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1183eyond rule-based risk stratification:
Redefining risk for better care coordination in

managed care through artificial intelligence

Toshi Chintala, BSc Computer Science, Jr Data Scientist,
Datalink Software,15420 Livingston Ave, Lutz, Florida,
33559; toshi.chintala@datalinksoftware.com

BACKGROUND: Proactively identifying evolving risk and
high-risk members is essential to improving outcomes
and costs in managed care. Traditional rule-based models,
built on static thresholds, often miss the full complexity of
member health profiles. In contrast, Artificial Intelligence
(Al) offers a dynamic, data-driven approach that captures
evolving risk patterns across multiple variables with greater
predictive accuracy.

OBJECTIVE: To evaluate how an Al algorithm outperforms
traditional rule-based approaches in member risk strati-
fication and how variables such as comorbidities, SDoH,
demographics, lifestyle, utilization patterns, HEDIS care
gaps, and lab results improve precision and granularity of
risk differentiation.

METHODS: We conducted a retrospective analysis using
de-identified medical, pharmacy claims, and clinical data
from a large payer population. Natural Language Process-
ing (NLP) was applied to longitudinal health data — including
comorbidities, medications, HEDIS measures, and SDoH
— to create unique health risk profiles. This captured the
evolving, nonlinear nature of individual risk over time. Pro-
files were fused with structured data like lab results and
utilization, then regressed against real-world cost metrics.
This integrated approach enabled dynamic, personalized
risk scoring and cohesive stratification into actionable risk
categories.

RESULTS: To benchmark our in-house AI model, we com-
pared its performance against the CMS-HCC risk adjustment
model using the same member population. Risk strata—high,
medium, and low—were derived based on predicted risk
scores from both models. The Al model produced distinct
strata with average per-member costs of $31,078 (high-risk),
$2,680 (medium-risk), and $439 (low-risk), versus $22,219,
$4,525, and $1,953 under CMS-HCC, showing Al better seg-
regates members. Strata quality was quantified using the
Davies-Bouldin Index (DBI), where lower values indicate

JMCP.org | October 2025 | Vol. 31, No.10-d

better-defined strata. Across all risk tiers, the Al model
outperformed the rule-based approach (DBI for high:
Al = 0.47 vs. HCC = 0.55; medium: Al = 0.55 vs. HCC = 0.58;
low: Al = 0.52 vs. HCC = 0.61), indicating more compact and
well-separated member groupings by Al.

CONCLUSIONS: Al significantly improves member risk strat-
ification over traditional models by recognizing complex
variable interactions and dynamic risk signals. Incorporat-
ing Al-driven stratification into managed care workflows can
enhance early intervention strategies, optimize resource
allocation, and advance value-based care.

SPONSORSHIP: Datalink Software LLC

1 5 Trends in real-world persistence to weight
loss glucagon-like peptide-1 receptor agonists

from 2021 to 2024 among commercially insured adults

without diabetes

Landon Marshall, PharmD, PhD, Health Outcomes

Researcher, Principal, Prime Therapeutics, LLC,

2900 Ames Crossing Road, Eagan, Minnesota, 55121;

landon.marshall@primetherapeutics.com

BACKGROUND: Despite substantial weight loss with gluca-
gon-like receptor agonist (GLP-1), real-world persistence
remains a challenge. Since 2021, GLP-1 shortages and
changes in product availability have complicated access
and persistence. This study examines the weight-loss GLP-1
products semaglutide (Wegovy) and tirzepatide (Zepbound)
treatment persistence at one year, stratified by year of ini-
tiation.

OBJECTIVE: To evaluate one-year semaglutide (Wegovy) and
tirzepatide (Zepbound) treatment persistence among com-
mercially insured members without diabetes, by year of
initiation.

METHODS: Prime Therapeutics’ integrated pharmacy and
medical claims data from an average monthly membership
of 16.5 million commercially insured individuals were used
to identify members without diabetes who newly initiated
weight-loss GLP-1 treatment between January 1, 2021, and
March 31, 2024 (index date period). Study inclusion was lim-
ited to members with continuous enrollment, defined as
having no more than a total of 15 days of enrollment gaps in
each 365-day study period, and no GLP-1 drug claim in the
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365 days prior to index. Members were excluded if they had
a pre-period medical claim indicating a diabetes diagnosis
or diabetes drug claim and less than 19 years of age at index.
Persistence was measured as no >60-day gap between the
end of a claim's days’ supply and the subsequent claim fill
date in the 365-day period following index. GLP-1 product
switching was allowed.

RESULTS: Among the 43,427 members without diabetes
newly initiating a GLP-1, 23,025 (53.0%) met full study cri-
teria. The mean age was 46.3 years, and 76.7% were female.
Across the index years, weight-loss GLP-1 persistence
across all products increased from 33.2% in 2021 to 62.6% in
2024. Semaglutide one-year persistence rates from 2021 to
2024 were 33.2%, 34.1%, 40.0%, and 62.7%. For tirzepatide,
one-year persistence rates in 2023 and 2024 (the only years
the product was available) were 64.0% and 62.2%.

CONCLUSIONS: This real-world analysis of weight loss GLP-1
products among individuals without diabetes found one-
year treatment persistence has nearly doubled from 33.2%
in 2021 to over 60% in 2024. Weight loss GLP-1 shortages
resolved in 2023 and likely explain the improved persis-
tence. Other potential explanations include improved GLP-1
dose escalation and side effect management, as well as life-
style management programs. Additional research is needed
to understand reasons for treatment discontinuation and
the long-term cost-effectiveness of these products.

SPONSORSHIP: Prime Therapeutics, LLC

31 Cost-inefficiency of high-dose opioids therapy
in disease-free cancer survivors: A real-world,

US payer-perspective decision-tree analysis

Albert Truong, PharmD, PhD Student, Virginia

Commonwealth University, 2525 E Main St, Richmond,

Virginia, 23223; truongam3@vcu.edu

BACKGROUND: Advances in cancer diagnosis and treatment
options have improved survival, which has resulted in a
growing population of cancer survivors. During treatment,
patients are exposed to opioids, a cornerstone of cancer
pain management. Prior research showed that many survi-
vors continue opioid therapy at progressively higher doses
years after the conclusion of treatment. Prolonged expo-
sure to high-dose opioids has been associated with negative
health outcomes, including increased risk of opioid use dis-
order (OUD), adverse events, and increased mortality, and
may lead to increased utilization of health care resources.
Studies examining the economic inefficiency of increased
opioid exposure in cancer survivors are, to our knowledge,
non-existent.

OBJECTIVE: To evaluate the cost-inefficiency of long-term
escalating high-dose opioids compared to rapid low-dose
discontinuation of opioids among disease-free cancer sur-
vivors in the United States.

METHODS: A decision-tree model with a two-year time
horizon was developed from the US health care payer per-
spective. Longitudinal opioid exposure data were obtained
from a retrospective observational study of 610 disease-free
survivors treated at VCU Massey Comprehensive Cancer
Center. Model inputs regarding OUD, mortality, and costs
were obtained from published peer-reviewed literature and
public data. Utility values for the health states considered
in the model were obtained from scientific literature and
used to estimate quality-adjusted life-years (QALYs). Uncer-
tainty of the model was assessed with a one-way sensitivity
analysis.

RESULTS: The base-case results show that continued esca-
lating high-dose opioid exposure resulted in higher costs
($41,072 vs $34,223) and fewer QALYs (1.143 vs 1.287) com-
pared to rapid low-dose opioid discontinuation. Therefore,
rapid discontinuation exhibited dominance in the analysis
(ICER: -$47,785/QALY). The sensitivity analysis identified
the utility value for survivors with OUD, mortality risk in
survivors with OUD, and combined survivorship/OUD-
related costs as primary drivers of uncertainty in this model.
However, in almost all scenarios of the sensitivity analysis,
rapid opioid discontinuation remained dominant.

CONCLUSIONS: High-dose therapy in disease-free cancer
survivors is significantly cost-inefficient. High-dose ther-
apy is associated with worse health outcomes and greater
health care costs relative to low-dose therapy. Absent
explicit clinical guidelines for tapering, opioid stewardship
strategies for dose minimization in long-term survivorship
care are critical for avoiding negative outcomes and pre-
venting added costs.

SPONSORSHIP: None

3 8 6Do claims data support use of CPT category ll codes
for real-world evidence clinical outcomes?

Jordan Pritzker, MD, MBA, Medical Director, CVS Health

Aetna, Hartford, Connecticut, 06156 pritzkerj@aetna.com

BACKGROUND: Medical claims data include details on enroll-
ment, procedures performed, diagnoses, and pharmacy
dispenses; however, they typically lack detailed outcome
measurements found in laboratory results. CPT Category II
codes (Cat II) are a supplemental extension of the AMA’s Cur-
rent Procedural Terminology (CPT) that were intended to
facilitate quality of care documentation without labor-inten-
sive manual review of the medical record. Cat II topics range
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from patient management and history to documenting labo-
ratory result values. The suitability of Cat II for real-world
evidence (RWE) research has been raised, but use of the
optional coding was initially very low. However, in the past 5
years payors have implemented Cat II incentives while pro-
vider thought leaders (such as the AAP and AMA) recommend
adopting Cat II codes for quality improvement purposes.

OBJECTIVE: The goal of this study is to quantify the con-
cordance between laboratory results and claims-reported
Cat II codes for two commonly performed laboratory tests:
HbAlc and LDL cholesterol.

METHODS: This analysis examined closed claims and corre-
sponding laboratory results representing 1.2 million insured
members with available labs between January 2021 and
December 2024. Concordance was defined as the occur-
rence of a corresponding Cat II code in claims within a
12-month window following laboratory test results.

RESULTS: In the diabetes cohort, 997,459 members had
1,950,297 HbAlc tests during the study period. In the cho-
lesterol cohort, 1,048,005 members had 2,249,844 LDL tests

JMCP.org | October 2025 | Vol. 31, No.10-d
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during the study period. On average, 8.0% of the HbAIC
tests and 1.5% of the LDL tests had corresponding Cat II
codes. CPT I codes were reported more frequently in Medi-
care Advantage compared to Commercial Insurance (HbAlc:
85.9v 55.8, LDL: 16.1 v 12.8 per 1,000).

CONCLUSIONS: The US FDA issued guidance for industry
on the use of RWE to support regulatory decision-making
for drug and biologic therapies, including underscoring
the importance of assessing data reliably in RWE—specifi-
cally, whether CPT II codes are valid proxy for lab values
and if claims data without lab integration is suitable for
quality reporting or research. The average annual LDL Cat
I code for the reporting period examined appears to have
increased since it was last reported by Russo and Williams
(15.6 per 1,000 v 11.1 per 1,000). Given the growing emphasis
on clinical quality and the role they play in value-based-con-
tracting, Cat II codes are likely to remain high in relevance.
The potential value of using Cat II codes for RWE clinical
outcomes remains worthy of continued examination.

SPONSORSHIP: CVS Health
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Analgesics/Pain

Characteristics of new methadone use among older
adults
Sutherland A!, Suehs B!, Dobbins J?, Swankoski K,
Sylwestrzak G', Yackle T% ASutherland4@humana.com;
jdobbins@humana.com
"Humana Healthcare Research; ‘Humana Healthcare
Research, Office of the Chief Medical Officer; *CenterWell
Senior Primary Care

BACKGROUND: Methadone is an FDA-approved medication
that, when taken as prescribed, can be a safe and effective
method to treat opioid use disorder and pain. It is impor-
tant for prescribers to be aware of current research and
account for known risks, like overdose, falls, cognitive and
psychomotor impairments, and drug interactions, when
prescribing methadone to those aged 65 years and older.
However, there is a paucity of recent research that describes
the characteristics of methadone use among older adults.

OBJECTIVE: To describe demographic and clinical charac-
teristics of new methadone users aged 65 years and older.

METHODS: This retrospective cohort analysis used pharmacy
and medical claims data from the Humana Healthcare Research
database to identify new users of methadone between
1/1/2022 and 12 /31/2024. The cohort included members con-
tinuously enrolled in a Medicare Advantage prescription drug
(MAPD) plan 12-months prior (baseline) to the first methadone
claim during the study period (index), without a methadone
prescription during baseline. Demographic characteristics
(age, sex, race, population density, eligibility for Medicaid or
Part D, low-income subsidy, original reason for Medicare) and
prescribing provider were measured at index. Clinical charac-
teristics (health risk estimates, comorbidities, medication use)
were measured during baseline. Hospice use and mortality
were measured in the 90 days post index.

RESULTS: We examined 3,321 MAPD members newly initi-
ated on methadone. Average age was 65.9 years. Half were
female (49.7%), 80.3% were White, 76.2% resided in a non-
rural area, 50.5% were dually eligible for Medicaid or Part
D low-income subsidy, and 68.1% were initially eligible for
Medicare through disability. Mean (SD) Elixhauser condi-
tion count was 5.5 (3.3) and Rx-Risk score was 8.1 (3.4). Most
patients (84.5%) were on opioid treatment prior to initiating

methadone. Common prescribing specialties were primary
care (34.8%), pain management (30.1%), and hospice/pal-
liative care (16.2%). Baseline cancer diagnosis was observed
in 39.3% of patients; drug abuse diagnosis (26.1%) was also
common. Within 90 days of their first methadone prescrip-
tion, 12.0% used hospice care, and 19.9% were deceased.

CONCLUSIONS: Methadone use was generally rare in this
MAPD population. Patients initiated on methadone reflect a
complex presentation that often included social risk factors,
history of disability, cancer diagnosis, and/or history of
substance abuse. Further research should examine factors
and health outcomes associated with methadone initiation
in the primary care setting.

SPONSORSHIP: CWSPC, HHR

Clinical and health economic outcomes with and
without liposomal bupivacaine in Medicare-insured
patients undergoing outpatient shoulder arthroplasty
Abboud J', Murthi A2, Wang K3, Priyanka P3, Lin J?,
Wong G*, Garrigues G°; abboudj@gmail.com;
Gabriel. Wong@pacira.com
'Rothman Orthopaedic Institute; 2MedStar Union Memorial
Hospital; *Pacira BioSciences, Inc.; *Pacira BioSciences, Inc;
SMidwest Orthopaedics at Rush, Rush University
Medical Center

BACKGROUND: Total shoulder arthroplasty (TSA; anatomic
and reverse) procedures have been progressively migrating
away from inpatient settings toward hospital outpatient and
ambulatory surgery venues, where effective perioperative
pain management prior to discharge is critical. The NOPAIN
Act has expanded reimbursement for qualifying nonopioid
therapies, such as liposomal bupivacaine (LB), when used
for Medicare-insured patients undergoing outpatient pro-
cedures. However, data regarding LB use for outpatient TSA
in Medicare-insured patients are limited.

OBJECTIVE: To evaluate the impact of LB on opioid use and
health care utilization for up to 12 months following TSA.

METHODS: Data on patients undergoing primary TSA with or
without LB in hospital outpatient department settings from
2019 to 2021 were sourced from the 20% CMS-Medicare
database (Parts A, B, and D). Cohorts were generated with
1:1 propensity score matching (PSM) between LB and non-LB
groups. Opioid outcomes were evaluated in the pharmacy
cohort (Part D) by chi-square test. Health care costs were
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evaluated using Wald tests via generalized linear mixed-
effect regression for TSA and via zero-inflated Poisson
regression for follow-up total medical and pharmacy costs.

RESULTS: Overall, 4100 patients were included in the analy-
sis (LB, n=2050; non-LB, n=2050); patient characteristics
were similar between groups after PSM (median age, 74
years; female, 55.4%; White, 92.9%; osteoarthritis, 94.4%).
In the pharmacy cohort (n=3165), ~5% fewer patients in the
LB group filled opioid prescriptions during the first week
after TSA compared with the non-LB group (P < 0.01). This
difference was primarily driven by significantly lower opioid
use in opioid-experienced patients in the LB versus non-LB
groups (P=0.007). Overall, relatively lower follow-up emer-
gency department visits were observed in the LB group
versus the non-LB group. These differences contributed to
total cost savings after discharge of >$300 for LB compared
with the non-LB group at months 3, 6, and 12. These cost
savings offset the higher initial pharmacy costs of LB and
contributed to an estimated ~$100 cost savings with LB over
the 12-month follow-up period.

CONCLUSIONS: Medicare-insured patients receiving LB for
outpatient TSA experienced lower opioid use 1 week follow-
ing surgery and had lower all-cause total health care costs
over 1 year of follow-up compared with patients without LB,
which may have been driven by more effective periopera-
tive pain management. These data support the use of LB for
outpatient TSA.

SPONSORSHIP: Pacira BioSciences, Inc.

Impact of liposomal bupivacaine on health care
resource utilization and costs in patients undergoing
total knee arthroplasty in real-world ambulatory
surgical centers
Mont M!, Lin J?, Wong G®, DiGiorgi M3, Huo T, Pizzicato L%
rhondamont@aol.com; Gabriel. Wong@pacira.com
ISinai Hospital of Baltimore; ?Pacira BioSciences, Inc.;
3Pacira BioSciences, Inc; *IQVIA

BACKGROUND: Total knee arthroplasty (TKA) is increasingly
performed in outpatient ambulatory surgical centers (ASCs),
with an estimated half of all joint replacements to be outpa-
tient by 2026. Optimized perioperative pain management
for outpatient TKA is critical to facilitate shorter length of
stay and lower opioid consumption. Further, poorly man-
aged acute pain can increase the risk of chronic pain, which
may result in downstream health care resource utilization
(HRU) and higher overall costs. Liposomal bupivacaine (LB)
is a nonopioid option that can be used to prolong postop-
erative analgesia after TKA.
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OBJECTIVE: To evaluate the real-world impact of postopera-
tive analgesia with LB on HRU, costs, and opioid prescription
refill following TKA in ASCs.

METHODS: Adults undergoing a TKA procedure between
January 2019 and November 2022 at an outpatient ASC with
moderate-to-high volume of LB use were retrospectively
identified from IQVIA’'s New Data Warehouse. Patients were
divided into 2 cohorts based on LB use on the date of TKA,;
1:1 propensity score matching (PSM) was used to create bal-
anced cohorts. All-cause and pain-related HRU and costs
as well as opioid use were evaluated at 30, 90, and 360 days
after surgery.

RESULTS: After PSM, each cohort included 2307 patients.
Total all-cause costs were lower for patients with LB than
without LB over 30, 90, and 360 days after surgery by $247,
$438, and $1368, respectively (all P<0.01). Patients with LB
also demonstrated significantly lower pain-related costs
than those without LB across all follow-up periods (all
P<0.05). Patients with LB had lower HRU, with fewer
all-cause physical and occupational therapy (PT/OT) visits
than patients without LB at all follow-up periods (30 days:
3.0 vs 3.5; 90 days: 7.1 vs 8.1; 360 days: 10.1 vs 11.6; all P<0.01),
with similar trends observed for pain-related PT/OT visits
(all P<0.01). There were fewer opioid-treated days on aver-
age over 360 days after surgery for patients with LB than
without LB (30.4 vs 35.2 days; P<0.05).

CONCLUSIONS: Use of LB for outpatient TKA was associ-
ated with lower all-cause and pain-specific health care
costs, largely attributable to lower outpatient expenditure
(eg, PT/OT visits) over 1 year of postsurgical follow-up.
These results have important implications for enhance-
ments to postsurgical analgesia pathways and reducing
health care utilization and costs in patients undergoing TKA
in outpatient care settings.

SPONSORSHIP: Pacira BioSciences, Inc.
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1 Patient perspectives on employer-based health
insurance: Experiences of employees with

chronic diseases

Doherty B!, Neumann U!, Genin R!, Falope O? Peters W?,

bdohertl@its.jnj.com

Johnson & Johnson Innovative Medicine; 2Johnson & Johnson;

SEvidera

BACKGROUND: Discussions around insurance design pol-
icy, including employer-based coverage, usually center
around “average” or healthy patients with acute conditions.
However, people with chronic diseases are often more
vulnerable to the burdens of cost exposure, access, and
affordability. Without understanding the unique challenges
employees with chronic disease face with health insurance,
employers may be unknowingly missing or misunderstand-
ing employee experiences.

OBJECTIVE: To explore overall chronic disease patient expe-
rience with employer-based insurance coverage, including
how it does or does not accommodate chronic disease needs.

METHODS: Qualitative analysis of five virtual 120-minute
focus group sessions (September 2024) with 27 participants
(US residents with chronic disease and employer health
insurance) recruited from Johnson & Johnson Innovative
Medicine’s Patient Engagement Research Councils (PERC),
a diverse group of disease-aware participants living with
chronic health conditions who provide their insights and
feedback around specific, structured series of research
activities. Key themes were identified from focus group
transcripts and direct observations (Data managed by
MAXQDA software).

RESULTS: Participants report that employer-based insur-
ance often fails to meet the needs of patients with complex
chronic conditions and is most often designed for healthy
employees to cover occasional costs. There is a lack of
communication and support from employers, especially
around enrollment. Participants also describe the impact
of insurance challenges on patient-employer relation-
ships, including concerns around discrimination and feeling
“tethered” to employment, and suggest improvements such
as better awareness of chronic diseases, improved commu-
nication, and transparency around costs.

CONCLUSIONS: Employees with chronic diseases have
unique needs, experiences, and outcomes regarding
health insurance. Employers should focus more specifi-
cally on the chronic-disease employee population to learn
more about their experiences and consider more targeted

communications and engagement strategies to ensure
health insurance and supporting communication meets the
needs of these employees.

