non-DE /LIS members had a lower rate of treatment within
3 months (44.9%, C1=41.9%-47.9% vs 53.1%, CI=51.5%-54.8%)
and longer median TTI (6.6 months, CI=3.7-17.7 months
vs 2.2 months, CI1=1.9-2.6 months). DE/LIS status (hazard
ratio [HR] =0.80, CI=0.72-0.87) and Black race (HR=0.90,
CI=0.83-0.98, ref. White race) were associated with longer
TTI after controlling for potentially confounding factors.
A total of 2,523 (56.3%) members were treated within 12
months of NDMM; among them, 90.7% initiated Tx within
3 months, median TTI was 0.9 months, and median DOT
was 10.5 months. From 2017 to 2022, 1L triple+ therapy
increased from 59.0% to 76.8%, and there were no signifi-
cant differences in 1L Tx regimen or DOT by race or DE /LIS
status. Among these 2,523 individuals, Black race (HR=0.85,
CI=0.78-0.93, ref. White race) but not DE/LIS was asso-
ciated with longer TTI after controlling for confounding
factors.

CONCLUSIONS: A longer TTI was observed for DE /LIS ben-
eficiaries, indicating potential disparities. Among those
receiving treatment within 12 months, no differences in
1L Tx regimen, DOT, or TTI were observed. These results
may inform health policy decisions, quality improvement,
resource deployment, and initiatives to address health dis-
parities.

SPONSORSHIP: Johnson & Johnson
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C6 Adverse events and payer health care costs in
newly diagnosed older patients with chronic
myeloid leukemia: A real-world data analysis of the
Medicare Fee-for-Service population
Kota V!, Wei D?, Zhao Y3, Singh S?, Tomicki S?, Shao A?,
Shrestha S°, McDermott C5 Marquez G?, Palli S7, Yang D?,
Damon A?, Jadhav K? vkota@augusta.edu;
david-l.wei@novartis.com
"Wellstar MCGHealth; 2Novartis Pharmaceuticals
Corporation; 3Genesis Research Group; “‘Genesis Research;
5GRG; SNovartis Ireland Ltd; "Novartis Pharmaceuticals, Inc.

BACKGROUND: Tyrosine kinase inhibitors (TKIs) are stan-
dard therapy for patients with chronic myeloid leukemia
(CML). The recent treatment landscape evolved with the
approval of new TKIs. Despite the effectiveness of TKIs, lit-
tle is known about real-world tolerance and cost of adverse
events (AEs) in older patients with CML.

OBJECTIVE: To describe the prevalence of AEs and total
payer health care cost in older (aged >65 years) patients
with CML who received first-generation (1G) or second-
generation (2G) TKIs as their first TKI in a real-world setting.

METHODS: This is a retrospective analysis in senior patients
with CML who received their first TKI between January 1,
2017, and June 30, 2022, using the US Centers for Medicare
& Medicaid Services 100% Medicare Fee-for-Service data-
base. AE prevalences were described, and overall payer
health care costs (medical and pharmacy) were compared
among patients with and without AEs.

RESULTS: Overall, 1,846 patients with CML received 1 or more
TKIs. Patients who received 1G TKI (n=1,108) had a mean age
(SD) of 75.4 (7.9) years, 53.2% were male, and 24.9% resided
more than 25 miles from their prescribing provider. Of the 738
who received 2G TKI, the mean age (SD) was 73.6 (7.6) years,
55.6% were male, and 22.9% resided more than 25 miles from
their prescribing provider. During the mean (SD) time on
treatment of 18.5 (16.9) months for 1G TKI patients and 14.4
(14.9) months for 2G TKI patients, the most prevalent AEs
were fatigue (1G: 41.1%; 2G: 34.8%), pleural effusion (1G: 18.7%;
2G: 34.6%), peripheral edema (1G: 41.0%; 2G: 26.2%), nausea/
vomiting (1G: 26.8%; 2G: 20.5%), constipation (1G: 16.3%; 2G:
18.7%), diarrhea (1G: 26.8%,; 2G: 18.4%), and renal insufficiency
(1G: 21.6%; 2G: 17.8%). Total payer health care costs were higher
for patients with an AE vs those without, including for pleu-
ral effusion (unadjusted mean cost difference: 1G: $40,970; 2G:
$27,720), peripheral edema (1G: $20,183; 2G: $18,515), nausea/
vomiting (1G: $20,087; 2G: $7,192), constipation (1G: $19,143; 2G:
$24,030), diarrhea (1G: $9,978; 2G: $18,671), and renal insuf-
ficiency (1G: $54,726; 2G: $41,570). Patients with fatigue had
similar total payer health care costs to patients without.
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CONCLUSIONS: Across generations of TKIs, common AEs
were associated with higher payer cost burden, suggesting
a need for less toxic CML treatments and more effective AE
management in newly diagnosed senior patients with CML
receiving their first TKI.