SPONSORSHIP: Johnson & Johnson Innovative Medicine

1 3Implications of Wegovy utilization in the New
York State Medicaid Program

Reilly I', Catanzaro L!, Coe H?, Gibson W?, Rogler B

irenehon@buffalo.edu

'University at Buffalo School of Pharmacy and

Pharmaceutical Sciences; 2University at Buffalo;

3State University of New York at Buffalo

BACKGROUND: Wegovy is a semaglutide product approved
by the Food and Drug Administration (FDA) in 2021 for
weight loss and management in patients with obesity or
overweight with >1 weight-related condition. In March
2024, the FDA approved Wegovy for reduction in the risk
of major adverse cardiovascular (CV) events in patients
with obesity and overweight and established CV disease.
A review of Wegovy was presented to the New York State
(NYS) Medicaid Drug Utilization Review Board (DURB) in
October 2024 to implement coverage criteria aligned with
the supplemental indication; coverage for weight loss alone
is prohibited per NYS Code, Rules and Regulations.

OBJECTIVE: To evaluate the potential impact to NYS
Medicaid of adding Wegovy to the Medicaid List of
Reimbursable Drugs.

METHODS: Retrospective analyses of pharmacy and medi-
cal claims were conducted for state fiscal year (SFY) 2024.
Diagnoses were identified through International Clas-
sification of Diseases, Tenth Revision codes and included
overweight (body mass index [BMI] 25 to <30 kg/m?), obe-
sity (BMI 230 kg/m?), type 2 diabetes mellitus (T2DM), and
CV conditions. Utilization of CV drugs was identified from
pharmacy claims and included drugs reported in the Sema-
glutide Effects on Cardiovascular Outcomes in People with
Overweight or Obesity (SELECT) trial. The analysis popu-
lation was defined as members with overweight or obesity
and CV disease, without a diagnosis of T2DM; members with
T2DM were excluded due to qualification for the semaglu-
tide product Ozempic.

RESULTS: A total of 7.7 million members were enrolled
in NYS Medicaid during SFY 2024. Of these, 1.26 million
members had a diagnosis of overweight or obesity without
T2DM. Over 85% were 218 years of age, 62% were male, and
approximately 16% (n=200,000) had a diagnosis of CV dis-
ease. Specific BMI ranges were identifiable for 65% of these
members; 22% had BMI 25 to <30 kg/m? and 43% had BMI
>30 kg/m? Among members with CV disease, 54% used

Vol. 31, No. 10-d | October 2025 | JMCP.org



drugs from =1 of the included classes, and 32% used drugs
from >2 different classes. Approximately 46% of members
had no claims for CV medications.

CONCLUSIONS: Nearly 200,000 NYS Medicaid members had
diagnosis codes aligned with the supplemental indication
of Wegovy during SFY 2024; however, almost half did not
have claims for CV medications. Recommendations were
made to the DURB to implement criteria including confir-
mation of overweight or obesity and CV disease, absence of
T2DM, utilization of >1 CV medication in the past 30 days, no
concurrent use of other semaglutide products, and dosing
corresponding to the labeling.

SPONSORSHIP: New York State Department of Health

14Impact of a medical claims automated glucagon
like peptide-1 drugs prior authorization program
Leland A, Rodstein M?, Erickson A?, Lassen D,

Gleason P?% aleland@primetherapeutics.com;
pgleason@primetherapeutics.com

'Prime Therapeutics, LLC; 2Prime Therapeutics

BACKGROUND: Medication prior authorization (PA) gener-
ally requires prescribers to submit verifying information,
e.g., diagnosis, to the health plan or pharmacy benefit
manager (PBM) for coverage determination. Glucagon like
peptide-1 products (GLP-1s) are frequently not covered for
weight loss; however, they are covered for diabetes melli-
tus (DM). A GLP-1 PA requiring DM diagnosis is common.
PBMs integrated with their health plan have access to
medical claims data and can automate the PA DM diagnosis
verification, allowing the GLP-1 PA authorization to occur at
the pharmacy point of sale. However, little is known of the
impact of this program on PA reviews.

OBJECTIVE: To measure the impact of the PBM using health
plan medical claims diagnosis to automate the GLP-1 PA
process through assessing the percentage of all DM FDA-
approved GLP-1s PA reviews that were automatically
approved.

METHODS: Prime Therapeutics’ integrated pharmacy and
medical claims data from 15.3 million commercially insured
members were used to identify members with a DM GLP-1
pharmacy claim PA review between October 2024 and
December 2024 (4Q2025). When a pharmacy submits a DM
GLP-1 prescription claim for a member newly initiating DM
GLP-1 therapy, a PA is required to verify the DM diagnosis.
The automated PA process checks the member’s medical
claims for a DM diagnosis. If a DM diagnosis is found, the
PA is authorized and claim is paid right at the pharmacy
counter, bypassing traditional PA review. If no DM diagno-
sis is detected, the claim will not be paid, and standard PA
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process is required. All 4Q2025 DM GLP-1 claims that were
approved via the automated review process were identified
and divided by all DM GLP-1 PA reviews to determine the
percent approved via the automated review process.

RESULTS: Among 15.3 million commercially insured mem-
bers, in the 4Q2024, 466,683 (45.3%) DM GLP-1 claims were
adjudicated via the automated process out of a total of
1,029,152 DM GLP-1 PA claims. These 466,683 automated DM
GLP-1 PA claims assisted 200,021 members, or 1in 77 of all
15.3 million members.

CONCLUSIONS: Automated PA, utilizing the medical claims
diagnosis information, allowed for 45.3% of DM GLP-1 PA
claims to adjudicate at point of sale, benefiting one in 77
of all insured members. While PA is an important part of
PBM utilization management programs, automated PA helps
avoid unnecessary reviews and manual review administra-
tive costs. Clients also avoid paying claims for off-label use
of GLP-1 medications. Automated DM GLP-1 PAs work to
simplify the PA process, helping members get the medicine
they need seamlessly.

SPONSORSHIP: Prime Therapeutics

1 Payer expectations for the impact of MFP pricing
on management and profitability

Williams J, Terrone C, Henry B, Borchardt M, Cournoyer A;

barbara.henry@precisionaq.com

Precision AQ

BACKGROUND: Under the Inflation Reduction Act (IRA), the
Maximum Fair Prices (MFPs) for the first 10 drugs selected
under the Medicare Drug Price Negotiation Program will
take effect in 2026. Medicare Part D plans must include
these drugs on their formularies to ensure reasonable
access. The Centers for Medicare & Medicaid Services will
monitor plan practices to prevent actions that undermine
negotiated drugs.

OBJECTIVE: To assess how Medicare plans are preparing for
MFP implementation in 2026, including formulary strate-
gies for high-cost categories like immunology and oncology,
and anticipated impact on competitor products and plan
profitability.

METHODS: Precision AQ conducted a March 2025 survey
with 25 health plan decision-makers overseeing Medicare
formularies. All were actively involved in 2026 formulary
planning.

RESULTS: MFP drug inclusion is expected to reshape for-
mulary positioning for competitor products. Forty percent
of respondents anticipate disadvantaging drugs compet-
ing with MFP products, and 8% plan to remove at least one
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competitor from the formulary. A third expect no impact,
and 20% will decide on a case-by-case basis. Nearly half
(48%) of health plans intend to proactively move patients
to or from therapies based on their MFP strategy. With 2
immunologics on the negotiation list facing biosimilar com-
petition, 56% of respondents said biosimilar and brand
access will be determined by net cost, while 28% plan to
cover both at parity, and 12% will prioritize rebate value.
Within the oncology category, in light of the IRA provisions
and potential for multiple negotiated drugs, respondents
reported potentially using the following measures to control
costs: 56% of health plans will use step therapy protocols,
48% will apply preferred tiering, and 36% will implement
Part B/D step therapy. Overall, 36% expect a somewhat
positive effect on profitability, 28% anticipate no impact,
32% predict a somewhat negative effect, and 4% expected
a strongly negative outcome. Looking to 2027, health plans
expect to strengthen their focus on biosimilars (84%) and
generics (68%). Forty percent plan to reduce brand cover-
age, and 28% will expand step edits.

CONCLUSIONS: MFP pricing is expected to intensify pres-
sure on competitor drugs, particularly in classes with
negotiated drugs and/or biosimilar alternatives. While
profitability expectations remain mixed, health plans are
clearly preparing for a more cost-conscious future. Heading
into 2027, many are likely to pursue low wholesale acqui-
sition cost strategies, increase scrutiny of drug value, and
adopt more aggressive formulary management practices.

SPONSORSHIP: Precision AQ

1 The impact of copay accumulators and
maximizers on treatment patterns and costs

among patients with major depressive and bipolar

disorders treated with branded mental health treatments

Waters H!, Baser O?, Rodchenko K?, Sullivan M3,

Shurtleff M!, Chen S*, Wu L%, Baser E*, Bigley C3, Patel R®

heidi.waters@otsuka-us.com; onur@cdanyc.com

!Otsuka Pharmaceutical Development &

Commercialization, Inc.; *Columbia Data Analytics,

New York, NY, USA; 3Otsuka America Pharmaceutical,

Inc.; *Columbia Data Analytics; *University of Cambridge,

Cambridge, UK

BACKGROUND: Copay accumulator (CA) and copay
maximizer (CM) programs prevent manufacturer copay
assistance from counting toward patients’ deductibles or
out-of-pocket (OOP) maximums. Their increasing use raises
concerns about cost, access, and health outcomes.

OBJECTIVE: To evaluate the impact of CA and CM compared
with standard copay plans (SCPs) on treatment patterns,
pharmacy costs, and OOP burden among patients with
major depressive disorder (MDD) or bipolar disorder (BPD)
treated with branded atypical antipsychotics (AAPs) and /or
antidepressants (ADs).

METHODS: This retrospective claim study utilized Kythera
commercial data (2020-2024). MDD and BPD popula-
tions were identified based on =1 diagnosis code and =1
branded AAP or AD prescription during the identification
period (2021-2023). Continuous enrollment for 12 months
pre- and post-index and >3 months of post-index branded
medication use were required. Patients were stratified into
CA, CM, or SCP cohorts using proxy indicators for copay
design. Propensity score matching was used to evaluate
risk-adjusted treatment abandonment, discontinuation,
adherence, and costs.

RESULTS: Copay plan distribution was as follows: MDD +AAP:
8997 SCP, 1135 CA, 618 CM; BPD+AAP: 11,957 SCP, 1363 CA,
1221 CM; MDD+AD: 20,731 SCP, 1060 CA, 689 CM; BPD+AD:
2295 SCP, 93 CA, 134 CM. Compared with SCPs, both CA
and CM cohorts had significantly higher median OOP costs
across all subgroups (e.g., $75/$60 vs $16/$11 for MDD+AAP;
P<.0001). Among adherent patients (medication possession
ratio 20.80), all-cause pharmacy costs were higher for CAs
and CMs (e.g., MDD+AAP: $16,156,/517,700 vs $15,013/$14,905;
P<.05). CA patients had overall poorer adherence and per-
sistence. For MDD+AD, CAs had lower proportion of days
covered (PDC) (0.67 vs 0.70; P=.0022) and shorter treat-
ment duration (89 vs 110 days; P=.0252). Among BPD+AD
patients, CAs had higher discontinuation rates (35.1% vs
17.9%; P=.0134) and lower PDC (0.63 vs 0.73; P=.0109), while
CM cohorts often had more favorable adherence patterns.
BPD+AAP CMs had higher PDC (0.71 vs 0.68; P=.0225) and
greater persistence (247 vs 213 days; P=.0003) than SCPs.

CONCLUSIONS: Patients in CA and CM programs expe-
rienced significantly higher OOP costs. CA plans were
associated with worse adherence and higher treatment
abandonment rates. Policymakers should consider these
impacts when designing benefit structures for vulnerable
populations with mental health conditions.

SPONSORSHIP: Otsuka Pharmaceutical Development &
Commercialization, Inc.
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1 Does time on market influence the evidence
cited in US commercial health plan specialty

drug coverage policies?

Enright D', Beinfeld M!, LaMountain F', Brennan C,

Pawar V2, Phillips A3, Wong S?, Chambers J';

denrightl@tuftsmedicalcenter.org

"Tufts Medical Center; 2EMD Serono; *(EMD Serono,

Boston, MA, USA

BACKGROUND: Specialty drug coverage is a critical com-
ponent of commercial health plans in the United States,
providing access to treatments that address complex medi-
cal conditions. The type of evidence cited in support of
coverage decisions may change over time.

OBJECTIVE: To explore the relationship between the dura-
tion a drug has been on the market and the types of evidence
cited in coverage policies.

METHODS: We used the Tufts Medical Center Specialty Drug
Evidence and Coverage (SPEC) database, which includes
publicly available coverage decisions for 469 drugs from 18
large US commercial health plans, as well as the evidence
cited in support of these decisions. We categorized evidence
as (1) randomized controlled trial (RCT), (2) other clinical
study (e.g., phase 2 clinical trial), (3) real-world evidence
(RWE), (4) systematic review/meta-analysis, or (5) health
technology assessment (HTA) or economic evaluation. For
each study, we identified the drugs and FDA-labeled indica-
tions assessed, along with years since FDA approval for each
drug-indication pair. We then assessed how the types of evi-
dence cited varied by time on the market, grouped by years
since FDA approval. Data were current as of August 2024.

RESULTS: A total of 8,490 citations were identified from cov-
erage decisions active in August 2024. For treatments on the
market for 1-5 years, RCTs and other clinical studies col-
lectively accounted for 82.5% of citations (1,441 out of 1,746),
with RWE comprising 3.7%, systematic reviews/meta-anal-
yses 10.3%, and HTAs or economic evaluations representing
3.5%. For treatments on the market 10-15 years, RCTs and
other clinical studies constituted 69.5% of citations (1,372
out of 1,975), with RWE accounting for 14.1% of citations,
systematic reviews/meta-analyses 13.1%, and HTAs or eco-
nomic evaluations representing 3.4%. For treatments on the
market 25+ years, RCTs and other clinical studies comprised
51.1% of citations (283 out of 554), with RWE accounting for
21.8% of citations, systematic reviews/meta-analyses 19.7%,
and HTAs or economic evaluations constituting 7.4%.

CONCLUSIONS: US commercial health plans initially rely
on RCTs and clinical studies for coverage decisions of new
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specialty drugs. Over time, they increasingly refer to RWE,
systematic reviews/meta-analyses, HTAs, and economic
evaluations. Product manufacturers should anticipate these
shifting evidence needs and focus on generating varied
types of evidence as their products mature.

SPONSORSHIP: EMD Serono

1 Assessing commercial health plan
responsiveness to FDA label changes

Enright D', Beinfeld M!, Brennan C', Lin Y, Motyka J?,

Campbell J?, Chambers J'; denrightl@tuftsmedicalcenter.org

"Tufts Medical Center; ?National Pharmaceutical Council

BACKGROUND: Health plan coverage policies play a critical
role in determining patient access to specialty drugs and
should reflect the most current understanding of their use.
Timely updates help ensure that coverage aligns with evolv-
ing standards of care. However, it is unclear how promptly
health plans revise specialty drug coverage policies in
response to new evidence. One way to assess this is by mea-
suring plan responses to FDA label revisions.

OBJECTIVE: To evaluate how quickly commercial health
plans update specialty drug coverage policies following FDA
label revisions.

METHODS: We used the Tufts Medical Center Specialty
Drug Evidence and Coverage (SPEC) database, which
includes coverage decisions from 18 large US commercial
health plans. We identified FDA label revisions from 2019
to 2022 for all drug-indication pairs in SPEC, categorizing
each as an expansion (broader population) or contraction
(narrower population). For each revision, we assessed the
timing of corresponding policy updates. We used Kaplan-
Meier (KM) curves to estimate and visualize time to update,
stratified by revision category (expansion vs contraction),
drug type (oncology, orphan status), and plan. We then used
Cox proportional hazards models to examine how these
factors influenced response time.

RESULTS: We identified 858 changes to coverage deci-
sions corresponding to 87 FDA label revisions (763 across
79 expansions; 95 across 8 contractions). Overall KM-
adjusted median response time to revision was 29.7 weeks
(95% CI: 26.9-33.6 weeks). Health plans were slower to
adopt label expansions (median 32.1 weeks) than contrac-
tions (21.4 weeks). Updates were faster for oncology than
for non-oncology drug drugs (28.6 vs. 31.0 weeks) as well as
for orphan vs non-orphan treatments (28.7 vs. 30.1 weeks).
Median response time varied by plan (15.1 weeks to 55.4
weeks). In Cox models, contractions (HR=1.38; P=0.006)
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and oncology status (HR=1.35; P=0.000) were associated
with faster updates. Orphan status was not statistically sig-
nificant (HR=1.09; P=0.296).

CONCLUSIONS: Health plans responded faster to label con-
tractions than expansions, with substantial variation across
plans for any type of label revision. Delays in updating cov-
erage policies, particularly for label expansions, may limit
access to broadened indications.

SPONSORSHIP: National Pharmaceutical Council

1 Estimating the budget impact of prevalence-
adjusted willingness-to-pay thresholds using the

generalized dynamic prevalence (GDP) theory

Pontinha V!, Padula W?; vieiradasilvv@vcu.edu

'VCU School of Pharmacy; 2Department of Pharmaceutical

& Health Economics, The Leonard D. Schaeffer Center for

Health Policy & Economics, Mann School of Pharmacy &

Pharmaceutical Sciences, University of Southern California

BACKGROUND: The generalized dynamic prevalence (GDP)
theory, proposed by Padula and Pontinha, offers a novel
framework that links willingness-to-pay (WTP) thresh-
olds with disease prevalence and relative risk, addressing
inherent cost-effectiveness biases—particularly those
disadvantaging individuals with rarer medical condi-
tions. By incorporating time as a fixed effect, GDP enables
modeling of prevalence dynamics influenced by natural
disease progression or curative interventions such as gene
therapies. Despite its conceptual utility, the real-world
budget impact of applying GDP-informed, prevalence-
adjusted WTP thresholds remains unclear.

OBJECTIVE: To project the 5-year budget impact of adopting
varying WTP thresholds across seven medical conditions
with diverse prevalence—ranging from hypercholesterol-
emia to Duchenne muscular dystrophy (DMD) —within a
commercial health plan covering one million lives.

METHODS: GDP theory was applied using the mathematical
relationship between WTP, relative risk, and time-depen-
dent disease prevalence: K(t)=M /[1 - (prevalence?)?].
Prevalence estimates for seven medical conditions were
derived from the 2016-2022 Medical Expenditure Panel
Survey (MEPS) and standardized using Box-Cox trans-
formations to address skewness. WTP thresholds were
calibrated as a function of standardized disease prevalence
factors. A fixed annual reduction in prevalence was assumed
over a 5-year time horizon to simulate curative or disease-
modifying treatment effects. Each condition was linked to a
representative reference technology (e.g., PCSK9 inhibitors
for hypercholesterolemia, gene therapy for DMD). Budget
impact was calculated from the perspective of a US health

plan covering one million lives and reported as per-member
per-month (PMPM) costs for each condition.

RESULTS: US WTP could vary between $104,000/QALY for
common conditions and $990,049/QALY for rare condi-
tions. For example: sickle cell disease, with a prevalence
of 0.03% and a standardized prevalence factor of 0.825,
K=$326,233/QALY; Duchenne muscular dystrophy, with a
prevalence of 0.015% and a standardized prevalence factor
of 0.912, K=$621,247/QALY. PMPM budget impact was found
to decrease with decreasing prevalence.

CONCLUSIONS: GDP offers a solution to incorporating
dynamic prevalence in estimations of WTP thresholds
and helping define resource allocation across rare dis-
ease cohorts for commercial payers. Additionally, GDP
application could improve access to revolutionary health
technologies for rare conditions with significant unmet
medical needs.

SPONSORSHIP: None

2 Trends in commercial payer coverage of
accelerated approval therapies

Rogers M, Sheth S, Molina I; mrogers@ipdanalytics.com;

ssheth@ipdanalytics.com; imolina@ipdanalytics.com

IPD Analytics

BACKGROUND: The FDA's Accelerated Approval (AA) Pathway
allows for expedited approval of therapies for serious condi-
tions based on surrogate endpoints. Payers face challenges
balancing timely access with managing high-cost therapies
that often lack comprehensive data. Coverage decisions are
complex, especially when alternatives are limited.

OBJECTIVE: To explore how accelerated approval drugs are
covered by commercial payers.

METHODS: We identified all ongoing AA indications
(excluding vaccines and hospital-only drugs) from the
FDA AA list as of January 1, 2025. Orphan Drug Desig-
nation (ODD) was assessed via the FDA ODD database.
We reviewed 80 non-oncology (N-O) and 156 oncology
(O) policies from 4 of the largest US commercial payers
between March 1 and May 27,2025.

RESULTS: Among AA indications, 83% had an ODD. Commer-
cial coverage varied: some policies aligned with FDA labeling,
while others were more restrictive or excluded coverage.
In N-O: * 82.5% (n=66) required prior authorization (PA) ®
2.5% (n=2) of policies considered the drug investigational
* 15% (n=12) lacked a PA policy. Of those requiring PA, 45%
aligned with FDA labeling, 36% were more restrictive than
the FDA label, and 18% included step therapy (ST). Of the
12 without policies, 4 were not publicly available, 4 covered
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the drug with no utilization management (UM), and 4 were
non-formulary with no PA. In O: » 70% (n=109) applied PA
[40% (n=63) aligned with FDA labeling; 26% (n=40) required
additional criteria; 4% (n=6) required ST] ¢ 30% (n=47)
lacked policies; 5 of those were non-formulary with no PA.
Initial and renewal durations also varied. N-O drugs were
more likely to have shorter approval durations: 25% had ini-
tial approvals <6 months and 11% had renewals <6 months.
No O policies had durations <6 months.

CONCLUSIONS: Most AA indications carry an ODD, under-
scoring the challenge of balancing access with evidence
uncertainty. While most AA therapies are covered and have
UM, gaps in policy transparency remain. Some plans may
use exceptions or appeals to manage access. Many align
with FDA labeling, but others apply more restrictions that
may prevent or delay access to care. Furthermore, N-O
drugs are more likely to face shorter approval periods,
which may increase administrative burden and delay care.

SPONSORSHIP: None

2 Managed care insights on optimizing coverage
coordination for therapies spanning medical and

pharmacy benefits

Yoshida S, Padwal T; shaila.yoshida@cencora.com;

tushar.padwal@cencora.com

Cencora

BACKGROUND: In the biopharmaceutical landscape, cer-
tain products require coverage coordination across both
pharmacy and medical benefits. One of the most common
scenarios is where one or more induction doses as intravenous
infusion is managed through the medical benefit followed by
subsequent subcutaneous, self-administered doses that are
managed through the pharmacy benefit. This could occur in
a carve-in arrangement where the plan sponsor contracts
with one entity responsible for covering both benefits or a
carve-out arrangement where the plan sponsor contracts for
each benefit separately. It is important to understand payer
perceptions and challenges in cross-benefits coordination to
remove potential barriers to patient access.

OBJECTIVE: To understand how payers manage therapies
that require coordination across medical and pharmacy
benefits.

METHODS: A web-based survey of US payers was conducted
through Cencora’s Managed Care Network research panel,
in February 2025.

RESULTS: In total, 10 advisors from health plans (70%) and
pharmacy benefit managers or PBMs (30%) participated in
the survey. Sixty percent manage coverage coordination
between health plans and PBMs through integrated software
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platforms and direct communication between clinical teams.
For the current cross-benefit scenario (induction dose fall-
ing under medical benefit and maintenance dose falling
under pharmacy), 60% require a separate prior authoriza-
tion (PA) for both benefits, and 20% indicated this would
vary by product type. Payers who could require separate PAs
for both benefits noted physician attestation of induction
therapy (63%) would be part of the PA for the pharmacy ben-
efit maintenance therapy. Cross-coordination of benefits is
a smoother process in a carve-in (50%) vs carve-out (30%)
arrangement. Thirty percent of advisors take on average less
than 1 day to coordinate benefits in a carve-in arrangement
compared to only 10% in a carve-out arrangement. Delays in
getting required information from provider offices and sub-
mission of two PAs are identified as key challenges.

CONCLUSIONS: Overall, advisors encounter situations that
require cross-coordination of benefits. For payers, inte-
grated cross-benefit platforms that provide access to both
pharmacy and medical claims can simplify this process.
Manufacturers can support payers by making them aware
of the potential cross-benefit coverage requirement via
pre-approval information exchange (PIE) and educating
providers and office staff on navigating the PA process.

SPONSORSHIP: Cencora

Cardiovascular

3 Economic burden associated with systemic
inflammation in patients with established

atherosclerotic cardiovascular disease and stage 3 to 4

chronic kidney disease

Nguyen C!, Ryali R!, Skaar J', Chow W', Kaufman A,

Shah B?; CVNE@novonordisk.com

!Novo Nordisk Inc.; 2NYU School of Medicine

BACKGROUND: Atherosclerotic cardiovascular disease
(ASCVD) is a leading cause of morbidity and mortality in
the United States, affecting over 26 million people. Fur-
ther, patients with ASCVD and co-existing chronic kidney
disease (CKD) have a greater risk of major adverse cardio-
vascular events (MACE) than patients without CKD. Clinical
trials have documented a residual risk of MACE linked to
systemic inflammation (SI) after guideline-directed medi-
cal therapy. However, the economic burden of SI in patients
with established ASCVD and stage 3-4 CKD is unclear.

OBJECTIVE: To assess the association between SI and eco-
nomic outcomes in patients with established ASCVD and
stage 3-4 CKD.
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METHODS: This retrospective study identified patients from
the Komodo Healthcare Map (Jan 1, 2016, to Jun 30, 2024)
based on diagnosis and procedure codes in medical claims.
CKD and its stage were determined from medical claims
or laboratory estimated glomerular filtration rate. SI was
defined using high-sensitivity C-reactive protein (hsCRP)
testing: with SI, 21 hsCRP value of 2-10 mg/L; without SI,
all hsCRP values < 2 mg/L. HsCRP test results >10 mg/L
or conducted during acute illness were excluded. The study
endpoints were health care resource utilization and costs.
Multivariable models were used.

RESULTS: Among 6,351 patients with ASCVD + stage 3-4
CKD and a qualifying hsCRP, mean age was 71 years, 44%
were male, and the average follow-up was 38 months. Of
the eligible patients, 3,600 (57%) had SI. During follow-up,
the rates of inpatient admissions per patient per year for
those with and without SI were 0.25 and 0.19, respectively,
while the rates of outpatient services were 18.2 and 17.0.
After adjusting for patient characteristics, SI was associated
with a 30% increase (OR 1.30, 95% CI 1.15-1.47) in inpatient
admissions and a 5% increase (RR 1.05; 95% CI 1.04-1.05) in
outpatient services. The annual all-cause health care costs
were $26,089 per patient with SI and $20,753 per patient
without SI. Inpatient costs accounted for 34.3% and 29.8%
of the total costs, respectively. After adjusting for patient
characteristics and baseline costs, SI was associated with
a 20% increase in total health care costs (RR 1.20, 95% CI
1.11, 1.30). SI was also associated with increased hospitaliza-
tion costs due to myocardial infarction (RR 1.90; 95% CI 1.27,
2.90) and stroke (RR 2.65; 95% CI 1.71, 4.24).

CONCLUSIONS: Sl is strongly associated with overall health
care resource utilization and costs in patients with ASCVD
and stage 3-4 CKD. This study highlights the economic bur-
den related to SI in this population.

SPONSORSHIP: Novo Nordisk Inc.

3 Short-term impact on health care costs after

modification to PCSK9i therapy clinical criteria
Gangan N, Quimbo RY, Crocker K!, Visaria Ji, White J?,
Stanek E, Cziraky M!; Nilesh.Gangan@carelon.com
ICarelon Research; >?CarelonRx

BACKGROUND: To maintain clinically appropriate access and
utilization for proprotein convertase subtilisin/kexin type 9
inhibitors (PCSK9i) aligning with evidence-based care, the
clinical criteria were modified—removing the requirement
of prior ezetimibe use, reducing the threshold for low-
density lipoprotein cholesterol (LDL-C) from >70mg/dL to
>55mg/dL, and prolonging initial approval duration.

OBJECTIVE: To evaluate the impact of PCSKO9i clinical criteria
modification, effective January 1, 2024, on the total all-cause
costs’ trend for patients with a submitted PCSK9i claim.

METHODS: Commercially insured patients with a new submit-
ted PCSKO9i claim identified using NDC/GPI codes between
1/1/2023 and 6/30/2024 from the Healthcare Integrated
Research Database (HIRD) were included. Guideline-directed
therapy (GDT) per ACC/AHA clinical guideline pre-requisites
include presence of atherosclerotic cardiovascular disease
(ASCVD) and/or type 2 diabetes mellitus (T2DM) diagnosis;
LDL-C level =70 mg/dL (part of previous clinical criteria);
prior ezetimibe use (part of previous clinical criteria); prior
statin use; and high/moderate-intensity statin at the time
of the latest PCSK9i claim. Quarterly per-patient-per-month
(PPPM) all-cause health care costs were computed from
Q1 2023 to Q2 2024 to assess trend. Pre- and post-criteria
change to PPPM costs were compared using identical time
periods in 2023 and 2024 to control for seasonality.

RESULTS: Patients with a submitted PCSK9i claim increased
from 18,012 in Q1 2023 to 26,712 in Q2 2024. Quarterly
median patient age was unchanged over 1.5 yrs of observa-
tion (range: 59-60 yrs), as was proportion of males (range
57.2%-58.6%). GDT based on proportion of patients with
ASCVD/T2DM (75.1% vs 72%), LDL-C =70 mg/dL (80.9% vs
81.1%), ezetimibe (31.2% vs 30.7%), any statin use (63.5% vs
66.8%), high-intensity statin use (40.1% vs 42.5%), and mod-
erate-intensity statin use (27.2% vs 29.9%) were similar in
first half of 2023 vs 2024 after modification to the PCSK9i
clinical criteria. Mean all-cause PPPM costs trended from
$1,880 in Q1 2023 to $1,903 in Q2 2024. Comparing Q1 2023
(S1,880) to Q1 2024 ($1,844) and Q2 2023 ($1,982) to Q2 2024
($1,903), there was no appreciable change in all-cause PPPM
costs following the modification.

CONCLUSIONS: PCSK9i clinical criteria modification align-
ing with evidence-based care did not have any impact on
all-cause costs in the first 6 months post-policy change.
Policy updates evolving with evidence and guidelines can
enhance clinically appropriate drug access and utilization
without significant changes in patient costs.

SPONSORSHIP: CarelonRx
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3 Descriptive analysis of ATTR-CM patients
enrolled in Medicare Advantage.

Saundankar V', Huang I?, Gabion J?, Sheer R®, Dharia A*,

Suehs B®; vsaundankarl@humana.com

'HHR; *Humana Pharmacy Solutions; *Humana; ‘Humana

Inc.; "SHumana Healthcare Research

BACKGROUND: Transthyretin amyloid cardiomyopathy
(ATTR-CM) is a progressive, infiltrative form of heart failure
(HF) that results from misfolded transthyretin protein depos-
its in the myocardium. Tafamidis was the first treatment FDA
approved in 2019, and therapies continue to evolve including
the recent approval of acoramidis in 2024 and vutrisiran in
2025. There is a lack of real-world evidence from a US payer
perspective on trends in the recognition and treatment of
ATTR-CM and associated health care resource use and clini-
cal outcomes among Medicare Advantage (MA) enrollees.

OBJECTIVE: To describe ATTR-CM diagnosis trends, and
examine ATTR-CM patient characteristics, clinical outcomes,
and health care resource use (HRU) among MA enrollees.

METHODS: This study was conducted using the Humana
Research Database. Annual trend in number of MA mem-
bers diagnosed with ATTR-CM (per 100,000 enrollees) was
assessed from 2019 to 2023. A longitudinal cohort of MA
members aged 18-89 years and newly diagnosed with ATTR-
CM (index event) from 01/01/2020 and 02/28/2024 was
identified. Twelve-month pre-index and at least 6 months
post-index enrollment was required. Comparisons of base-
line characteristics and HRU were conducted for treated
versus untreated patients.

RESULTS: The number of ATTR-CM patients increased each
year, from 3.4/100k in 2019 to 13.7/100k MA enrollees in
2023. We identified 529 newly diagnosed ATTR-CM patients
with median of 19 months follow-up. Among these patients,
52.6% initiated tafamidis treatment during follow-up, and
29.1% of those discontinued tafamidis at a later point. Base-
line characteristics were similar for treated and untreated.
During follow-up, a greater proportion of treated patients
had cardiologist visits (80.9% vs 72.9%; P=0.028) and fewer
treated patients had emergency department (ED) visits
(54.0% vs 65.3%; P=0.008). Overall, 21.9% had all-cause
death during variable follow-up. Significant predictors of
mortality were age (75-84 years, HR: 1.73, 95% CI: 1.02-2.95,
P=0.044; >85years, HR: 3.72, 95% CI: 1.93-7.18, P<0.001; ref-
erence group, 65-74), evidence of fatigue (HR: 1.62, 95% CI:
1.06-2.47, P=0.026) and ED visits (HR: 1.64, 95% CI: 1.07-2.52,
P=0.023) prior to diagnosis, and ESRD as the original rea-
son for Medicare enrollment (HR: 3.86, 95% CI: 1.38-10.80,
P<0.010).
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CONCLUSIONS: The number of MA enrollees with ATTR-
CM diagnosis increased from 2019 to 2023. Approximately
half of newly diagnosed patients received tafamidis treat-
ment. Factors associated with greater risk of mortality were
identified.

SPONSORSHIP: None

3 Descriptive analysis of ATTR-CM patients
initiating tafamidis among Medicare Advantage

enrollees

Saundankar V!, Sheer R?, Huang I, Gabion J°, Dharia A%,

Suehs B®; vsaundankarl@humana.com

'HHR; *Humana; *Humana Pharmacy Solutions; ‘Humana

Inc.; "Humana Healthcare Research

BACKGROUND: Transthyretin amyloid cardiomyopathy
(ATTR-CM)isaprogressiveand oftenfatal condition, typically
diagnosed in patients >65 years. Tafamidis was approved in
2019 for treatment of ATTR-CM, followed recently by acor-
amidis and vutrisiran. There is lack of real-world evidence
on impact of ATTR-CM treatment on health care resource
use, spending, and clinical outcomes among Medicare
Advantage (MA) enrollees.

OBJECTIVE: To examine ATTR-CM treatment trends, health
care resource use (HRU), spending, treatment patterns,
and clinical outcomes among MA enrollees after initiating
tafamidis.

METHODS: This study was conducted using Humana
Research Database. Annual trend in number of MA mem-
bers treated with tafamidis was assessed from 2019 to 2023.
Longitudinal cohort of MA members aged 18-89 years newly
initiating tafamidis (index event) between 01/01/2020
and 02/28/2024, with 12 months pre-index and at least 6
months post-index enrollment, was identified. Treatment
patterns, mortality, HRU, and health care spending were
assessed. Pre/post comparisons were conducted among
patients with 12 months of pre- and post-index continuous
enrollment.

RESULTS: The number of patients treated with tafamidis
increased from 1.9/100k in 2019 to 8.0/100k MA enrollees
in 2023. Total 420 patients initiating tafamidis were identi-
fied. Mean (SD) age of overall cohort was 77.4 (7.1). During
mean (SD) follow-up of 1.4 (1.0) years, 28.6% patients had
cardiovascular hospitalization, 35.7% patients discontin-
ued tafamidis, and 13.8% patients died. Among 223 patients
with 12-months post-index enrollment, pre- vs post-index
median per-patient-per-month (PPPM) all-cause health care
spending was $2,140 vs $ 21,736 (P<0.001) and pharmacy
spending was $443 vs $19,508 (P<0.001), with hospitaliza-
tion seen in 50.2% vs 35.0% (P=0.001) patients, median
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PPPM cardiologist visits 0.25 vs 0.17 (P=0.008) and median
PPPM PCP visits 0.50. vs 0.42 (P=0.011). Significant predic-
tors of tafamidis treatment discontinuation were age 18-64
years (HR: 3.08, 95% CI: 1.13-8.40, P=0.028), LIS or dual
eligibility (HR: 0.39, 95% CI: 0.25-0.61, P<0.001), baseline
cardiovascular hospitalization (HR: 1.81, 95% CI: 1.24-2.65,
P=0.002), and shortness of breath at baseline (HR: 0.61, 95%
CI: 0.41-0.89, P=0.011).

CONCLUSIONS: Among ATTR-CM patients, the tafamidis
treatment uptake increased from 2019 to 2023. Inpatient
hospitalizations reduced during 12 months of follow-up.
Overall, health care spending significantly increased after
initiation of tafamidis treatment, which was mainly driven
by pharmacy spending.

SPONSORSHIP: None

3 Health care costs and delays in treatment
escalation in hypertension patients in the
United States: Results from the BREAKTHROUGH
real-world study
Beavers C!, Agiro A%, Wilson K3, Pennington E?, Tkacz J?,
Pulungan Z3, Luan S? Huang J?, Dudenbostel T% craig.
beaverspharmd@gmail.com; abiy.agiro@astrazeneca.com
'University of Kentucky College of Pharmacy; *AstraZeneca,;
*Inovalon; “University of Alabama at Birmingham

BACKGROUND: According to 2017 ACC/AHA guidelines,
patients with elevated blood pressure are recommended to
have their hypertension treatments reassessed every 3 or 6
months.

OBJECTIVE: To describe the treatment journey of individu-
als with hypertension in the United States, characterizing
health care costs during the first four antihypertensive
medication lines of therapy (LOTs) and describing delays in
treatment escalation.

METHODS: This retrospective analysis used claims from
the MORE2 Registry and 100% Medicare Fee-for-Service
(MFFS) database from 1/1/2019 to 12/31/2022 (MFFS), or
3/31/2024 (MORE2). Patients had =1 primary inpatient or
> 2 outpatient claims with a hypertension diagnosis (index
date), were =18 years of age, and had =12 months of contin-
uous enrollment prior to and 230 days following the index
date. Antihypertensive LOTs were identified as the number
of unique classes, beginning with the first class(es) pre-
scribed within 28 days of the index date or the start date
of LOT and continuing until a new treatment was initiated
or all treatments were discontinued. Endpoints included
all-cause medical costs, evaluated during each LOT and

reported per patient per month (PPPM), and delayed treat-
ment escalation was defined as progression from first to
second LOT after 90 days.

RESULTS: In total, 19,060,253 patients were identified. Mean
(SD) age was 66.8 (15.3) years, and the majority were female
(55.3%) and MFFS beneficiaries (61.0%). Of those identified,
89.6% received a first LOT; 51.0% received a second after a
mean (SD) of 449.3 [452.5] days after first LOT. Of patients
progressing from first to second LOT, 60.5% escalated after
90 days. PPPM mean (SD) medical costs were $1,866 ($8,371)
in the first LOT and peaked at $2,591 ($14,635) in the sec-
ond LOT, representing a 38.9% increase from the first LOT.
Among Medicare patients, PPPM mean (SD) medical costs
increased by 22.8% from $2,307 ($6,750) in the first LOT to
$2,833 (S11,495) in the second LOT, while among commercial
patients, medical costs rose by 31.8% from $1,136 ($7,730) in
the first LOT to $1,497 ($22,971) in the second LOT.

CONCLUSIONS: Most patients experienced treatment esca-
lation more than 90 days after initial therapy, suggesting
potential delays in treatment intensification relative to
guideline recommendations. Additionally, all-cause medi-
cal costs increased after the first LOT, underscoring the
increased economic burden of hypertension disease pro-
gression. These findings emphasize the need for timely and
effective hypertension management.

SPONSORSHIP: AstraZeneca

3 Payer analysis of cholesterol management in US
individuals with atherosclerotic cardiovascular

disease during 2023: A study from the Family Heart

Database

Paige H!, Hartsuff B, Wilemon K!, Bardach S!, MacDougall D},

Baum S3, Sperling L*; hp@familyheart.org

Family Heart Foundation; 2BIA Clinical Group; *Flourish

Research; “Family Heart Foundation & Emory University

BACKGROUND: Individuals living with atherosclerotic
cardiovascular disease (ASCVD) need optimized LDL-C low-
ering therapy to achieve evidence-based LDL-C goals. The
current NCQA/HEDIS cholesterol quality measure focuses
only on statin use which is insufficient to ensure appropriate
LDL-C goal achievement. Payer type may impact achieve-
ment of LDL-C targets in this population at increased risk
for recurrent events.

OBJECTIVE: To measure payer-specific population-based
LDL-C goal achievement to elucidate gaps in care provid-
ing clinically meaningful information beyond the current
statin-based quality measure.
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METHODS: Retrospective cohort study of the Family Heart
Database of individuals with ASCVD prior to January 2023
with at least one medical claim (including paid, abandoned
or rejected) and LDL-C measurement within 2023. Primary
measures included mean LDL-C and percent of treated pop-
ulation at goal LDL-C of <70 and <55 mg/dL across payers.
Major payment categories (Commercial, Medicare, Man-
aged Medicaid, Medicaid, Assistance Programs, and Cash)
were identified from medication claims. If multiple medica-
tion claims indicated more than one payment category, the
individual was represented in both categories.

RESULTS: Adults (n= 3,217,634) with ASCVD; mean age 67.4
years, 48.2% women, 10.6% Black and 11.1% Hispanic indi-
viduals. Mean LDL-C was 88.2 mg/dL, with LDL-C < 70 and
< 55 mg/dL goals achieved in 33.6% and 15.6% of the popu-
lation, respectively. Mean LDL-C, and percent of the treated
population with LDL-C<70 and<55 mg/dL varied across
payment types as follows from relative best to least favor-
able: Medicare (84.9, 36.8, 17.1), Assistance Programs (89.9,
32.4,5.2), Cash (90.6, 31.5, 14.7), Commercial (91.6, 30.3, 14.0),
Managed Medicaid (92.2, 29.5, 13.2), Medicaid (95.2, 26.9,
12.5). LDL-C population-based goal attainment for LDL-
C < 70 and < 55 mg/dL also varied across specific health
plans within each category with relative best achieved:
Commercial-Tricare West Health Net Federal Services (42.2,
21.1); Medicare-United Health Rx AARP (40.1, 19.0); Managed
Medicaid-MEDI-CAL (39.0, 18.7).

CONCLUSIONS: In this cohort of 3.2 million US individuals
with ASCVD, achievement of evidence-based LDL-C goals
remains suboptimal. There is notable variability in these
measures across payer types and across specific health
plans within each category. Identifying payer-specific
variability of goal achievement and gaps in care as well as
establishment of a specific LDL-C goal-based quality mea-
sure may provide opportunities to reduce event rates in this
at-risk population.