SPONSORSHIP: Novartis Pharmaceuticals Corporation

C6 Treatment adherence and persistence among
patients with chronic lymphocytic leukemia/

small lymphocytic lymphoma receiving first-line Bruton

tyrosine kinase inhibitors

Majd Z, Cheng N, Manthena S, Franceschini E,

Bacchus S, Srivastava B; zahra.majd@abbvie.com
AbbVie, Inc.

BACKGROUND: Treatment for chronic lymphocytic leuke-
mia (CLL)/small lymphocytic lymphoma (SLL) has evolved
rapidly with approval of novel agents such as Bruton tyro-
sine kinase inhibitors (BTKis). Early adherence to ibrutinib
(ibr) and acalabrutinib (acala) was previously shown to be
similar; however, data related to treatment compliance to
other BTKis are limited.

OBJECTIVE: To report real-world adherence and persistence
to first-line (1L) ibr, acala, or zanubrutinib (zanu) in patients
with CLL/SLL.

METHODS: Adult patients with CLL/SLL initiating 1L (index
date) single-agent ibr, acala, or zanu were identified using
Optum’s deidentified Clinformatics Data Mart database
between November 21, 2018, and September 30, 2023. Base-
line characteristics were assessed during the 12 months of
continuous eligibility (baseline period) prior to the index
date. Adherence to 1L therapy was defined as a greater-
than-or-equal-to 80% proportion of days covered (PDC) for
the index treatment at 1, 2, and 3 months post-index date
until initiation of second-line treatment, death, or end of
continuous enrollment or data. Persistence was defined as
no treatment gap of more than 30 days. The proportion of
patients adherent and persistent to ibr, acala, or zanu were
compared using logistic regression models controlling for
age, sex, 1L regimen, Charlson Comorbidity Index (CCI),
total all-cause health care costs (patient- + payer-paid), and
baseline atrial fibrillation.

RESULTS: A total of 1,951 patients initiated 1L treatment
(ibr: 955 patients; acala: 865 patients; zanu: 131 patients).
In the ibr, acala, and zanu cohorts, 56%, 61%, and 60% of
patients, respectively, were men; median age was 75 years,
and median CCI score was 3 in all 3 cohorts. Median time
of follow-up was 23.3 months (ibr), 14.6 months (acala), and
4.7 months (zanu). In patients who had at least 3 months of
follow-up, mean PDC (1 month, 0.97, 0.98, 0.98; 2 months,

0.91, 0.89, 0.86; 3 months, 0.89, 0.87, 0.84, respectively),
adherence (1 month, 99.9%, 99.8%, 100%; 2 months, 85.3%,
81.3%, 78.4%; 3 months, 82.6%, 77.9%, 72.8%), and persis-
tence rates (1 month, 90.1%, 87.9%, 84.7%; 2 months, 84.7%,
81.4%, 80.6%; 3 months, 77.7%, 76.3%, 77.6%) varied across the
3 BTKis. In an adjusted logistic regression model, patients
who received acala or zanu were less likely to be adherent at
3 months than those who received ibr (odds ratio [95% CI]=
0.76 [0.59-0.98] and 0.60 [0.36-0.99], respectively).

CONCLUSIONS: This real-world study provides insights into
adherence and persistence in patients with CLL/SLL initi-
ated on 1L single-agent BTKis. This study did not observe
better treatment compliance with acala or zanu in compari-
son with ibr.