SPONSORSHIP: Family Heart Foundation
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3 Treatment, testing, and outcomes from
ST-elevation myocardial infarction (STEMI) at an
academic health care system: A retrospective analysis
Liang X!, Yang R?, Rashid I?, Wilcox T?, Asche C3?, Miao B,
Chatterjee S°, Donato Bf, Willis C7; xi.liang@utah.edu
'Department of Pharmacotherapy, University of Utah;
2University of Utah; 3University of Utah College of
Pharmacy; “Boehringer-Ingelheim; "Boehringer-Ingelheim
Pharmaceuticals; SBoehringer Ingelheim; "University Utah

BACKGROUND: Acute coronary syndrome, particularly ST-
elevation myocardial infarction (STEMI), imposes a lifelong
treatment and financial burden on patients in the United
States due to high incidence, intensive interventions, and
risk of recurrent adverse cardiac events.

OBJECTIVE: To describe health care resource utilization for
STEMI patients receiving percutaneous coronary interven-
tion (PCI).

METHODS: Adult patients who received PCI for STEMI at
the University of Utah between 1/1/2017 and 12/31/2023
were included. Patient identification and data collection
occurred within National Cardiovascular Data Registries
and electronic medical records. Descriptive statistics were
used to analyze care received during the hospitalization for
PCI and at 5 years post-discharge. High-risk subgroups by
TIMI flow grade and infarct location were also assessed.

RESULTS: A total of 781 patients (mean (SD) age 63 (13)) were
eligible; most were male (73%), were White (94%), and had
private insurance (66%). Upon hospital admission for PCI,
patients had a median (IQR) BMI of 29 (25-33) kg/m?, heart
rate of 79 (66-93), and mean (SD) systolic BP of 145 (32). Cur-
rent smokers accounted for 27% of the cohort, while 37%
were never smokers. A history of heart failure (HF) was seen
in 13% of patients. Other common comorbidities at base-
line included hypertension (60%), dyslipidemia (51%), and
obesity (42%). During hospitalization, patients (>90%)
received anticoagulants, antiplatelets, P2Y12 inhibitors,
aspirin, long-acting nitrates, statins, and antiplatelets, indi-
vidually. Patients spent a median (IQR) of 3 (2-4) days in
emergency care and 5% received a coronary artery bypass
graft (CABG) in addition to PCI. Pre-PCI TIMI grade of 0-1
was present in 428 patients (55%) and 305 patients (39%)
had an anterior wall infarction. At 5 years post-discharge,
the most common medications were antiplatelets (81%),
P2Y12 inhibitors (77%), beta blockers (73%), and statins
(69%). HF-related office visits and hospitalizations were
13% and 7%, respectively. Among patients with pre-PCI
TIMI grades of 0-1, rates of office visits and hospitalizations
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for HF increased to 16% and 7%, respectively, and among
patients with an anterior wall infarction, rates of these same
encounters increased to 20% and 10%, respectively.

CONCLUSIONS: HF-related encounters post-discharge
were high among patients with STEMI who received PCI,
especially in subgroups with pre-PCI TIMI grades of 0-1 or
anterior wall infarctions. This highlights an opportunity for
clinical interventions to prevent HF within this population.

SPONSORSHIP: Boehringer Ingelheim

4 Retrospective analysis of cardiovascular, renal,
and metabolic conditions in the Medicare

population using 100% FFS claims data

Miao B, Prasad S?, Pajerowski W?, Patel P, Donato B

benjamin.miao@boehringer-ingelheim.com

Boehringer-Ingelheim; *Clarify Health; *Serif Health;

Clarify Health Solutions; SBoehringer Ingelheim

BACKGROUND: Cardiovascular, renal, and metabolic (CRM)
conditions impose a substantial burden on the US Medicare
population. Leveraging national FFS claims can inform real-
world prevalence, costs, and care patterns of CRM.

OBJECTIVE: To assess the prevalence, health care resource
utilization (HCRU), and economic impact of CRM conditions
in the Medicare FFS population from 2016 to 2023.

METHODS: This retrospective cohort study used de-iden-
tified 100% Medicare FFS claims data (Parts A, B, and D)
from 2016 to 2023. Beneficiaries aged 65+ were included if
diagnosed with atherosclerotic cardiovascular disease or
heart failure (C), chronic kidney disease (R), and/or type 2
diabetes (M). Patients were categorized into mutually exclu-
sive health states: C only, R only, M only; dual combinations
(C+R, C+M, R+M); and triple multimorbidity (C+R+M). Annual
prevalence, HCRU, and Medicare costs (2023 USD), were
reported overall and by condition type.

RESULTS: Over 40 million beneficiaries with CRM diagno-
ses were included, with 20 million unique patients in 2022
and 19.6 million unique patients in 2023. CRM prevalence
increased from 2016-2023, with the largest growth among
multimorbid patients, particularly those in the C+R+M and
C+M groups. In 2023, among patients with any CRM diagno-
sis, health states prevalences were as follows: C only (31.7%),
M only (18.9%), C+M (15.8%), C+R+M (11.8%), C+R (9.9%), R only
(7.2%), and R+M (4.8%). Medicare expenditures were signifi-
cantly higher for patients with 22 CRM conditions. Median
total all-cause annualized spending was $3,995 overall and
$5,572 for C+R+M. Among utilizers, inpatient institutional
care reached a median of $30,759 overall and $43,895 for

C+R+M. Other high-cost services among utilizers included
SNF care ($22,738 overall; $31,617 for C+R+M), outpatient
($6,440; $10,823), home health ($7,221; $9,016), and hospice
($43,039; $32,804). CRM-specific spending in 2023, defined
by claims with a CRM-related principal diagnosis, were a
median $743 across all patients and $1,364 for C+R+M. From
2016 to 2023, CRM-specific spending rose 18% in real terms,
with the steepest growth in C+M patients (27%).

CONCLUSIONS: Prevalence of CRM conditions is increasing
and associated with high utilization and spending across
care settings in the Medicare FFS population. These results
also underscore the disproportionate cost burden associ-
ated with CRM multimorbidity and its importance when
developing population health strategy, targeted interven-
tions, and benefit design in Medicare.

SPONSORSHIP: Boehringer Ingelheim Pharmaceuticals, Inc.

4 Olezarsen and plozasiran in the treatment

of familial chylomicronemia syndrome (FCS):
Results from a matching-adjusted indirect comparison
(MAIC)
Vera-Llonch M!, Sikora Kessler Al, Serafini P?, Pushkarna
D?, Zhou J?, Baum S3, Tsimikas S'; MVeraLlonch@ionis.com;
ASikoraKessler@ionis.com
Tonis Pharmaceutical; Evidinno Outcomes Research Inc;
3Flourish Research

BACKGROUND: FCS is a rare genetic form of primary hyper-
triglyceridemia with an increased risk of acute pancreatitis
(AP). Alongside strict adherence to an extremely low-fat diet,
emerging data support apolipoproteinC-III (apoC-III) inhib-
itors olezarsen and plozasiran as therapeutic approaches to
reduce triglycerides (TG).

OBJECTIVE: To compare the efficacy and safety of olezarsen
80 mg to plozasiran 25 mg in the BALANCE and PALISADE
phase 3 studies, respectively.

METHODS: Indirect treatment comparisons were made
using an anchored MAIC to account for cross-trial differ-
ences, weighting BALANCE’s individual patient-level data
to match published baseline characteristics in PALISADE.
Matching variables included fasting TG and variables that
showed significant (P < 0.2) treatment-by-covariate interac-
tion in BALANCE, indicating treatment effect modification,
assessed per study outcome. Risk of AP was compared
for olezarsen 50-80 mg and plozasiran 25-50 mg because
dose-stratified plozasiran data were not publicly available.
Sensitivity analyses were conducted using different sets of
matching variables to test the robustness of the results.
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RESULTS: The MAIC included 22 patients receiving olezarsen
80 mg and 23 patients receiving placebo in BALANCE, and 26
patients receiving plozasiran 25 mg and 25 patients receiv-
ing placebo in PALISADE. Both trials enrolled patients with
a fasting TG =880 mg/dL, and PALISADE enrolled clinically
diagnosed in addition to genetically confirmed FCS patients.
After weighting, patient characteristics were nearly identi-
cal between BALANCE and PALISADE, and BALANCE had
an effective sample size (ESS) of 29.2-63.3 depending on the
outcome. At 52 weeks, olezarsen was associated with improve-
ment in fasting TG (mean difference [MD]: -15.51%; 95%
confidence interval [CI]: -76.21, 45.20; ESS: 29.2), apoC-III (MD:
-8.36%; 95% CI: -69.71, 53.00; ESS: 31.6), and non-high-den-
sity-lipoprotein cholesterol (-16.26%; 95% CI: -77.63, 45.11; ESS:
30.2); however, these differences were not statistically signif-
icant. Olezarsen was also associated with 30% lower risk of
an AP event (risk ratio [RR]: 0.70; 95% CI: 0.07, 6.66; ESS: 63.3)
and 50% lower risk of a serious adverse event (RR: 0.50; 95%
CL 0.0, 2.58; ESS: 42.8); results non-statistically significant.
Results from sensitivity analyses were similar to the base case.

CONCLUSIONS: Based on an MAIC, olezarsen was associated
with non-statistically significant improvement in efficacy
and safety at 52 weeks compared to plozasiran in the treat-
ment of patients with FCS.

SPONSORSHIP: Ionis Pharmaceuticals Inc.

Cell and Gene Therapies

4 Integrating cell and gene therapies into
managed care: An analysis of US payer insights

Pittos E!, McCullough T?, DePinto J; Elias.

Pittos@McKesson.com

McKesson; 2Lumanity

BACKGROUND: Cell and gene therapies (CGTs) hold immense
promise but present unique challenges for managed care.

OBJECTIVE: To explore payer perspectives, coverage barri-
ers, reimbursement models, and operational strategies for
CGT access and integration.

METHODS: From February to March 2025, we conducted
a qualitative study using double-blinded interviews with
key CGT decision-makers across the US payer landscape.
Interviews were 45-60 minutes and semi-structured and
included quantitative Likert-scale ratings and open-ended
qualitative feedback. Discussion topics included CGT access
and adoption, formulary and approval process, value and
reimbursement, provider networks, and outlook on CGTSs
future. Data were anonymized and analyzed to identify key
trends, variations, and consensus areas among payers.
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RESULTS: Twenty payers participated in the study, including
7 national health plans, 7 regional health plans, 2 national
managed Medicaid, 2 national managed Medicare, and 1
regional and 1 national integrated delivery network. Eleven
payers held leadership roles within Pharmacy services, 7
had medical officer or director positions, and 2 held other
leadership positions. Interviewed payer organizations rep-
resented approximately 280 million covered lives. Payers
generally expressed a favorable view of CGT clinical value,
with 90% agreeing they are safe and 80% agreeing they are
efficacious. Despite this overall confidence, 95% of pay-
ers generally agreed that the US health care system is not
adequately prepared for broad CGT adoption. The two most
cited challenges for CGT reimbursement are high costs and
long-term uncertainty. To mitigate financial risk, payers
ranked stop loss as the preferred strategy, followed by risk
pools and outcomes-based agreements. However, barriers
to implementing innovative payment models persist, with
the most frequently cited being member portability risk and
difficulty of long-term patient tracking. Coverage policies
vary widely by payer type. Payers most commonly relied
on clinical trial inclusion/exclusion criteria, as well as the
FDA label for coverage decisions. Utilization management is
stringent, typically aligning with clinical trial criteria over
FDA labels for prior authorization requirements.

CONCLUSIONS: Payers recognized the transformative
potential of CGTs but highlighted challenges, including
long-term outcomes, high costs, and member portability.
Addressing these barriers will require collaboration among
payers, providers, manufacturers, and policymakers to
ensure effective CGT integration into managed care.

SPONSORSHIP: Analyses and abstract development spon-
sored by McKesson.

47 Payer policies and access restrictions for
CRISPR-based gene therapy in sickle cell
disease and beta-thalassemia: A systematic review
of US coverage frameworks

Matter A, Wong Z, Bejm I; m0470126@stu.mcphs.edu;
zwongl@stu.mcphs.edu

MCPHS

BACKGROUND: Exagamglogene autotemcel (Casgevy), a one-
time CRISPR/Cas9 gene therapy, received FDA approval in
December 2023 for sickle cell disease (SCD) and in January
2024 for transfusion-dependent beta-thalassemia (TDT).
Although the therapy shows clinical promise, access has
been constrained by high costs, limited treatment sites, and
uncertain reimbursement. As availability expands, payer
policies increasingly influence patient access.
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OBJECTIVE: To examine how US payers, including Medicaid
programs, Medicare contractors, and commercial insurers,
define coverage for Casgevy in SCD and TDT. Areas of focus
included eligibility requirements, prior authorization, dos-
ing restrictions, site-of-care policies, and reimbursement
models.

METHODS: A systematic review was conducted from Jan-
uary 2023 through May 2025 following PRISMA 2020
guidelines. Sources included PubMed, Embase, CMS.gov,
Medicaid websites, Medicare Administrative Contractor
(MAC) portals, and commercial payer documents. Of 119
records identified, 89 full texts were screened and 28 were
included. These comprised peer-reviewed articles, 13 Med-
icaid bulletins, 4 Medicare MAC coverage determinations
from Palmetto GBA and Novitas, and 11 commercial policies.
Two reviewers independently screened and extracted data
using a structured tool. Discrepancies were resolved by
consensus. Findings were grouped by payer type and cover-
age characteristics.

RESULTS: All 28 policies required patients to be at least 12
years old with documented severe disease. For SCD, most
criteria included two or more vaso-occlusive crises annu-
ally, prior hospitalization, and failure or contraindication
to hydroxyurea. For TDT, transfusion requirements ranged
from 8 to 12 units per year. Twenty-six policies (93%) allowed
a single lifetime dose. Twenty policies (71%) required admin-
istration at certified gene therapy or transplant centers. All
prior authorization protocols required genetic confirmation
and review by a specialist. Ten of 13 Medicaid programs ref-
erenced the Cell and Gene Therapy Access Model launched
in January 2025. Five commercial payers reported piloting
outcomes-based or milestone-based contracts. As of early
2025, an estimated 40 to 50 patients had started treatment,
reflecting limited uptake and operational barriers.

CONCLUSIONS: Coverage for Casgevy remains highly
restrictive. Narrow criteria, constrained capacity, and
uneven payment model adoption continue to limit access.
Broader implementation will require coordination between
payers and providers, expanded site readiness, and more
consistent reimbursement approaches.

SPONSORSHIP: None

4 The impact of the Cell and Gene Therapy Access
Model on state Medicaid coverage of sickle cell

disease gene therapies

Holderread B, Tran S; bholderread@ipdanalytics.com

IPD Analytics

BACKGROUND: The CMS Cell and Gene Therapy (CGT)
Access Model supports value-based purchasing (VBP)
between Medicaid and manufacturers, initially targeting
SCD gene therapies (GTs) (exagamglogene autotemcel) and
Lyfgenia (lovotibeglogene autotemcel). SCD was chosen due
to the disproportionate share of people with SCD covered
by Medicaid and high therapy costs. The Model launched
in May 2025 with 35 states covering 84% of Medicaid SCD
beneficiaries. Participating states require CMS approval for
VBPs and must adopt a standardized access policy based on
CMS-negotiated key terms.

OBJECTIVE: To evaluate if the CGT Model (1) impacted Med-
icaid SCD GT coverage and prior authorization (PA) criteria
and (2) influenced these trends in states that recently gained
VBP approval.

METHODS: In June 2024, January 2025, and May 2025, we
reviewed state Medicaid websites to identify SCD GT cover-
age and PA criteria for changes that may have resulted from
participation in the CGT Model. We compared SCD GT man-
agement changes in states receiving VBP approvals from
CMS in 2024 and 2025.

RESULTS: From June 2024 to May 2025, states with SCD GT
covered status increased from 9 to 20 and preferred status
increased from 6 to 15. In May 2025, 9 of 15 states cover both
GTs with no preferred product, up from 3 of 6 in June 2024.
Four states prefer exagamglogene and 2 prefer lovotibeglo-
gene. Following the January 2025 review, 2 states moved
from preferring 1 GT to preferring both while 1 moved from
non-preferring both to preferring 1. Vaso-occlusive crisis
(VOC) thresholds were used in 21 of 22 states. Nine of 22
states followed clinical trials: 24 VOCs in 2 years for lovo-
tibeglogene; =2 VOCs/year in 2 years for exagamglogene.
Colorado required 7 VOCs in 2 years. Five of 22 states did not
require genetic confirmation of SCD or failure of hydroxy-
urea. Ten of 22 states had criteria disqualifying the patient if
a sibling donor was available and permitted stem cell trans-
plant. Three states have criteria related to infertility risks.
Of the states receiving VBP CMS approval in 2024 and 2025
with PA criteria, 4 of 6 had similar PA criteria, including VOC
thresholds aligned with product labeling.

CONCLUSIONS: States showed changes in SCD gene ther-
apy coverage and preferences that are potentially linked to
CGT Model participation. However, varying PA criteria sug-
gest the Model’s key terms have not significantly influenced
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requirements—though timing may play a role. States with
recent VBP approvals tend to have aligned PA criteria; these
approvals may support broader VBP adoption beyond SCD
and the CGT Model.

SPONSORSHIP: IPD Analytics

49 Utilization management and coverage restrictions
for gene therapies in rare pediatric diseases:

A systematic review of US payer policies from 2019 to 2025
Matter A, Eacho K; m0470126@stu.mcphs.edu;
keachl@stu.mcphs.edu

MCPHS

BACKGROUND: Gene therapies for rare pediatric diseases
offer curative potential but face access barriers due to
payer-imposed restrictions and inconsistent coverage cri-
teria. High upfront costs, specialized administration, and
variation in benefit design contribute to delays in care. Dif-
ferences in utilization management practices across payers
raise equity concerns for pediatric patients.

OBJECTIVE: To evaluate US payer coverage of FDA-approved
gene therapies for rare pediatric indications between 2019
and 2025, focusing on eligibility requirements, prior authori-
zation, benefit design, and alignment with regulatory labeling,

METHODS: A systematic review was conducted of payer
policy documents published from January 2019 to May
2025. We analyzed 126 coverage documents for seven gene
therapies (Zolgensma, Luxturna, Skysona, Roctavian, Ele-
vidys, Hemgenix, Upstaza) across 25 Medicaid programs,
15 commercial insurers, and 8 Medicare Advantage plans.
Extracted data included clinical restrictions, site-of-care
limits, value-based contract references, and out-of-pocket
costs. FDA alignment was assessed based on concordance
with approved indications.

RESULTS: All payers required prior authorization and genetic
confirmation. Among commercial insurers, 87% applied
criteria more restrictive than FDA labeling, including age
limits, specific mutations, and functional status thresholds.
In contrast, 48% of Medicaid programs imposed similar
restrictions, though 64% relied on individualized reviews.
Commercial policies included a median of five utilization
management elements per therapy, versus three for Med-
icaid. Most payers required administration at specialized
centers. Commercial cost sharing ranged from 20% to 40%,
while Medicaid typically imposed minimal or no patient
cost. Medicare Advantage plans followed Part B cost-shar-
ing rules and generally lacked therapy-specific coverage
guidance. From 2019 to 2025, alignment between commer-
cial coverage and FDA labeling increased from 42% to 58%.
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CONCLUSIONS: Coverage for pediatric gene therapies remains
variable and often restrictive. Commercial payers frequently
impose criteria that go beyond FDA-approved indications,
while Medicaid offers more flexible but non-standardized
approaches. Improved alignment with regulatory labeling
and simplified authorization processes may reduce barriers
to access and promote more equitable coverage.

SPONSORSHIP: None

Central Nervous System

6 Employment status and care requirements
among people with amyotrophic lateral sclerosis

in the United States

Ciepielewska M, DaSilva P!, Wright J?, Ball N?,

Conyers J?, Igbal H?, Williamson S?, Burniston L?

malgorzata_ciepielewska@mt-pharma-us.com

Mitsubishi Tanabe Pharma America, Inc; 2Adelphi Real World

BACKGROUND: Amyotrophic lateral sclerosis (ALS) is a rare,
fatal condition characterized by progressive motor neuron
degeneration. People living with ALS (pALS) require mul-
tidisciplinary care alongside substantial lifestyle changes
relating to loss of function. Many pALS are forced to adjust
or stop their employment. Extensive caregiver support,
home modifications, and use of various medical equipment
may be required, leading to changes in employment status.

OBJECTIVE: To describe the effect ALS has on employment
status, and care requirements for pALS in the United States.

METHODS: Secondary analysis of data collected between
March and December 2024 were drawn from the Adelphi Real
World ALS Disease Specific Programme, a cross-sectional
survey of US neurologists and pALS. Neurologists reported
on demographics, employment status, and caregiver support
for consecutively consulting pALS. Analyses were descriptive.

RESULTS: Neurologists (n=48) provided data for 401 pALS.
Mean (standard deviation [SD]) age of pALS was 55.8 (14.4)
years; 62% were male, and 74% were White. Mean (SD)
ALSFRS-R score was 33.1 (10.8). Physicians reported 9% of
PALS were in full-time employment, while 81% of pALS were
working part-time, unemployed, retired, or on disability.
Of those out of full-time employment, 61% of cases were
directly due to ALS (49% of total sample). Of the 87 pALS in
full (n=39) or part-time employment (n=49), 41% required
some adaptations or modifications to their workplace due
to their ALS—most commonly a need for extra/longer
breaks (15%). Overall, 68% of pALS were receiving caregiver
support, requiring a mean (SD) 51.8 (42.7) hours/week of
care; of these, 51% were cared for by their partner/spouse.
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Professional caregivers provided support for 17% of these
PALS, with a mean (SD) of 34.0 (35.9) hours/week of care.
Caregivers assisted with a range of activities, the most
reported being transportation (60%) and home mainte-
nance (54%). Half of pALS made home modifications; and
72% of pALS utilized mobility aids.

CONCLUSIONS: ALS directly affected employment for 49% of
PALS, resulting in an inability to work full-time, many of whom
also required support from caregivers as well as use of sup-
portive aids and modifications. The need for these additional
supports coupled with a loss of income through employment
changes may result in increased out-of-pocket costs for pALS.

SPONSORSHIP: ALS Wave II DSP is a wholly owned Adelphi
Real World Product. Mitsubishi Tanabe Pharma America,
Inc., was one of the multiple subscribers to the DSP, and
funded the analyses described here.

6 Managed care approaches to address unmet
patient needs in multiple sclerosis (MS): AMCP

Market Insights Program

Evans J', Montague A2, Kobernick M?, Wolff D% Richardson T

jannacevans@gmail.com; terry.richardson@impactedu.net

'BCBSTX; 2MSAA; 3BCBS Michigan; “Denise & Co, LLC;

SImpact Education, LLC

BACKGROUND: Multiple sclerosis (MS) is a chronic,
immune-mediated disease characterized by substantial
heterogeneity in clinical presentation, progression, and
treatment response. Despite therapeutic advances, many
patients experience ongoing disease activity and disability,
underscoring persistent unmet needs. Managed care orga-
nizations play a critical role in improving access to effective
treatments, optimizing disease management, and support-
ing value-based care strategies to address these gaps.

OBJECTIVE: To identify unmet patient needs in MS, review
disease pathogenesis and evolving subtypes, examine
advances in therapies targeting MS biology and disability,
and highlight payer perspectives on treatment value, end-
points, and the move toward biologically based diagnosis.

METHODS: A multidisciplinary roundtable was convened
by AMCP in December 2024, bringing together 10 partici-
pants, including health plans, integrated delivery networks,
PBMs, an insurance brokerage firm, an MS patient organi-
zation, and a neurology specialist. The program included
live polling to capture quantitative feedback and facilitated
discussions to gather qualitative insights.

RESULTS: Polling among 10 participants identified top unmet
needs in MS: preventing disability (80%); affordable treat-
ments, access to specialists, and timely use of effective
therapies (70% each); and disparities in communities of color

and social determinants of health, along with timely diag-
nosis (60% each). All respondents agreed on the importance
of addressing disability progression not related specifically
to relapses and early detection, supporting use of the 2024
McDonald criteria. Participants emphasized the need for
real-world evidence, updated guidelines, and early use of
high-efficacy disease-modifying therapy (DMT). Key chal-
lenges included care fragmentation, lack of comparative data,
need for standardized diagnostics and ICD-10 codes, and
improved budget predictability tools. Participants expressed
cautious optimism about Bruton’s tyrosine kinase (BTK)
inhibitors, viewing them as a novel approach with potential
to address unmet needs, particularly in progressive MS.

CONCLUSIONS: These AMCP Market Insights program find-
ings underscored the need for earlier diagnosis, timely
access to high-efficacy therapies, and updated guidelines
to improve MS outcomes. Payer and clinical stakeholders
expressed cautious optimism about emerging therapies like
BTK inhibitors. Collaborative, evidence-based approaches
will be essential for managed care organizations to address
persistent unmet needs and enhance care for individuals
living with MS.

SPONSORSHIP: Sanofi

65Use of health services by people living with
Angelman syndrome

Bird L!, Kymes S?, Householder K?, Ma X?, Pathan F*, Wu Z?,
Vera-Llonch M? Ibird@rchsd.org; skymes@ionis.com
'University of California San Diego/Rady Children’s
Hospital; 2lonis Pharmaceuticals; *)Komodo Health;
4Komodo Health, Inc.; °Ionis Pharmaceutical

BACKGROUND: Angelman syndrome (AS) is a rare genetic
leukodystrophy affecting people of all ages. The prevalence
is suspected to be 1in 15,000 live births in the United States.
While there have been previous reports of the cost of care,
the burden to the health care system, and, ultimately, fami-
lies, is not fully understood.

OBJECTIVE: To characterize the economic burden of medi-
cal care, in terms of dollars expended and frequency of
health service utilization, for people living with AS.

METHODS: A retrospective cohort study was conducted
using Komodo Health claims. Patients with AS were identi-
fied based upon two claims at least 30 days apart between
January 2021 and December 2023 with an ICD-10 code of
Q93.51. Patient characteristics and direct health care costs
are reported for each calendar year. Costs were adjusted to
2024 US dollars using the Consumer Price Index for Medi-
cal Care. Health care utilization is described for inpatient,
emergency room Vvisits, and outpatient services. We also
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provide some demographic description. We report charges
for 2023 and 2024. Utilization is reported only for 2023 due
to completeness of data.

RESULTS: A total of 1,109, 1,119, and 1,010 people living with
AS were identified in 2021, 2022, and 2023 respectively. They
were, on average, 19 years of age, 52% were male, and 50%
were Medicaid beneficiaries. The most common comorbidi-
ties were seizures (76%), respiratory complications (36%),
gastrointestinal disorders (41%), movement and mobility
disorders (31%), sleep disorders (28%), and scoliosis (12%).
Average total costs per person ranged from $33,989 in 2021
to $41,281 in 2023. In 2023, 14.6% of people with AS were
hospitalized for at least one day and 38% made at least one
visit to the emergency department during the year, with
approximately 1/4 of those visits resulting in an inpatient
admission. Of those with an inpatient visit, 36% included a
stay in the ICU. The mean length of stay in the hospital was
11 days, the median was 5 days. Home health services were
used by 52% of people with AS, and nearly 100% used out-
patient and pharmacy services.

CONCLUSIONS: People living with AS make substantial
use of health services. The average annual cost in excess
of $35,000 represents a substantial cost to payers and the
health system, but this cost represents but a fraction of the
burden of AS to caregivers, families, and society.

SPONSORSHIP: Ionis Pharmaceuticals

6 Analysis on the net costs of administering a prior
authorization policy for onabotulinumtoxinA in

the chronic migraine population

Kushwaha S, Gao X!, Dong Y?, Fuldeore M?, Park T?

sakshi.kushwaha@genesisrg.com; tae.park@abbvie.com

IGenesis Research Group; 2AbbVie Inc

BACKGROUND: Prior authorizations (PAs) are a common uti-
lization management technique meant to ensure the proper
usage of certain medication per clinical treatment guide-
lines and/or approved indications. While cost containment
may be another goal of PAs, the cost of administering and
reviewing PAs must also be considered.

OBJECTIVE: To understand the annual net financial impact
of administering a PA policy for onabotulinumtoxinA (ona-
botA) in the chronic migraine (CM) population.

METHODS: A cost calculator was constructed from the per-
spective of a hypothetical large national health plan of 10
million members using Microsoft Excel. First, the adminis-
tration costs were calculated by multiplying the expected
annual onabotA CM patient volume by the cost of review-
ing each PA, renewal, and appeal, which was set at $80 per
review and sourced from survey research data. Renewals
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were assumed to be required every 6 months. These costs
were then compared to the annual cost-savings from the PA
policy, which were calculated by the cost of onabotA ther-
apy averted based on PA and renewal approval rates (91.2%
and 98.1%, respectively). Approval rates were sourced from
open health care claims data in PurpleLab. Cost-savings
were then subtracted from administration costs to calcu-
late the net financial impact of the PA policy.

RESULTS: In a hypothetical health plan of 10 million mem-
bers, there was a total of approximately 8000 expected
users of onabotA for CM. The annual net financial impact of
administering the PA policy was approximately -$366,000,
indicating a net loss to the health plan. It is important to
note that this result is only when considering the CM indi-
cation, while onabotA has multiple approved indications for
which a PA policy may be in place.

CONCLUSIONS: The cost of administering a PA policy for
onabotA in the CM population exceeds the cost savings
from the policy.

SPONSORSHIP: AbbVie Inc.

6 Characteristics of Medicare Part D—eligible
patients at risk for qualifying for the concurrent
use of opioids and benzodiazepines Star Measure
Keast S!, Chamberlain J?, Aleman M3, Hendricks J%;
shellie.keast@medimpact.com; james.chamberlain@
medimpact.com; Jennifer.hendricks@medimpact.com
MedImpact; 2MedImpact Healthcare Systems; *Medimpact

BACKGROUND: The Medicare Star Ratings system is used by
consumers to compare the quality of health plans. The rat-
ings are published each year by the Centers for Medicare
and Medicaid Services (CMS). Beginning in January of 2025,
the concurrent use of opioids and benzodiazepines (COB)
measure will be included in the rating calculation.

OBJECTIVE: To explore the characteristics of Medicare
Part D members at risk of qualifying for the COB measure.

METHODS: Medicare eligible members who had at least one
day of overlap during calendar year 2024 of both an opi-
oid (OP) and benzodiazepine (BZD) prescription claim were
gathered and followed from the date of the initial claim to
the end of the calendar year. Members had to have an index
date in the first six calendar months. To be classified as
qualifying for the measure, members had to have two sepa-
rate claims for both OPs and BZDs and reach a minimum of
30 days of overlap. Characteristics of age, sex, initial claim
type, total OP and BZD claims, and time from index to quali-
fying were compared for those who qualified versus those
who did not reach the threshold.
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RESULTS: A total of 2,835 members were identified during
2024 as being at risk of qualifying for the COB measure. Of
those, 1,364 (48.1%) reached the 30 day overlap requirement.
Compared to non-qualifiers, those who qualified had a mean
age of 67.6 years (vs 69.8, P<0.0001), were more likely to be
female (72.8% vs 69.3%, P=0.04), have a mean BZD claim
count of 7.8 (vs 4.1, P<0.0001), a mean OP claim count of 9.7
(vs 5.5, P<0.0001), and have a mean days from index claim
to qualifying of 92.6 (P<0.0001). For those who qualified, the
largest proportion met the 30 day overlap criteria between
45 to 90 days post index claim (n=414, 30.4%).

CONCLUSIONS: With the CMS addition of COB to the Star
Measure ratings beginning with calendar year 2025 data, it
is important for plans to understand the population at risk of
qualifying in order to tailor interventions and improve their
Star Ratings. This study indicates that the key time frame
for intervention is within the first 90 days post index claim.

SPONSORSHIP: MedImpact Healthcare Systems, Inc.

6 Health care resource utilization and costs in
patients with multiple sclerosis treated with

ofatumumab vs ocrelizumab

Thakkar K, Tai M!, Brown B!, Chafetz L?, Taiji R?,

Vekeman F3, Gadkari A'; Karishma.thakkar@novartis.com

'Novartis Pharmaceuticals Corporation; 2STATLOG Inc;

S3STATLOG Inc.

BACKGROUND: Multiple sclerosis (MS), a chronic autoim-
mune disease, imposes substantial economic burden for
health care systems. Ofatumumab (OMB) and ocrelizumab
(OCR) are CD20-directed monoclonal antibodies approved
for treating relapsing MS. Real-world data can inform the
economic impact of OMB vs OCR in a broad MS population.

OBJECTIVE: To compare MS-related health care resource
utilization (HCRU) and associated costs between patients
treated with OMB vs OCR.

METHODS: A retrospective cohort study was performed
using Optum Clinformatics claims data (8,/2019 to 7/2024)
for adults with =1 OMB or OCR claim on or after 8,/20,/2020,
>1inpatient (IP) or >2 outpatient (OP) MS diagnoses =30 days
apart, continuous enrollment for =12 months (M) pre- and
>6M post-index, and persistent OMB or OCR use for >6M
post-index. Treatment (tx)-naive sub-cohorts included
patients without MS-specific disease-modifying therapy
(DMT) use 12M pre-index. Patients were matched 1:1 in over-
all and tx-naive cohorts to balance demographics, disease
characteristics, and resource use. MS-related HCRU and
costs were defined as IP stays with primary MS diagnosis
or OP/emergency department (ED) visits with MS diagno-
sis in any position, excluding claims with MS-related DMT

codes. Rate ratios were used to compare HCRU outcomes;
cost ratios were used to compare costs.

RESULTS: Of 2604 eligible patients (mean age: 49 years; 70%
female), 751 were in OMB cohort (315 tx-naive) and 1853 in
OCR (1104 tx-naive). Over a mean follow-up of 1.5 years, mean
OP visits per patient-year (PPY) (95% CI) was 8.64 (8.19-9.11) in
OMBvs 9.51(9.03-10.01) in OCR, demonstrating 9% lower inci-
dence for OMB (incidence rate ratio: 0.91; 95% CI: 0.84-0.98;
P<0.05). Mean OP cost PPY (95% CI) in follow-up was $3928
(S3448-54475) in OMB vs $4807 ($4246-$5442) in OCR,
equating to 18% lower OP costs for OMB (ratio: 0.82; 95%
CI: 0.68-0.98; P<0.05). Mean ED costs PPY (95% CI) in fol-
low-up was $212 ($139-$326) in OMB vs $383 ($265-$555) in
OCR, equating to 45% lower ED costs for OMB (ratio: 0.55,
95% CI: 0.31-0.98; P<0.05). ED visits, IP visits, and costs were
similar between groups. Consistent patterns were observed
in the tx-naive cohort, except ED costs.

CONCLUSIONS: OMB had significantly lower MS-related OP
visits and costs and lower ED costs compared to OCR. These
findings highlight a potential economic advantage of OMB
for patients, providers, and health system managers aiming
to reduce facility-based utilization and costs.

SPONSORSHIP: Novartis Pharmaceuticals Corporation

6 Effect of managed care educational interventions
in multiple sclerosis during a period of advancing

innovation

Leming J, Richardson T, Casebeer S;

terry.richardson@impactedu.net

Impact Education, LLC

BACKGROUND: While few new multiple sclerosis (MS) thera-
pies were approved over the past decade, understanding of
the disease—particularly smoldering inflammation and neu-
rodegeneration—advanced significantly. This shift outpaced
treatment guideline updates and payer policies, creating a
gap between emerging evidence and managed care decision-
making. To address this, a multi-year, multi-format continuing
education (CE) program was launched to update managed
care professionals on MS. The curriculum included consistent
outcomes measurements across diverse learning formats. In
2023, the program featured a live AMCP symposium, webcast,
on-demand activity, and infographic. The 2024-2025 series
added another live symposium with simulcast and a podcast.

OBJECTIVE: To evaluate changes in knowledge and com-
petence among managed care professionals regarding
evolving MS pathophysiology and therapies, characterize
learners and their engagement across formats, and describe
payer coverage updates.
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METHODS: This review analyzed data from multi-year CE
activities. Learner demographics, engagement patterns,
and post-activity changes in knowledge and confidence
were assessed across activities.

RESULTS: Seven hundred fifteen individuals registered for
at least one CE activity from March 2023 to April 2025; 255
learners completed pre- and post-surveys. Learners were
primarily clinical pharmacists (20%), specialty pharmacists
(19%), pharmacy directors (9%), and nurses (9%) with vary-
ing years of experience; 14% of learners completed more than
one CE activity. Confidence in describing neuroinflammation
rose from 37% to 81% (P < .01), and in assessing BTK inhibitors
from 33% to 70% (P < .01). Learners improved 33% in identi-
fying disease-modifying therapies that cross the blood-brain
barrier and increased confidence in interpreting real-world
evidence by 30% post-activity. Reported intent to change
or maintain practice/policies because of the education was
84%, with planned changes including applying evidence to
drug evaluations (37%), adopting collaborative care (31%),
and incorporating pharmacoeconomic evaluations (18%). The
highest engagement occurred with live webcasts (33%).

CONCLUSIONS: CE for managed care professionals can fill
gaps in disease state knowledge and competence to support
payer policy changes in the absence of updated guidelines.
Participation across multiple CE activities reflects sustained
interest in emerging science. Participation across formats
underscores the value of diverse educational interventions
in informing payer decision-making during periods of rapid
innovation.

SPONSORSHIP: Sanofi

7 Managed care approaches to address unmet
patient needs in idiopathic hypersomnia (IH):
AMCP Market Insights program
Haumschild R', Kobernick M? Rahman F3, Wolff D4,
Pangrace M, Contreras Z°, Kimmel D7
rhaumschild@gmail.com; mike.pangrace@impactedu.net
'Emory Winship Cancer Institute; BCBS Michigan;
SAmeriHealth Caritas; ‘Denise & Co, LLC; SImpact Education,
LLGC; ’Sharp Health Plan; "Hypersomnia Foundation

BACKGROUND: Idiopathic hypersomnia (IH) is a sleep disor-
der that causes excessive daytime sleepiness, sleep inertia,
and substantially decreased quality of life and that affects
nearly 100,000 Americans by some estimates. Comorbidities
are frequent, and delays in diagnosis complicate treat-
ment. IH is primarily managed with off-label stimulants and
wakefulness-promoting agents; currently, lower sodium
oxybate is the only Food and Drug Administration
(FDA)-approved treatment option.
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OBJECTIVE: To gain insights into health plan best practices
for IH diagnosis and management.

METHODS: A multidisciplinary virtual panel was convened by
AMCP in November 2024, bringing together 9 participants,
including representatives from health plans, a patient advo-
cacy group, and a sleep medicine specialist, among others. The
program included live polling to capture quantitative feedback
and facilitated discussions to gather qualitative insights.

RESULTS: Panelists acknowledge that disease burden and
delays in diagnosis significantly impact the quality of life of
patients with IH and identified improving timely, accurate
diagnoses as a key issue in IH. Regarding drug manage-
ment interventions, diagnosis by a sleep medicine specialist
is required as part of the coverage criteria according to
most panelists, as is an adequate trial of lower-cost generic
options prior to coverage of branded agents. Panelists appre-
ciate the utility of FDA approval; however, in a condition like
IH where most recommended medications are off-label but
have a supporting body of evidence for their use, consensus
guidelines are often the primary driver of coverage deci-
sions rather than solely FDA approval. Panelists suggested
the following health plan best practices as part of an overall
management strategy for IH: provider education, facilitat-
ing referrals to sleep medicine specialists and laboratories,
reviewing coverage policies according to the FDA label and
available consensus guidelines, and evaluating the safety of
individual medications and the presence of comorbidities.

CONCLUSIONS: These AMCP Market Insights program find-
ings underscore the need for more timely diagnoses in IH
via education in primary care and streamlined referrals to
sleep specialists, for example. Sleep specialists can facilitate
optimal treatment by assessing individual patient character-
istics against available off-label and FDA-approved agents.

SPONSORSHIP: Jazz Pharmaceuticals, Inc.

7 Health care resource use and clinical burden in
narcolepsy: An analysis of the All of Us research

program

Zhou Al, Irwin K2, Markt S®, Drachenberg C?, Beaty S?

Stroh J?, Wang J?, Zagari M?, Alexander J3, Whalen M?,

Saber J?, Wassel C3, Hutchinson B* caroleen.drachenberg@

jazzpharma.com, Silky.Beaty@jazzpharma.com

!Genesis Research Group; 2Innopiphany; *Jazz

Pharmaceuticals; ‘Chesapeake Cardiac Care

BACKGROUND: Narcolepsy is a central disorder of hyper-
somnolence primarily characterized by excessive daytime
sleepiness. While the clinical burden of narcolepsy is known,
key social determinants of health (SDoH) and the economic
burden remain poorly understood.
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OBJECTIVE: To describe health care resource utilization
(HCRU) and comorbidity burden among US individuals with
narcolepsy, overall and stratified by household income (HHI).

METHODS: A retrospective, observational study analyzed
electronic health record (EHR) and survey data from the All
of Us research program. Individuals with narcolepsy were
identified using SNOMED codes (1/1/2009 to 1/31/2022).
Non-narcolepsy participants were matched 3:1 to those
with narcolepsy at index (earliest narcolepsy diagnosis date)
on age, sex, earliest EHR encounter, time in EHR, and SDoH
survey completion. Regression models estimated adjusted
incidence rate ratios (IRRs) and odds ratios (ORs) with 95%
confidence intervals (CIs) for HCRU (reported per patient
per month [PPPM]) and comorbidities over baseline and
follow-up periods, overall and by HHI (< $50k, >$50Kk).

RESULTS: In total, 2766 participants (narcolepsy: n=694;
non-narcolepsy: n=2072) were identified (mean age: 49
years; 70% female). In unadjusted analyses among those
with HCRU >0, individuals with vs without narcolepsy had
higher mean (standard deviation) numbers of inpatient
days (IP; 0.25 [0.55] vs 0.14 [0.23]), outpatient visits (OP;
1.34 [1.84] vs 0.77 [1.16]), and emergency department visits
(ED; 0.21 [0.36] vs 0.15 [0.30]) PPPM. Similar trends were
observed when stratified by HHI. In adjusted models, those
with vs without narcolepsy had higher IRRs (95% CI) for IP
days (2.07 [1.55, 2.78]) and OP (1.51 [1.35, 1.70]) and ED visits
(1.70 [1.19, 2.43]) in baseline, as well as in follow-up. Higher
proportions of those with vs without narcolepsy had car-
diometabolic (CM) comorbidities, particularly among the
lower HHI group (hyperlipidemia: <$50k: 34.0% vs 24.7%,
>$50k: 32.8% vs 28.4%; obesity: <S50k: 38.0% vs 23.5%;
>$50k: 22.7% vs 16.7%). The associations between narcolepsy
and any CM comorbidity and obesity were stronger among
the lower- vs higher-income groups (OR [95% CI]: any CM
comorbidity: <$50k: 2.29 [1.70, 3.10]; >$50k: 1.69 [1.21, 2.34];
obesity: <$50k: 2.09 [1.54, 2.83]; >$50k: 1.52 [1.05, 2.20]).