SPONSORSHIP: Pharmacyclics LLC, an AbbVie company
C6 Treatment of newly diagnosed Philadelphia
chromosome-positive acute lymphoblastic
leukemia with tyrosine kinase inhibitors in combination
with chemotherapy: A patient-centered treatment
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BACKGROUND: Prognosis for adults with Philadelphia chro-
mosome-positive acute lymphoblastic leukemia (Ph+ ALL)
has improved with tyrosine kinase inhibitors (TKIs) and
chemotherapy. However, treatment involving TKIs was
not US Food and Drug Administration (FDA) approved for
frontline use until recently. In March 2024, the FDA granted
accelerated approval to ponatinib in combination with che-
motherapy for adults with newly diagnosed Ph+ ALL based
on the PhALLCON study, the first phase 3 head-to-head
trial of TKIs in this population. Understanding patients’
preferences and trade-offs is important because of the var-
ied benefit-risk profiles of TKIs.

OBJECTIVE: To evaluate preferences of patients with Ph+
ALL for frontline treatment and to quantify the impact of
additional overall survival (OS) and duration of response
(DOR) on patients’ expected treatment choice.

METHODS: Two hundred one US adults (aged =18 years) with
self-reported Ph+ ALL completed an online discrete choice
experiment (DCE) between February and April 2020. Patients
chose their preferred treatment option between 2 hypothet-
ical profiles with varied levels of benefits and risk attributes,
namely, OS (30-90 months), DOR (15-75 months), and risks
of a major cardiovascular (CV) event risk (0%, 25%, 50%)
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and myelosuppression (0%, 50%, 100%). A multinomial logit
model was used to analyze preferences. A patient-centered
treatment comparison was conducted using preferences
elicited in the DCE and interim data from PhALLCON (pona-
tinib: 1.84% major CV event risk, 40.5% myelosuppression
risk, DOR immature, OS immature; imatinib: 1.2% major CV
event risk, 54.3% myelosuppression risk, DOR 22.32 months,
OS immature). Given immature efficacy data, bivariate sen-
sitivity analyses were conducted to assess the impact of DOR
and OS on expected treatment choice.

RESULTS: Mean age was 44.8 +12.9 years. Patients prioritized
increasing OS and DOR, placing less weight on reducing
the risks of major CV events and myelosuppression. The
patient-centered treatment comparison found ponatinib to
be a significantly preferred TKI profile, relative to imatinib,
for patients with Ph+ ALL on average, even in a scenario of
equivalent DOR and OS (52.92% [95% CI=52.47-53.38] prob-
ability of being selected). This is due to the 13.8% lower risk
of myelosuppression with ponatinib, which outweighs the
0.64% higher risk of a major CV event from the patient per-
spective. For scenarios where ponatinib offers higher DOR
and/or OS, the likelihood of ponatinib being the preferred
option increases. For example, if ponatinib offered 15 months
longer OS and 10 months longer DOR, there is a 68.27% (95%
CI=64.60-71.94) probability of ponatinib being selected.

CONCLUSIONS: Based on elicited preferences in a DCE
and interim results from the PhALLCON study, a patient-
centered treatment comparison finds ponatinib to be a
significantly preferred TKI, relative to imatinib, for adults
with Ph+ ALL.

SPONSORSHIP: Takeda Development Center Americas, Inc.

D Health care resource use in the United States for
iron deficiency anemia among patients treated

with intravenous iron replacement therapy
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BACKGROUND: For patients with chronic diseases such as
cancer, heart failure (HF), or chronic kidney disease (CKD),
intravenous (IV) iron replacement therapy is often required
for treatment of iron deficiency anemia (IDA). However,
there are limited real-world data on treatment patterns
associated with IV iron treatment.

OBJECTIVE: To assess resource use in patients with cancer,
HF, or CKD treated with ferric carboxymaltose (FCM) or
treated with low-dose IV iron (LDI) therapy.

METHODS: We studied commercial and Medicare Advantage
patients from the Optum Research Database, a US adminis-
trative claims database. Patients were included if they had
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cancer, HF, or CKD, and an IDA diagnosis; index date was
first treatment with IV iron therapy (2017-2019). Continuous
enrollment was required for 6 months pre- and 12 months
post-index (<12 months retained if due to death). Treatment
cohorts were FCM and LDI (iron sucrose, iron dextran, or
sodium ferric gluconate complex in sucrose). Health care
utilization assessed included blood transfusions and IDA-
related health care visits.