CONCLUSIONS: Narcolepsy is associated with a higher
economic and comorbidity burden, which is exacerbated
by socioeconomic disparities. Earlier or more intensive
interventions may be warranted to improve outcomes, par-
ticularly among lower-income individuals.

SPONSORSHIP: Jazz Pharmaceuticals

7 Treatment patterns among patients with newly
diagnosed epilepsy in the United States

Terman S, Ong A?, Davis T3, Yu A%, Huang Y?, Park C?,

Thornton D? sterman@med.umich.edu; cjpark@xenon-

pharma.com

University of Michigan; ’Xenon Pharmaceuticals Inc.;

SInovalon

BACKGROUND: While prior studies have evaluated treat-
ment patterns among patients with epilepsy in the United
States, many predate recent therapeutic advancements and
do not categorize antiseizure medications (ASMs) by mech-
anism of action (MOA).

OBJECTIVE: To describe treatment patterns among newly
diagnosed patients with epilepsy, including treatment dura-
tion, sequencing, and transitions based on MOA.

METHODS: This retrospective study used 100% Medicare
Fee-for-Service claims and the Inovalon MORE2 closed
claims database (01/01/2016 to 12/31/2023) to identify
patients with incident epilepsy (01/01/2017 to 12/31/2019),
defined by >2 outpatient or =1 inpatient claims with spe-
cific ICD-10 codes (G40.0X, G40.1X, G40.2X, G40.5X,
G40.80X, G40.89, G40.9X). The index date was defined as
the initiation of the first line of therapy (LOT1) lasting =30
days. LOTs were constructed using daily drug arrays, with
agents started within 30 days of index considered part of
LOT1. LOTs ended at discontinuation (=60-day gap in all
treatment), switch (new agent with <30 days overlap), aug-
mentation (new agent with =230 days overlap), or partial drop
(discontinuation of one or more agents for =60 days). Up to
four LOTs were captured per patient. ASMs were grouped
by MOA: GABA, sodium channel blockers, calcium channel
blockers, SV2A, AMPA, and other/mixed.

RESULTS: A total of 90,738 patients met inclusion criteria
(median age 58 years; 55% female; 61% Caucasian). Among
those initiating treatment, 87% of patients began with a sin-
gle MOA regimen, with 41% of patients specifically initiating
therapy with an SV2A. Sankey analysis revealed that 34% of
patients remained on the same MOA from LOT1 to LOT2. A
notable portion who changed therapies eventually returned
to their index MOA; by LOT3, 27% of those who had changed
therapies in LOT2 had reverted to their index MOA. The
median duration of treatment was 5.4 months in LOT1, 3.8
months in both LOTs 2 and 3, and 3.3 months in LOT4. The
median time from the start of LOT1 to the initiation of LOT2
was 10.0 months, decreasing to 6.4 months between LOTs 2
and 3, and 5.8 months between LOTs 3 and 4.

CONCLUSIONS: Patients with newly diagnosed epilepsy
appear to cycle through ASMs with previously tried MOAs,
with a notable portion eventually returning back to their
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index MOA. Time to next treatment shortens with each
line of therapy, indicating faster treatment changes in later
lines. This pattern underscores not only the limited long-
term effectiveness of existing ASMs but also the lack of
novel MOAs in the current therapeutic landscape.

SPONSORSHIP: Xenon Pharmaceuticals Inc.

7 Persistence with eptinezumab and other
preventive treatments for chronic migraine in the

United States: Results of a retrospective, observational

cohort study

Joshi S!, Soni-Brahmbhatt S? Eisenberg D? Rieckmann A3

Graziadio A?, Miller D? DeShazo J¢, Lupton L%, Charleston L5

sjoshi@communityneuroservices.com; amgz@lundbeck.com
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USA; 2Lundbeck LLC, Deerfield, IL, USA; *H.Lundbeck

A/S, Copenhagen, Denmark;; “Real World Evidence, CVS
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BACKGROUND: In 2018, a new class of anti-calcitonin
gene-related peptide (aCGRP) preventive treatments was
introduced. Given the entry of these newer agents, it is
important to understand persistence among these thera-
pies alongside onabotulinumtoxinA, which is commonly
used for migraine prevention.

OBJECTIVE: To evaluate persistence in adults with chronic
migraine (CM) prescribed preventive aCGRP therapies or
onabotulinumtoxinA.

METHODS: This claims-based, observational cohort study
used data from the Aetna commercially insured (CI) and
Medicare Advantage (MA) database collected between Feb-
ruary 2020 and July 2024. This study included adults =18
years with a CM diagnosis within the 24-month observa-
tion period, defined as >12 months of pre- and post-index
continuous coverage, who had a claim for an FDA-approved
migraine-specific preventive treatment (gepants [atoge-
pant or rimegepant (preventive dosing)], subcutaneous [SC]
aCGRP monoclonal antibodies [mAbs], eptinezumab, or
onabotulinumtoxinA). Index was the initiation date of the
most recent qualifying treatment episode. The following
outcomes were evaluated separately for the CI and MA sub-
groups over the 12 months post-index: persistence (based
on days on therapy), proportion of days covered (PDC), and
medication possession ratio (MPR). Weighted sensitivity
analyses were also conducted on these outcomes.

RESULTS: This study included 76 and 164 participants on
eptinezumab; 642 and 797 on gepants; 2073 and 2194 on SC
aCGRP mAbs; and 1671 and 2638 on onabotulinumtoxinA
in the CI and MA subgroups, respectively. Twelve-month
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unweighted persistence with eptinezumab (52.6% and 31.7%)
was comparable to that with onabotulinumtoxinA (48.4%
and 39.6%) and higher than with gepants (21.7% and 16.8%)
and SC aCGRP mAbs (40.8% and 29.6%). Twelve-month
unweighted PDC and MPR results paralleled 12-month per-
sistence findings based on days on therapy. Participants
were significantly more likely to discontinue SC aCGRP
mAbs and gepants than eptinezumab (all P<0.003) in both
populations. Unweighted results were validated by the
weighted sensitivity analysis.

CONCLUSIONS: As an important component of migraine
care, itis critical to assess real-world treatment persistence.
This analysis focused on preventive aCGRP therapies and
onabotulinumtoxinA. Eptinezumab was similar to onabotu-
linumtoxinA and higher than gepants and SC aCGRP mAbs
across multiple persistence and compliance measures,
indicating favorable prospects for long-term, real-world
adherence.

SPONSORSHIP: H. Lundbeck A /S (Copenhagen, Denmark)

7 Longitudinal assessment of treatment costs in
patients with spinal muscular atrophy receiving

disease-modifying therapies

Toro Jimenez W', Yang M?, Song W2, Lemus Wirtz E?, Ye D%

walter.toro_jimenez@novartis.com

'Novartis Pharmaceuticals Corporation; 2Analysis Group, Inc.

BACKGROUND: Spinal muscular atrophy (SMA), a rare neu-
romuscular disorder, was a leading genetic cause of infant
mortality prior to the introduction of disease-modifying
therapies (DMTs). Three DMTs are approved in the United
States for SMA: nusinersen (initial approval 2016; intrathe-
cal injection; 4 loading doses over 3 months followed by
once every 4 months; all ages), risdiplam (initial approval
2020; once-daily oral solution/tablet; all ages), and onase-
mnogene abeparvovec-xioi (initial approval 2019; one-time
intravenous infusion; patients aged <2 years).

OBJECTIVE: To assess, given their expected long-term use,
real-world treatment costs (medication and administration)
associated with nusinersen and risdiplam.

METHODS: Patients with SMA receiving nusinersen or ris-
diplam aged >2 years were identified from the 2016-2024
Komodo Health Research Database Plus. Dosing patterns
and treatment costs were assessed each year separately for
nusinersen (up to 5 years) and risdiplam (up to 4 years).

RESULTS: A total of 2743 /1121 patients treated with nusin-
ersen/risdiplam, respectively, were included, with the
median (IQR) age at 17(9, 30)/23(10, 36) years, close to half
covered by Medicaid (42.5%/46.5%), followed by commercial
plans (41.1%/31.5%) and Medicare (14.5%/20.6%). Median
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(IQR) follow-up was 5.5 (3.7, 6.7) years for nusinersen-treated
patients and 1.1(0.6, 3.1) years for risdiplam-treated patients.
Among nusinersen-treated patients, 2511 (91.5%) had evalu-
able data in year 2: 1683 (67.0%) maintained on treatment,
while others discontinued or switched to risdiplam;in year 5,
1905 (69.4%) had evaluable data and 753 (39.5%) maintained
on nusinersen, with an overall median 3 injections per year.
Median annual treatment cost of nusinersen was $504,173 in
year 1 and $438,788-$548,608 in years 2-5. Among patients
treated with risdiplam, about half (544, 48.5%) discontinued
in the first 3 months; in year 2, 556 (49.6%) had evaluable
data: 413 (74.3%) maintained on risdiplam, while others dis-
continued or switched to nusinersen; in year 4, 273 (24.4%)
had evaluable data and 174 (63.7%) maintained on risdiplam.
High discontinuation of risdiplam in year 1 resulted in a
median annual risdiplam cost of $143,331 in year 1. Among
those continuing risdiplam, median costs were $257,681-
$289,340 in years 2-4.

CONCLUSIONS: Among patients with SMA treated with
nusinersen or risdiplam, low treatment persistence was
observed. Patients who maintained on the respective thera-
pies consistently incurred high treatment costs over time.

SPONSORSHIP: Novartis Pharmaceuticals Corporation

7 What aspects of treatment are important to
people living with neuromyelitis optica spectrum

disorder (NMOSD)? A qualitative study
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Eliasson L2 msinghO8@amgen.com
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BACKGROUND: NMOSD is a rare autoimmune disease that
affects the optic nerve and spinal cord, leading to vision loss
and paralysis. Several treatments aim to suppress inflam-
mation and prevent future relapses. There has been little
research exploring patients’ experience of NMOSD and what
matters most to people when making treatment decisions.

OBJECTIVE: To explore patients’ experiences of NMOSD and
treatment and to identify aspects of NMOSD treatments
that are important to patients.

METHODS: A review of published literature and one-to-
one virtual interviews with expert physicians were used to
develop study materials for virtual focus groups with adults
living with NMOSD. Ethics approval was obtained. Partici-
pants were asked to rank a list of treatment attributes in
order of importance before taking part in the focus group.
Focus group discussions followed a semi-structured guide.
Deidentified transcripts were thematically analyzed using
MAXQDA.

RESULTS: The literature searches identified 9 clinical trials,
6 qualitative studies, and 6 quantitative studies exploring
patients’ experiences of NMOSD and treatment. The list of
treatment attributes identified from the review were refined
in interviews with two expert physicians. Seven women
living with NMOSD in the United States (mean age 37 years)
took part in two focus groups. Themes identified from
the focus groups included 1) symptoms and their impact,
2) impacts on quality of life, 3) experiences and perceptions
of relapse, 4) experiences and perceptions of treatment, and
5) important aspects of treatment. Participants reported
experiencing symptoms including nerve pain, visual impair-
ment, fatigue, swelling, and paralysis. Symptoms impacted
activities of daily living (e.g., walking, personal care), fam-
ily life, the ability to work, and independence (e.g., being
unable to drive because of vision loss). Participants identi-
fied the prevention of relapse and disability as the most
important aspects of NMOSD treatment. Other attributes of
importance to participants were improvement of symptoms,
the risk of side effects, the need for additional treatment
(e.g., steroids), regulatory approval, out-of-pocket costs,
mode and frequency of administration, safety in pregnancy,
and requirement for vaccination.

CONCLUSIONS: This qualitative study highlighted the
impacts of NMOSD and identified aspects of treatment that
may be important to people living with NMOSD when mak-
ing decisions about treatment. The findings will be used to
develop a quantitative survey to assess the relative impor-
tance of each attribute.

SPONSORSHIP: The study is sponsored by Amgen Inc.

7 Retention rates across clinical trials of anti-CGRP
monoclonal antibodies for migraine prevention
Blumenfeld A', Patel F?, Kapur N?, Grossman S?, Duvall J%;
ablumenfeldmd@gmail.com; fopa@lundbeck.com
'The Los Angeles Headache Center, Los Angeles, CA, USA;
The San Diego Headache Center, San Diego, CA, USA;
“Lundbeck LLC, Deerfield, IL, USA; *Headache Specialists of
Oklahoma, Tulsa, OK, USA

BACKGROUND: Eptinezumab, an anti-calcitonin gene-
related peptide (CGRP) monoclonal antibody (mAb), has
demonstrated early and sustained migraine-preventive
effects and a favorable safety profile in adults with migraine
in clinical trials.

OBJECTIVE: To assess retention rates across select phase
3/3b trials of eptinezumab, as well as similarly designed tri-
als of subcutaneous anti-CGRP mAbs.
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METHODS: Clinical trial data were used to assess reten-
tion rates for adults treated with eptinezumab and other
anti-CGRP mAbs for prevention of migraine. Included epti-
nezumab trials were the 104-week, open-label, single-arm
PREVAIL trial and 72-week DELIVER trial (included 24-week
placebo [PBO]J-controlled and 48-week dose-blinded exten-
sion period). Similar trials of other anti-CGRP mAbs relative
to PREVAIL (248-week trials in chronic migraine [CM])
were included: REGAIN (galcanezumab), phase 2 trial (ere-
numab) and HALO CM (fremanezumab). For DELIVER (trial
in participants for whom 2-4 migraine-preventive treat-
ments have failed), similar trials of other anti-CGRP mAbs
were included: CONQUER (galcanezumab), LIBERTY (ere-
numab), and FOCUS (fremanezumab). In general, retention
rates were calculated by dividing number of participants
who completed the trial/visit by number of participants
enrolled /randomized to active treatment.

RESULTS: Eptinezumab demonstrated high retention rates
of 78.1% at the end of the PREVAIL trial (Week 104) and
90.4% at the end of the DELIVER extension period (Week
72). Eptinezumab exhibited high long-term retention rates
throughout PREVAIL in participants with CM, with retention
rates of 92.2% and 89.8% at Weeks 48 and 60, respectively.
The retention rate for galcanezumab was 80.7% at Week 48
(end of REGAIN); retention rates for erenumab and freman-
ezumab were 74.1% and 79.0%, respectively, at Week 64 (end
of the phase 2 and HALO CM trials, respectively). Among
individuals with migraine for whom 2-4 prior migraine-
preventive treatments have failed, retention rates were high
(>95%)across anti-CGRP mAbs at Weeks 12 and 24. Retention
rates for included trials beyond 24 weeks were only avail-
able for eptinezumab (DELIVER; >90% through Week 72)
and erenumab (LIBERTY; 85% by Week 64).

CONCLUSIONS: Eptinezumab demonstrated high, long-term
retention rates for preventive treatment in participants with
CM and those with migraine for whom 2-4 prior migraine
preventive treatments have failed. These findings suggest a
high level of participant satisfaction with continued treat-
ment of eptinezumab.

SPONSORSHIP: H. Lundbeck A /S (Copenhagen, Denmark)
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7 Productivity losses among individuals diagnosed
with narcolepsy or idiopathic hypersomnia
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BACKGROUND: Narcolepsy and idiopathic hypersomnia (IH)
are associated with higher comorbidity burden and health
care costs, compared to the general population; however,
data on productivity losses and associated indirect costs
are limited.

OBJECTIVE: To describe productivity losses and direct and
indirect costs in individuals with narcolepsy or IH compared
with individuals without narcolepsy or IH, respectively.

METHODS: MarketScan linked to the Health and Produc-
tivity Management (HPM) Database (01/2017 to 12,/2023)
was used to identify individuals with narcolepsy or IH
(using ICD-10 diagnosis codes), propensity score matched
1:2 to individuals without narcolepsy or IH, respectively, on
demographics and matched diagnosis (index) date. Inclu-
sion criteria included age 18 to 65 years and 365 days of
continuous medical, pharmacy, and HPM enrollment in
both the pre- and post-index periods. Short-term disability
(STD), long-term disability (LTD), workplace absence (WA),
and workers’ compensation (WC) days missing from work
and their corresponding indirect costs were descriptively
analyzed.

RESULTS: A higher proportion of individuals with narcolepsy
had a claim for STD (n=351/2553; 13.7%) compared with
non-narcolepsy (n=404/5106; 7.9%); LTD (n=16/2553; 0.6%
vs n=28/5106; 0.5%) and WC (n=56/1812 vs n=111/3624;
both 3.1%) claims were similar between groups. A smaller
proportion of individuals with narcolepsy had WA claims
(n=205/407; 50.4% vs n=509/814; 62.5%). Individuals with
narcolepsy had 18 more days of STD off, 30 more days of LTD
off,and 0.5 more days of WA offbut had 6 fewer days of WC off.
This corresponded to higher STD ($2983), LTD ($4977), and
WA ($74) indirect costs but lower WC ($882) indirect costs in
individuals with narcolepsy compared with non-narcolepsy.
A higher proportion of individuals with IH vs non-IH had a
claim for STD (n=99/950; 10.4% vs n=151/1900; 7.9%), LTD
(n=7/950; 0.7% vs n=8/1899; 0.4%), WC (n=23/597; 3.9% vs
n=34/1194; 2.9%), and WA (n=140/179; 78.2% vs n=243/358;
67.9%). Compared with non-IH individuals, individuals with
IH had more STD (1), LTD (6), WC (14), and WA (1) days off,
corresponding to higher STD ($144), LTD ($899), WC ($2372),
and WA ($129) indirect costs.
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CONCLUSIONS: Individuals with narcolepsy or IH had higher
indirect costs than those without these conditions, due to
higher disability work absences and associated productivity
losses. Findings underscore the need for improved manage-
ment to mitigate excess personal and societal costs.

SPONSORSHIP: Jazz Pharmaceuticals
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BACKGROUND: The phase 3 PREVAIL study, a single-arm,
open-label, long-term safety trial, demonstrated a favor-
able safety profile that aligned with other trials and showed
reductions in migraine burden over a 2-year period for par-
ticipants treated with eptinezumab.

OBJECTIVE: To evaluate whether early clinical response
(ie, 250% or 275% reduction in headache days within the first
1 or 2 doses) using headache frequency from the Migraine
Disability Assessment (MIDAS) predicted long-term main-
tenance of response.

METHODS: PREVAIL was a single-arm, open-label trial that
evaluated the long-term outcomes of eptinezumab treat-
ment in adults aged 18 to 65 years with chronic migraine
(CM). Participants received 300 mg of eptinezumab admin-
istered intravenously every 12 weeks. This post hoc analysis
assessed the proportion of participants with a >50% or
>75% reduction in monthly headache days (MHDs), based on
the reduction in MIDAS-derived headache frequency after
the first (Weeks 1-12) or second (Weeks 13-24) dosing inter-
vals, who sustained that reduction through the subsequent
12-week dosing intervals up to Week 84.

RESULTS: Out of the 128 participants enrolled in PREVAIL,
100 had complete MIDAS-derived headache frequency data
at all time points through Week 84 and were included in
this post hoc analysis. Among the 78 (78%) participants who
achieved >50% reduction in MHDs at Weeks 1-12, 78% (61)
maintained that reduction through the subsequent dosing
intervals up to Week 84. Likewise, of the 77 (77%) partici-
pants who attained >50% reduction in MHDs at Weeks
13-24, 83% (64) maintained that reduction through the

remaining dosing intervals. For the participants with >75%
reduction in MHD at Weeks 1-12 (63 participants [63%]) and
Weeks 13-24 (55 participants [55%]), 54% (34) and 69% (38),
respectively, maintained that reduction through the subse-
quent dosing intervals.

CONCLUSIONS: More than half of the participants who
achieved =50% or 275% reduction in MHDs following the
first or second dose continued to experience reductions in
headache frequency with ongoing eptinezumab treatment.
This suggests that an early response may serve as a predic-
tor of sustained response.

SPONSORSHIP: H. Lundbeck A /S (Copenhagen, Denmark)

79Prevalence and incidence of generalized anxiety
disorder among adults in the United States
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Duong P!, McIntyre R, Strawn J°; eferries@mindmed.co
MindMed,; *Trinity Life Sciences; *Value & Access Advisors,
LLC; “Department of Psychiatry, University of Toronto,
Brain and Cognition Discovery Foundation BCDF;
SUniversity of Cincinnati

BACKGROUND: Generalized anxiety disorder (GAD) is a
chronic psychiatric illness characterized by excessive, dif-
fuse, and uncontrollable worry. GAD impairs functioning,
diminishes quality of life, and is associated with a substan-
tial economic burden. Yet despite its widespread impact,
prior estimates of incidence and prevalence and burden of
GAD are outdated and have varied widely in the literature.

OBJECTIVE: To characterize the incidence and prevalence of
GAD in adults in the United States using claims data.

METHODS: This retrospective study used closed claims data
from the Komodo Healthcare Map database to examine
patients with GAD. Patients were identified using ICD-10
diagnosis codes and GAD-related pharmacological treat-
ments. Payer-complete claims were used to estimate annual
and multi-year prevalence and incidence. Prevalence esti-
mates were calculated by applying diagnosis rates (by age,
gender, and payer channel strata) over each time period
from the Komodo database and scaling these estimates to
the US population using Census data. The denominator for
diagnosis rates included patients with continuous enroll-
ment during each reported year. Incidence was estimated
by identifying patients with a new GAD diagnosis in a given
year, following at least two years of continuous enrollment
without a prior GAD diagnosis.

RESULTS: The annual 1-year prevalence of GAD among US
adults steadily increased from 5.4% (13.3M) in 2020 to 6.6%
(16.4M) in 2023. For the years 2021-2023, the projected 3-year
prevalence was 25.3M (10.3% of the US adult population).
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Patients were predominantly female (67.4%), middle-aged
(mean age: 43.7), and commercially insured (60.6%; as
compared to 21.5% for Medicare and 17.9% for Medicaid).
Demographic distributions stayed relatively consistent year
over year over this time frame, with a median age of 41 years.
Annual incidence rate ranged from 2,082 cases per 100,000
in 2020 to 2,267 cases per 100,000 in 2023, suggesting an
influx of newly diagnosed cases year over year.

CONCLUSIONS: These findings suggest that more than 1 in
10 US adults were affected by GAD over a three-year period,
with annual prevalence steadily increasing from 2020 to
2023. Given the lack of current data, these real-world find-
ings highlight the substantial and growing burden of GAD in
the US population; this research sheds light on the magni-
tude of GAD, utilizing real world data. Future research could
elucidate this burden by identifying the clinical, economic,
and humanistic challenges underlying these epidemiologic
estimates.

SPONSORSHIP: Mind Medicine (MindMed) Inc.
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BACKGROUND: People with narcolepsy or idiopathic hyper-
somnia (IH) often have sodium-associated comorbidities,
which may contribute to economic burden.

OBJECTIVE: To quantify health care resource utilization
(HCRU) and costs for individuals with vs without narcolepsy
or IH.

METHODS: Komodo Research Data (01/01/2016 to
01/31/2024) were used to identify continuously enrolled
individuals diagnosed with narcolepsy or IH (index: first
diagnosis) and 2 comparator cohorts without narcolepsy
or IH (index: randomly selected), entropy balanced 1:5 on
demographics. Individuals with narcolepsy or IH with >1
sodium-associated risk factor (RF) in the 12 months pre-
index were classified as high-risk (HR); those without any
RFs were low-risk (LR). Negative clinical outcomes (NCOs)
were new-onset or progression of sodium-associated
events occurring after index. Annual all-cause HCRU and
costs (2024 USD) were assessed over =12 months post-index
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and compared between individuals with narcolepsy or IH vs
comparators and HR vs LR subgroups using log link general-
ized linear models, reported as incidence rate ratios (IRRs)
or mean differences (MDs) with 95% confidence intervals.

RESULTS: Among individuals with narcolepsy or IH
(narcolepsy: n=29,317; IH: n=11,951) vs comparators (non-
narcolepsy: n=146,585; non-IH: n=59,755), annual mean
inpatient (IP) days (narcolepsy: IRR=2.18 [1.99-2.40]; IH:
IRR=1.35 [1.18-1.56]), and outpatient (OP; narcolepsy:
IRR=2.13 [2.09-2.16]; IH: IRR=2.17 [2.12-2.22]) and emer-
gency department (ED; narcolepsy: IRR=1.74 [1.66-1.82];
IH: IRR=1.52 [1.42-1.62]) visits were higher. Mean annual
costs for individuals with narcolepsy or IH were higher vs
comparators, including all-cause (narcolepsy: MD =$9234
[$8815-59653]; IH: MD=56966 [$6453-S7478]), RF-related
(narcolepsy: MD=81865 [$1706-$2023]; IH: MD=S$1399
[S1250-$1549]), and NCO-related (narcolepsy: MD=$2517
[$2331-$2704]; IH: MD = $1713 [$1470-$1955]) costs. Individu-
als with narcolepsy or IH were more likely to see specialists
(neurology/sleep medicine [narcolepsy: 57.4% vs 12.9%; IH:
57.6% vs 12.3%]; cardiology [narcolepsy: 37.7% vs 22.3%; IH:
38.2% vs 21.2%]). Annual mean IP days, OP and ED visits, and
all-cause annual costs were higher in HR individuals (nar-
colepsy: n=17,227; IH: n=7542) vs LR individuals (narcolepsy:
n=12,090; IH: n=4409), with 77%-80% of total mean cost
differences attributable to RFs or NCOs.

CONCLUSIONS: Individuals with vs without narcolepsy or IH
have higher economic burden, often due to sodium-associ-
ated RFs and NCOs. Risk management to mitigate avoidable
HCRU and costs is needed.

SPONSORSHIP: Jazz Pharmaceuticals
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BACKGROUND: Alzheimer disease (AD) is among the costliest
illnesses for older individuals and is increasingly straining
health care systems and caregivers alike. Previous reviews
fail to present a comprehensive perspective, overlooking
the nuanced interplay, and totality of, unmet medical needs.

OBJECTIVE: To characterize the total societal burden of AD
by care setting and disease severity.

METHODS: A targeted literature search of systematic
reviews, cost-of-illness, and observational studies published
between 2013 and 2024 was conducted on MEDLINE and
Embase to identify articles reporting the economic burden
of AD. Gray literature was hand-searched. Both direct and
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indirect costs were assessed, including societal burdens not
often reported by AD-specific cost-of-illness studies such
as financial delinquencies.

RESULTS: A total of 81 articles were reviewed, including 20
systematic reviews and 61 studies or reports. Most stud-
ies focused on community-dwelling (41%) or mixed-care
settings (40%). More than 70% of studies reported costs sep-
arately by disease stage, with 23% addressing patients with
MCI. Findings consistently showed that the societal costs of
AD increased significantly with advancing disease stages,
with some variations across regions (Europe: 32%-150%;
North America: 29%-67%; Asia: 34%-144%). Direct costs also
rose with disease progression, with non-medical expenses
(e.g., social care, home assistance, institutionalization),
increasing disproportionately compared to medical costs.
This review identified direct costs that are unique to AD, such
as additional heating bills due to limited mobility (additional
£118-£913 PPY) and costs related to police call outs to find
lost and wandering individuals with AD (£7-£48 PPPY). Indi-
rect costs, particularly informal caregiving, accounted for
approximately half of total societal costs, regardless of care
setting, disease severity, region, or cost calculation method.
Across studies, caregivers were predominantly female,
retired, and often the spouses of patients. Where reported,
the average number of caregivers per patient ranged from
1.60 to 2.62 for those with MCI or AD, increasing as disease
progressed. Informal caregiving was sometimes reported to
exceed 30 hours per week for mild disease, reaching up to
120 hours per week in severe disease, and remained a sub-
stantial burden even in institutionalized settings.

CONCLUSIONS: This review offers a comprehensive analysis,
drawing from studies conducted over more than a decade, to
illustrate the significant societal economic burden AD across
care settings, cost categories, disease stages, and regions.

SPONSORSHIP: Eisai Inc.
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BACKGROUND: Amyotrophic lateral sclerosis (ALS) is a
rapidly progressive neurodegenerative condition where
early access to neurologic care and treatment can poten-
tially modify disease trajectory and health care utilization.
However, real-world evidence assessing the role of referral
timing on treatment initiation and downstream clinical and
economic outcomes remains limited.

OBJECTIVE: To evaluate the association between timing of
specialty neurology referrals and symptoms management,
treatment initiation, and downstream health care utiliza-
tion and costs.

METHODS: We conducted a retrospective analysis utilizing
anonymized claims data covering both medical and phar-
macy benefits and the period from Jan 2017 to Apr 2025.
Adults diagnosed with ALS (ICD-10 G12.21) between 2021 and
2023. Patients with any missing relevant data were excluded.
We tracked two phases of the patient journey: (1) symptom
onset to ALS diagnosis and (2) diagnosis to treatment ini-
tiation. Referral timing was defined as the interval between
onset of symptoms and first neurology visit. Patients were
categorized as having timely (<90 days), moderate (91-180
days), or delayed (180+ days) referrals. Outcomes included
use of disease-modifying therapies, hospitalizations, emer-
gency department visits, and total health care costs within
6 and 12 months after diagnosis.

RESULTS: Among 8,294 ALS patients eligible for our analy-
sis identified, 60% received a neurology referral within first
6 months of symptoms onset (45% within 90 days and 15%
between 90 and 180 days), while 40% had referrals delayed
beyond 6 months. Median time from onset of symptoms to
neurologist visit was 118 days. ALS-specific medication ini-
tiation was faster in the early referral group (<90 days) with
a median of 173 days for therapy initiation, while it was 198
days for moderate referrals (90-180 days) compared to 474
days in the delayed referral group (180 days+). An additional
analysis to be explored is whether timely referral was asso-
ciated with lower total health care costs over 12 months
post-diagnosis compared to delayed referrals.

CONCLUSIONS: Timely specialty referral following ALS
symptom onset is associated with earlier treatment ini-
tiation and better alignment with clinical guidelines.
Interventions to streamline referral pathways in ALS care
could enhance patient outcomes. This analysis underscores
the value of real-world data in optimizing care transitions in
rare, high-cost neurological conditions.

SPONSORSHIP: Syneos Health
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BACKGROUND: Dipeptidyl peptidase-4 (DPP4) inhibitors and
glucagon-like peptide-1(GLP-1)receptor agonists are options
for glycemic management in type 2 diabetes patients. These
medications overlap in mechanism of action, both target-
ing the incretin pathway. Diabetes clinical guidelines do not
include this combination in treatment recommendations.
Blue Cross Blue Shield of Michigan (BCBSM) implemented
a diabetes deprescribing academic detailing initiative tar-
geting the GLP-1 and DPP4 combination to improve patient
safety and enable cost savings.

OBJECTIVE: To assess proportion of GLP-1 and DPP4 com-
bination use before vs after prescriber academic detailing
during 2022, 2023, and 2024.

METHODS: Retrospective study of commercial BCBSM
pharmacy claims from 5/26/2021 to 8/31/2024. Included
members were assigned by detailing year (DY): 2022, 2023,
and 2024. Two pharmacists provided academic detailing
by telephonic outreach to the provider office followed by a
faxed report with a list of the practice’s identified members
with opportunity for deprescribing. Members were excluded
from analysis if they terminated pharmacy coverage prior
to the assessment date for each evaluation year. Primary
outcome evaluated was change in combination use within 7
months post-detailing start date. Inferred due to detailing
was defined as the final fill of discontinued medication was
on or after the detailing begin date of DY evaluated.

RESULTS: Total diabetes deprescribing opportunity targets
were 651 members (DY 2022), 70 members (DY 2023), and 161
members (DY 2024). After applying exclusion criteria, total
population evaluated was 547 members (DY 2022), 58 mem-
bers (DY 2023), and 148 members (DY 2024). For DY 2022, 235
members continued combination therapy (43%), 75 mem-
bers stopped both (13.7%), 237 members stopped one of the
therapies (43.3%). For DY 2023, 4 members continued com-
bination therapy (6.9%), 18 members stopped both (31%),
36 members stopped one of the therapies (62.1%). For DY
2024, 81 members continued combination therapy (54.7%),
11 members stopped both (7.4%), and 56 members stopped
one of the therapies (37.9%). Across each DY, stopping DPP4
only or GLP-1 only was inferred due to detailing for 80 mem-
bers (33.8%, DY 2022 [n=237]), 9 members (25%, DY 2023
[n=36]), and 13 members (23.2%, DY 2024 [n="56]).
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CONCLUSIONS: Although the proportion of members who
stopped either DPP4 or GLP-1varied by DY, academic detailing
remains a valuable strategy to deliver prescriber education to
impact current and future diabetes deprescribing behaviors.

SPONSORSHIP: BCBSM
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BACKGROUND: Managed care pharmacist (MCP) programs
to optimize cost-effective drug therapy via a pharmacist-
to-prescriber telephonic intervention may result in drug
therapy changes and savings. To derive and report annu-
alized intervention savings, programs often assume full
adherence and enrollment for a year after intervention
for a drug therapy regimen change. As these assumptions
may not be accurate, a forensic evaluation of actual sav-
ings allows for a more accurate understanding of program
impact and can be used to validate initial estimates.

OBJECTIVE: To validate savings for an MCP program follow-
ing all drug therapy optimization change cases for up to 2
years from therapy change date compared to an annualiza-
tion intervention savings methodology.

METHODS: Drug therapy optimization change cases from
Jan 2021 through Oct 2022 for the HighTouchRx product,
servicing ~6.6 million commercially insured members per
month, were tracked for up to 2 years from the claims
change date. Initial annualized savings estimates were cal-
culated by an MCP and assumed continuous enrollment
and adherence to therapy for 1 year from the claims change
date. Forensic evaluation assessed savings from actual
claims through the earliest of a stop, reversion, or change
to the drug regimen, disenrollment, or 2 years. Drug regi-
men stopping was defined as a 60-day gap in supply. Savings
from the two methods were compared descriptively.

RESULTS: All 611 drug regimen change cases over 22 months
were reviewed. One hundred twenty (19.6%) involved single
claim savings and therefore were not annualized, resulting
in $1,941,028 savings not included in the savings validation.
Of the remaining 491 (80.4%) cases, the initial annualized
savings estimate calculated a savings of $16,747,305 and the
2-year forensic evaluation method calculated a savings of
$21,423,531. Savings from the forensic method were greater
than or equal to the annualized estimates for 287 (58.5%)
of 491 cases. Elimination of duplicate drug therapy was the
most common savings case category that persisted beyond
a year, accounting for 151 (53.0%) of 287 cases with greater
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or equal savings. The most common reason for lower case
savings was disenrollment prior to 1 year, 75 (36.8%) of 204.

CONCLUSIONS: Overall, a forensic review of 611 MCP inter-
vention drug therapy change cases demonstrated $21.4
million savings, a 28% higher savings than $16.7 million sav-
ings reported when using an annualized method. These
results support using a 1-year annualization savings meth-
odology as a pragmatic and conservative approach for
savings calculations resulting from MCP interventions.

SPONSORSHIP: Prime Therapeutics
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BACKGROUND: One of the prevailing trends in the managed
care space is GLP-1 hyper-utilization. This trend of utilizing
high-cost medication for a relatively broad patient popula-
tion poses potential concerns for the future. With increasing
need to balance access with affordability, research needs to
be conducted to understand the clinical value of these types
of therapies. In addition, obesity prevalence among trans-
plant candidates is increasing and poses an increased risk
for complications post-transplant. Patients with obesity are
less likely to be referred, waitlisted, and transplanted, and
these disparities are especially prevalent among minorities.
Options for pre-transplant weight loss include diet, exer-
cise, and bariatric surgery. With incretin-based therapies
(IBT) such as GLP-1 receptor agonists (GLP1-RA) and dual
GLP-1RA /glucose-dependent insulinotropic polypeptide
(GLP-1RA/GIP) agonists, there are now more options for
pre-transplant weight loss.

OBJECTIVE: To compare the early effectiveness and value
of IBT in pre-transplant patients initiating IBT versus those
that did not initiate IBT.

METHODS: This was a single-center, retrospective cohort
study of adult patients referred to the TRANSFORM clinic
for pre-transplant weight loss from 1/2024 to 12/2024 and
started on IBT in addition to diet and exercise recommen-
dations. The primary descriptive endpoint was the percent
weight loss from baseline. Secondary endpoints included
BMI reduction from baseline, dialysis-free survival, dialysis-
free, patient survival, and organ transplant.

RESULTS: This analysis included pre-transplant patients that
initiated IBT (n=41) and pre-transplant patients that did not
initiate IBT (n=34). The off-IBT group had a significantly lower
EPTS at baseline and significantly fewer insurance approvals

overall. At the date of analysis, patients on IBT lost an aver-
age of 9.65% body weight compared to 0.33% body weight for
those that did not receive IBT (P< 0.001). BMI reduction was
3.9 kg/m? in the IBT group versus 0.15 kg/m? in the off-IBT
group (P<0.001). Despite the significant difference in EPTS
at baseline, patient survival, dialysis-free survival, and organ
transplant at 6 months were similar between groups.

CONCLUSIONS: Early analysis of IBT for pre-transplant
weight loss reveals promising results in percent weight loss
and BMI reduction but is less clear with respect to overall
transplant outcomes. Longer follow-up studies are needed
to assess further effectiveness and value. IBT could be an
important tool for increasing access to successful organ
transplantation for patients with obesity.

SPONSORSHIP: None
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BACKGROUND: Chronic hand eczema (CHE) is an inflam-
matory skin disease of the hands and wrists, marked by
dryness, itchiness, pain, fissures, and blistering and is
defined as symptoms lasting >3 months or relapsing twice
in a year. Despite its burden, no FDA-approved treatments
are currently indicated for CHE and real-world data on its
economic impact are limited.

OBJECTIVE: To assess the economic burden of moderate to
severe CHE by evaluating health care resource utilization
(HRU) and costs in the United States.

METHODS: This retrospective claims study used Komodo
Research Data (01/2016 to 04/2024). Adults with =1
SNOMED CT code for CHE or hand eczema (first observed:
index date) and =1 ICD-10-CM code for eczema/dermati-
tis (L20.x; L23.x-1L.25.x; L30.x) were included. Moderate to
severe CHE was defined by eczema-related systemic or
phototherapy use, and patients were further categorized
into non-mutually exclusive cohorts based on treatment(s)
received at any time post-index: cohort 1 (22 systemic
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therapy claims; n=3,529), cohort 2 (=1 claim for immuno-
suppressants, retinoids, monoclonal antibodies, or oral JAK
inhibitors; n=551), and cohort 3 (1 claim for monoclonal
antibodies or oral JAK inhibitors; n=239). Baseline charac-
teristics were assessed in the 12-month pre-index period.
Eczema-related HRU and costs were reported per patient
per year (PPPY; 2023 USD) during treatment, from first
prescription fill to last day of supply.

RESULTS: The study included 6,295 patients with moderate
to severe CHE (mean age: 48.2 years; 63.8% female; 76.6%
commercially insured). Comorbidities included allergic rhi-
nitis (15.6%), asthma (12.3%), anxiety (21.0%), and depression
(16.2%), with higher rates in cohort 3. Average treatment
duration was 2 years in cohort 1 and 1.5 years in cohorts 2
and 3. Outpatient visits accounted for most eczema/derma-
titis-related HRU, with 1.3, 3.0, and 4.7 visits PPPY in cohorts
1-3, respectively. Total eczema/dermatitis-related costs
PPPY increased with treatment intensity, totaling $1,876 in
cohort 1, $9,505 in cohort 2, and $21,682 in cohort 3. Phar-
macy costs were the primary driver, contributing $1,221,
$8,898, and $20,760 PPPY, respectively.

CONCLUSIONS: This real-world analysis underscores the
economic burden of moderate to severe CHE in the United
States, particularly among patients treated with monoclonal
antibodies or oral JAK inhibitors. These findings highlight
the need for effective, targeted treatments that reduce
reliance on costly and potentially misaligned therapeutic
escalation, especially in the absence of FDA-approved ther-
apies specific to CHE.

SPONSORSHIP: LEO Pharma Inc.
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BACKGROUND: Atopic dermatitis (AD) is a chronic inflam-
matory skin condition characterized by intense itching,
redness, dry skin, and recurring eczematous lesions. Treat-
ment options include topical therapies (e.g., corticosteroids)
and systemic treatments (e.g., biologics and JAK inhibitors).
Tralokinumab is indicated for the treatment of moderate to
severe AD in adult and adolescent patients whose disease is
not adequately controlled with topical therapies, or when
those therapies are not advisable.
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OBJECTIVE: To evaluate the budget impact of tralokinumab
in a hypothetical US commercial health plan with 1 million
(M) members.

METHODS: Budgetary impact of tralokinumab was esti-
mated by comparing the expected 3-year differences in
costs of systemic therapy in adult and adolescent patients
with moderate to severe AD across two scenarios: Includ-
ing Tralokinumab and No Tralokinumab. Other available
treatments included dupilumab, abrocitinib, upadacitinib,
lebrikizumab, and nemolizumab. Patients could initiate
systemic therapy with any treatment or switch from dupi-
lumab to an alternative treatment option. Adults receiving
tralokinumab, and adults or adolescents receiving lebriki-
zumab or nemolizumab who achieved clear, or almost clear
skin, could transition to a less frequent dosing schedule
(e.g., Q2W to Q4W), leading to fewer doses and lower over-
all treatment costs. Market shares for treatments were
informed by forecasting data and treatment costs were
based on 2025 wholesale acquisition costs. Dosing and
administration of treatments aligned with FDA prescribing
information.

RESULTS: Of the 1M plan members, 412, 518, and 652 are
estimated to receive systemic treatment in years 1-3,
respectively. Total costs without tralokinumab in years 1-3
total $21.0M, $27.7M, and $35.9M, respectively. Comparable
costs with tralokinumab total $20.6M (A-0.5M), $26.6M
(A-1.1M), and $34.1M (A-1.8M). This results in an estimated
cumulative cost saving of $3.4M (adults = $2.3M; adoles-
cents = S1.IM) by year 3. Over 3 years, the cumulative cost
savings per member and per member per month totaled
$3.4 and $0.09, respectively. These results are largely driven
by competitive skin clearance rates, low monthly treatment
costs of tralokinumab vs other treatments, and the option
to transition from tralokinumab Q2W to Q4W dosing among
adults.

CONCLUSIONS: Use of tralokinumab in patients with mod-
erate to severe AD as an alternative treatment option to
dupilumab, abrocitinib, upadacitinib, lebrikizumab, and
nemolizumab could result in significant cost savings for US
health plans.

SPONSORSHIP: LEO Pharma, Inc.
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decreased use of additional topical therapies
and limited escalation to systemic treatments

Liu J!, Desai K2, Teng C?, Stockbower G?, Chen P?, Willey V2,
Sturm D JinLiu@incyte.com

Incyte Corporation; *Carelon Research

BACKGROUND: Ruxolitinib cream has shown efficacy with a
well-tolerated safety profile in patients aged >2 years with
mild to moderate atopic dermatitis (AD) in clinical trials.
Early real-world data in adolescents and adults have shown
efficacy and safety results consistent with clinical trial
observations.