RESULTS: Patients with cancer (n=10,763) included 5,892
FCM and 4,871 LDI patients. Pre-index, 21% of FCM and
25% of LDI received blood transfusions (P<0.001). Over
follow-up, 22% of FCM and 32% of LDI received blood
transfusions (P<0.001). The mean (SD) number of trans-
fusions for FCM was 15 (23) vs 19 (26) for LDI (P<0.001).
IDA-related hospitalizations occurred among 22% of FCM
vs 31% of LDI (P<0.001). Patients with CKD (n=10,617)
included 4,377 FCM and 6,240 LDI patients. Pre-index,
21% of FCM and 23% of LDI received blood transfusions
(P=0.005). Over follow-up, 23% of FCM and 32% of LDI
received blood transfusions (P<0.001). The mean (SD)
number of transfusions for FCM was 19 (29) vs 21(32) for LDI
(P<0.05). IDA-related hospitalizations occurred among
28% of FCM vs 40% of LDI patients (P<0.001). Patients
with HF (n=8,337) included 3,364 FCM and 4,973 LDI
patients. Pre-index, 27% of FCM and 29% of LDI received
blood transfusions (P =0.039). Over follow-up, 27% of FCM
and 37% of LDI received blood transfusions (P<0.001). The
mean (SD) number of transfusions for FCM was 20 (30) vs
22 (32) for LDI (NS). IDA-related hospitalizations occurred
among 28% of FCM vs 40% of LDI patients (P<0.001).

CONCLUSIONS: Patients with cancer, CKD, or HF treated
with FCM had lower use of blood transfusions and IDA-
related hospitalization after starting therapy compared
with patients treated with LDI, suggesting FCM’s impact on
real-world health care utilization.

SPONSORSHIP: Daiichi Sankyo, Inc.
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BACKGROUND: Paroxysmal nocturnal hemoglobinuria
(PNH) is a rare, acquired hematopoietic stem cell disorder
characterized by abnormal complement-mediated hemo-
lysis, resulting in low hemoglobin (Hb) and high lactate
dehydrogenase (LDH) levels, as well as symptoms including
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fatigue, dyspnea, and pain. Various measures are used to
assess treatment effectiveness in PNH.

OBJECTIVE: To systematically collect and summarize out-
comes reported in clinical trials of patients with PNH.

METHODS: Systematic searches for English-language
articles in Medline, Embase, and Cochrane libraries were
initially conducted in January 2022 and then updated in
April 2024 with no date restriction, supplemented by a
manual search of recent major conferences. Studies were
screened for relevance by 2 researchers independently, with
disagreements adjudicated by a third reviewer. Studies were
screened at 2 levels (title/abstract and full text) using the
same prespecified Population, Intervention, Comparison,
Outcomes, and Study criteria. This systematic literature
review is registered with PROSPERO (CRD42022314640).

RESULTS: Overall, 2,119 unique publications were identi-
fied, among which 96 publications describing results from
26 clinical trials were relevant to this analysis. Both previ-
ously treated and treatment-naive patients with PNH were
represented. Fourteen clinical trials evaluated US Food
and Drug Administration-approved treatments for PNH
(iptacopan, danicopan, pegcetacoplan, ravulizumab, ecu-
lizumab). Remaining trials assessed investigational agents
or biosimilars. The majority (62%) of trials were phase 3,
and the average sample size was 79 patients (range: 6-246).
All trials were open-label except TRIUMPH (eculizumab vs
placebo), ALPHA (danicopan vs placebo as add-on therapy),
and 2 equivalence studies. Thirteen trials were randomized.
Primary endpoints were heterogeneous, as were methods
of reporting outcomes. Eleven trials had primary endpoints
related to LDH levels, whereas 9 related to Hb levels. During
study follow-up, mean LDH levels ranged from 150.4 to 2,419
U/L, and mean Hb levels ranged from 7.6 to 12.8 g /dL. Other
methods of reporting outcomes included median laboratory
values, ratios relative to the upper limit of normal, changes
from baseline, and proportions of patients achieving a set
threshold. Patient-reported outcomes were pu