OBJECTIVE: To examine the long-term effect of ruxolitinib
cream on real-world treatment patterns in AD, including
among patients previously treated with topical (corticoste-
roids[TCS], calcineurininhibitors[TCI],phosphodiesterase-4
[PDE-4] inhibitors) or systemic (corticosteroids, biologics)
therapy.

METHODS: A retrospective cohort analysis was conducted
using claims data from the Healthcare Integrated Research
Database (HIRD) to identify ruxolitinib cream users aged >12
years from October 1, 2021, to July 31, 2022. The index date
was the first ruxolitinib cream claim. The study included a
6-month baseline period and an 18-month follow-up, divided
into 3 intervals: months 1-6, 7-12, and 13-18. Biologic therapy
experience was determined based on baseline treatment
history.

RESULTS: Ruxolitinib cream users (N=1269) with a mean
(SD; range) of 2.4 (2.3; 1-19) ruxolitinib cream fills over 18
months were included. Of biologic-naive patients (n=1038),
92.7%, 91.8%, and 91.0% did not receive biologic therapy
during months 1-6, 7-12, and 13-18, respectively. Of biologic-
experienced patients (n=231), 17.3%, 28.6%, and 35.5% did
not receive biologic therapy during months 1-6, 7-12, and
13-18, respectively. TCS use declined from 53.0% at baseline
to 29.8% in months 1-6, 26.3% in months 7-12, and 25.5%
in months 13-18. TCI use decreased from 14.2% at base-
line to 5.9% in months 1-6, 4.3% in months 7-12, and 5.3%
in months 13-18. Topical PDE-4 inhibitor use was reduced
from 4.3% at baseline to 2.2% in months 1-6, 1.4% in months
7-12, and 1.3% in months 13-18. Systemic corticosteroid use
declined steadily, with cumulative prednisone-equivalent
dose reduced from 78.4 mg at baseline to 67.5 mg in months
1-6, 56.0 mg in months 7-12, and 53.7 mg in months 13-18.

CONCLUSIONS: At 18 months after initiation of ruxolitinib
cream, biologic-experienced patients continued to show
reduced biologic treatment fills. Among biologic-naive
patients, the majority (>90%) did not escalate to biologic
therapy. Additionally, use of both topical and systemic

corticosteroids decreased over time. These trends sug-
gest that ruxolitinib cream remains an effective treatment
option for adolescents and adults with AD, reducing the
need for additional topical therapies and limiting escalation
to systemic treatments.

SPONSORSHIP: Incyte Corporation
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A retrospective study of patient demographics

and insurance coverage from 2018 to 2023
Rodriguez-Silva J', Mudumby P?, Maughn K', Fisher M';
PMudumby@statinmed.com

ISTATinMED; 2STATinMED, LLC

BACKGROUND: Atopic dermatitis (AD) is a chronic inflam-
matory skin condition affecting both children and adults,
often leading to reduced quality of life and increased health
care utilization. Recent years have seen growing interest in
the epidemiology of AD, particularly how trends vary by age,
insurance coverage, and access to care.

OBJECTIVE: To analyze shifts in AD prevalence, patient age,
and insurance coverage from 2018 to 2023.

METHODS: This retrospective study analyzed data from the
STATinMED RWD Insights database, an all-payer medical
and pharmacy claims source, to evaluate trends in atopic
dermatitis (AD) from January 1, 2018, to December 31, 2023.
The analysis focused on patients with a diagnosis of AD
identifying both pediatric (<18 years) and adult (=18 years)
populations. Patient demographics including age, sex, race,
and insurance type were extracted for each year.

RESULTS: The percentage of AD patients as a proportion of
the total population remained consistent over the years,
ranging between 0.17% and 0.19%. In 2018, AD patients rep-
resented 0.17% of the population (465,067 out of 267 million),
increasing slightly to 0.19% in 2019 (499,283 out of 267 mil-
lion). The percentage then stabilized at 0.18%, reaching the
same proportion in 2023 (495,297 out of 277 million), indicat-
ing a steady prevalence relative to the overall population. A
notable shift occurred toward an older AD population. The
number of pediatric AD patients (< 18 years) decreased sig-
nificantly, from 109,010 (23.4%) in 2018 to 19,169 (3.87%) in
2023, while adult AD patients (=18 years) rose substantially,
from 356,057 (76.6%) in 2018 to 476,128 (96.13%) in 2023. Insur-
ance coverage trends also shifted. Commercial insurance for
AD patients grew from 50.59% (235,299 patients) in 2018 to
56.80% (281,329 patients) in 2023. Conversely, the proportion
of AD patients covered by Medicare decreased from 25.98%
(76,395 patients) in 2018 to 19.62% (74,003 patients) in 2023.
Similarly, Medicaid coverage dropped from 16.43% (120,804
patients) in 2018 to 14.94% (97,176 patients) in 2023.
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CONCLUSIONS: This study highlights key trends in AD epi-
demiology from 2018 to 2023. The proportion of pediatric
AD patients declined from 23.4% in 2018 to 3.87% in 2023,
while the adult population grew from 76.6% to 96.13%. Insur-
ance coverage patterns also shifted: commercial coverage
increased from 50.59% to 56.80%, while Medicare and Medic-
aid coverage declined. These findings emphasize the need for
targeted policies to address the growing adult AD population
and the impact of insurance changes on care management.

SPONSORSHIP: STATinMED, LLC

Digital Health and Technology

1 16Integration of artificial intelligence in clinical
decision-making at leading health systems

Miller C, Terrone C, Gregory G; cynthia.miller@precisionvh.

com; christopher.terrone@precisionaq.com

Precision AQ

BACKGROUND: To engage effectively with health systems
adopting Al in clinical decision-making, manufacturers
need a clear understanding of current capabilities and inte-
gration levels. This insight can inform how they structure
evidence, deliver data, and collaborate with Al-enabled
providers.

OBJECTIVE: To assess how health systems are using Al plat-
forms, the degree of integration with clinical systems, and
perceived benefits from using Al in clinical decision-making.

METHODS: Precision AQ conducted a survey of 25 health
system decision-makers in March 2025. Participants were
selected from a database and screened based on their
organization’s use of Al in clinical decision-making, either
extensively or in pilot stages, and their involvement in Al
policy.

RESULTS: When screening potential participants, two-
thirds reported their organizations are either extensively
using or piloting Al for clinical decision-making. Among
respondents completing the survey, all confirmed their
organizations use Al in clinical decision-making, either
extensively (76%) or in a pilot capacity (24%). Most health
systems (72%) report using commercial Al platforms such as
Tempus or Epic, while fewer developed platforms in-house
(16%) or partnered with third-party vendors (8%). Few orga-
nizations (28%) have achieved full integration of their Al
solutions with their electronic health records (EHRs), while
72% report partial integration. No respondents selected “no
integration.” Perceived benefits of using Al in clinical deci-
sion-making included improved adherence to treatment
guidelines (84% of respondents), reduced clinician workload
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(80%), improved patient outcomes (80%), and reduced time
to treatment decisions (72%). When asked how Al decisions
are aligned with clinical guidelines, 56% of respondents
indicated that systems are regularly updated to reflect
changes in guidelines, while 24% rely on clinician validation
of Al recommendations. Pharmaceutical manufacturers
are not widely perceived as influential in shaping Al-driven
drug selection. Only 8% of respondents believed biopharma
has a significant influence, while 52% said they have some
influence, 32% said minimal, and 8% said none.

CONCLUSIONS: Health systems have rapidly adopted com-
mercial Al platforms with high expectations for improved
care delivery, but integration with EHRs and alignment with
clinical guidelines remain incomplete. It will be essential for
manufacturers, clinicians, and payers to better understand
how these Al-driven workflows evolve over time, shape
patient care and treatment decisions, and impact clinical
outcomes and costs.

SPONSORSHIP: Precision AQ

11 Accelerating quality gap closure with
artificial intelligence: Clinical natural

language processing and large language model-driven

extraction of HEDIS measures from structured and

unstructured medical records

Chintala T', Bhargava S?, Jain P!, Garg B!, Sharma S%;

toshi.chintala@datalinksoftware.com; saurabh.bhargava@

datalinksoftware.com; priyank.jain@datalinksoftware.

com, bhrigu.garg@datalinksoftware.com; simran.sharma@

datalinksoftware.com

Datalink Software; *DataLink Software

BACKGROUND: Improving patient health outcomes is a core
objective of value-based care models, which reward health
care organizations for delivering high-quality, efficient care.
A critical component of achieving these outcomes is the
timely identification and closure of quality gaps. However,
variability in clinical documentation formats, especially
CCDs, CCDAs, and PDFs, significantly hinders timely HEDIS
measure abstraction and substantially increases the man-
ual effort required to collect and validate clinical evidence.
Artificial intelligence (Al) solutions, particularly clinical NLP
and large language models (LLMs), are reshaping this land-
scape by enabling large-scale accurate extraction of quality
indicators from diverse clinical data formats—both struc-
tured and unstructured.

OBJECTIVE: To design and validate an Al-based solu-
tion leveraging Clinical NLP and LLMs for rapid, accurate
extraction of HEDIS measures from heterogeneous clini-
cal data sources, thereby enabling providers and payers to
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accelerate quality gap closure, enhance reporting work-
flows, and advance population health initiatives.

METHODS: A modular Al framework was developed, inte-
grating targeted clinical NLP pipelines with context-aware
extraction algorithms powered by LLMs. The system was
trained and tested on a diverse dataset of CCDs, CCDAs,
and unstructured PDFs sourced from multiple EHRs. A
comparative analysis was conducted against manual review
processes, focusing on key outcomes such as extraction pre-
cision, time to gap closure, and a positive financial impact
resulting from improvements in operational efficiency.

RESULTS: The deployment of the Al solution for depres-
sion screenings, mammograms, and colonoscopies led to a
45% reduction in the time required to identify open gaps,
achieved 92% extraction accuracy, and resulted in a 2.5x
increase in chart review throughput. Providers reported
increased confidence in documentation workflows, while
payers observed accelerated reporting cycles and a positive
impact on Star Ratings trajectory.

CONCLUSIONS: Al-powered HEDIS measure extraction from
both structured and unstructured clinical records pres-
ents a significant opportunity for health plans and provider
groups to enhance quality performance, maximize incentive
revenues, and optimize resource utilization. Clinical NLP
and LLMs are emerging as key enablers of scalable, data-
driven care management strategies within value-based care
frameworks.

SPONSORSHIP: Datalink Software LLC

1183eyond rule-based risk stratification:
Redefining risk for better care coordination in

managed care through artificial intelligence

Sharma S!, Chintala T', Garg B, Jain P!, Bhargava S
simran.sharma@datalinksoftware.com; toshi.chintala@
datalinksoftware.com; bhrigu.garg@datalinksoftware.com;
priyankjain@datalinksoftware.com; saurabh.bhargava@
datalinksoftware.com

Datalink Software; 2DataLink Software

BACKGROUND: Proactively identifying evolving risk and
high-risk members is essential to improving outcomes
and costs in managed care. Traditional rule-based models,
built on static thresholds, often miss the full complexity of
member health profiles. In contrast, artificial intelligence
(Al) offers a dynamic, data-driven approach that captures
evolving risk patterns across multiple variables with greater
predictive accuracy.

OBJECTIVE: To evaluate how an Al algorithm outperforms
traditional rule-based approaches in member risk strati-
fication and how variables such as comorbidities, SDoH,

demographics, lifestyle, utilization patterns, HEDIS care
gaps, and lab results improve precision and granularity of
risk differentiation.

METHODS: We conducted a retrospective analysis using de-
identified medical, pharmacy claims, and clinical data from
a large payer population. Natural language processing (NLP)
was applied to longitudinal health data—including comor-
bidities, medications, HEDIS measures, and SDoH—to create
unique health risk profiles. This captured the evolving, non-
linear nature of individual risk over time. Profiles were fused
with structured data like lab results and utilization, then
regressed against real-world cost metrics. This integrated
approach enabled dynamic, personalized risk scoring and
cohesive stratification into actionable risk categories.

RESULTS: To benchmark our in-house AI model, we
compared its performance against the CMS-HCC risk
adjustment model using the same member population. Risk
strata—high, medium, and low—were derived based on pre-
dicted risk scores from both models. The Al model produced
distinct strata with average per-member costs of $31,078
(high-risk), $2,680 (medium-risk), and $439 (low-risk), ver-
sus $22,219, $4,525, and $1,953 under CMS-HCC, showing Al
better segregates members. Strata quality was quantified
using the Davies-Bouldin Index (DBI), where lower values
indicate better-defined strata. Across all risk tiers, the Al
model outperformed the rule-based approach (DBI for high:
AI=0.47vs. HCC=0.55; medium: AI=0.55vs. HCC=0.58; low:
Al=0.52 vs. HCC=0.61), indicating more compact and well-
separated member groupings by Al.

CONCLUSIONS: AT significantly improves member risk strat-
ification over traditional models by recognizing complex
variable interactions and dynamic risk signals. Incorporat-
ing Al-driven stratification into managed care workflows can
enhance early intervention strategies, optimize resource
allocation, and advance value-based care.

SPONSORSHIP: Datalink Software LLC

11 Al meets evidence synthesis: A comparative
review of Al performance in systematic

literature screening

Patil D', Kallmes K?; dev.patil@nested-knowledge.com;

kevin.kallmes@nested-knowledge.com

Nested Knowledge, St. Paul, MN, USA; 2Nested Knowledge

BACKGROUND: Artificial intelligence (AI) based tools are
used to assist with the time-consuming screening process
and support systematic literature reviews (SLRs). The Al
modelsvary on their designs—ranging from general-purpose
foundational models to custom or disease-state-specific
pipelines to tools purpose-built for systematic reviews.

Vol. 31, No. 10-d | October 2025 | JMCP.org



OBJECTIVE: This Al-assisted review attempts to methodi-
cally analyze and compare the performance of different Al
approaches used for SLR screening: foundational models,
custom-built systems, and SLR-specific platforms. In addi-
tion to offering recommendations for choosing Al solutions
for systematic review tasks, the objective is to evaluate
which tools are most appropriate for scalable, high-quality
evidence synthesis.

METHODS: We included all studies reporting accuracy sta-
tistics for Al-based screening for SLRs. This review was
completed in AutoLit (Nested Knowledge). An Al-driven
Smart Search identified 3,251 candidate studies, of which 20
were included based on Robot Screener-assisted screening.
Accuracy, sensitivity, specificity, and F1 scores were extracted
from underlying studies and compared across model types
qualitatively and with summary/descriptive statistics.

RESULTS: The performance of various Al techniques for
screening systematic reviews differs widely. Foundational
models (GPT-4, Claude-3.5, Gemini-1.5, BONSAI + KRS)
averaged 81.7% accuracy and 0.77 F1 score; custom models
(NLP-assisted classifier, Deep learning classifier, FastText +
SVM with AL, pBERT) show great metrics show high sensi-
tivity in some cases (e.g., up to 98.7%) but had average 81.2%
accuracy and 0.50 F1 score. Tools designed specifically for
systematic reviews, while most included a human-curation
step, provided the best performance, exhibiting 99% accuracy
on average and 96.1% sensitivity, though F1 was not available.

CONCLUSIONS: Purpose-built SLR technologies are more
accurate and more appropriate for large-scale screening in
SLRs than foundational models and custom models, which
exhibit varied performance and may lack specialization in
the SLR screening task. Curation may be needed in any Al-
assisted methodology, but Al tools displayed consistently
high accuracy and sensitivity.

SPONSORSHIP: None

120Coverage gaps and reimbursement barriers
for FDA-authorized prescription digital

therapeutics: A systematic review of US health plan
policies from 2018 to 2025

Matter A, Wong Z; m0470126@stu.mcphs.edu

MCPHS

BACKGROUND: Prescription digital therapeutics (PDTs) are
FDA-authorized software-based treatments for conditions
such as substance use disorder, ADHD, insomnia, and type
2 diabetes. Despite strong clinical evidence and regulatory
approval, coverage by US payers has remained limited due
to challenges in benefit classification, billing infrastructure,
and reimbursement policies.
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OBJECTIVE: To assess trends in US payer coverage of
FDA-cleared PDTs from 2018 to 2025, focusing on benefit
designation, formulary status, billing practices, and policy-
level access barriers.

METHODS: A systematic review of literature published
from January 2018 to June 2025 was conducted using
PubMed, Embase, and CINAHL. A total of 12 studies met
inclusion criteria. Eligible sources described Medicare,
Medicaid, or commercial payer coverage of FDA-autho-
rized digital therapeutics. Data were extracted on benefit
type (e.g., pharmacy, medical, or telehealth), billing codes,
coverage policies, and formulary placement. Additional
gray literature, including CMS documents, payer web-
sites, and trade publications, was reviewed to capture
recent developments.

RESULTS: Coverage remained inconsistent across pay-
ers. By 2022, around 20% of PDTs, including reSET-O,
Somryst, and EndeavorRx, were included on commercial
formularies, typically under pharmacy or specialty tiers.
Roughly 30% of commercial plans covered at least one
PDT for diabetes, while fewer than 15% covered behavioral
health-related PDTs. Medicare lacked a defined benefit
category for PDTs, creating reimbursement challenges.
Although CMS introduced a general billing code for digital
behavioral therapies in 2022, product-specific codes were
not yet available. Medicaid coverage varied by state, with
limited adoption through pilot programs. Most payers
had not formally incorporated PDTs into their technol-
ogy assessment or formulary review processes. Coverage
was often limited to case-by-case approvals or short-term
initiatives.

CONCLUSIONS: Despite clinical and regulatory advance-
ment, prescription digital therapeutics face persistent
coverage and reimbursement barriers across US payers.
The absence of formal benefit categorization, product-spe-
cific billing codes, and consistent evaluation frameworks
limits widespread adoption. Addressing these gaps through
CMS guidance, standardized coding, and evidence-based
coverage criteria may improve access and support broader
integration into care delivery.

SPONSORSHIP: None
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Drug Pricing, Payment, and
Reimbursement
Cost-effectiveness of epcoritamab vs

12 glofitamab in relapsed/refractory diffuse
large B-cell lymphoma (R/R DLBCL) after at least 2
lines of therapy in the United States

Alshreef A!, Fox C?, Riedell P?, Qu T%, Jun M® Mutebi A°, Li H},
Meng Y¢, Wang A!; abualbishr.alshreef@abbvie.com

'School of Medicine, University of Nottingham, Nottingham,
United Kingdom; David and Etta Jonas Center for Cellular
Therapy, University of Chicago, Chicago, IL, USA; 3Genesis
Research Group, Hoboken, NJ, USA; work conducted at
Lumanity, Bethesda, MD, USA; “‘Genmab US, Inc, Plainsboro,
NI, USA; °AbbVie Inc, North Chicago, IL, USA; *Lumanity,
Bethesda, MD, USA

BACKGROUND: Subcutaneous (SC) epcoritamab and intrave-
nous (IV) glofitamab are US-approved CD3xCD20 bispecific
antibody treatments for third-line plus relapsed/refractory
diffuse large B-cell lymphoma (3L+ R/R DLBCL).

OBJECTIVE: To evaluate the cost-effectiveness of epcori-
tamab vs glofitamab in R/R DLBCL after >2 therapy lines
from a US health care perspective.

METHODS: A partitioned survival model with 3 health
states (progression free, progressive disease, and death)
based on overall survival (OS) and progression-free survival
(PFS) was developed. Epcoritamab patient-level data were
obtained from the DLBCL cohort of the EPCORE NHL-1 trial
(NCT03625037, data cutoff April 2023, N =139). Publicly avail-
able aggregate data were used for the glofitamab trial cohort
(NCT03075696, Dickinson et al 2022, N=155). Parametric
survival models were evaluated for statistical fit and clinical
plausibility of epcoritamab extrapolated OS, PFS, and time to
treatment discontinuation. Based on an unanchored match-
ing-adjusted indirect comparison, a statistically significant
OS benefit was demonstrated for epcoritamab vs glofit-
amab from 6 months onward (hazard ratio [HR] [95% CI])
(<6 months: 1.12 [0.72-1.74]; =6 months: 0.57 [0.34-0.94]).
The PFS HR was 1.04 [0.77-1.40]. Health states utilities were
based on EPCORE NHL-1 EQ-5D-3L data and published US
value sets. Drug costs and other resource use data were
based on package inserts, US standard sources (Redbook
WAC, CMS physician fee schedules), and literature. Based on
expert opinion, no additional drug costs were incurred for
epcoritamab after 2 years in the base case. Outcomes and
costs were discounted by 3% annually. Probabilistic, one-
way sensitivity analyses and scenario analyses were used to
assess model robustness.

RESULTS: Epcoritamab use resulted in a mean gain of 2.35
life-years (LYs) and 1.33 quality-adjusted LYs (QALYs) vs
glofitamab, with a cost difference of $125,797 over a life-
time horizon, leading to an incremental cost-effectiveness
ratio (ICER) of $94,585 per QALY. Scenario analyses using
a 3-year treatment duration and an unlimited epcoritamab
treatment duration led to ICERs of $111,727 and $129,635,
respectively. Epcoritamab was cost-effective vs glofitamab
at a US willingness-to-pay threshold of $150,000 per QALY
in the base case and scenario analyses. The average cost per
LY was $53,140 less for epcoritamab vs glofitamab.

CONCLUSIONS: SC epcoritamab provides meaningful LY and
QALY gains vs IV glofitamab. This analysis demonstrates
that epcoritamab is a cost-effective option for managing
R/R DLBCL from a US health care perspective.

SPONSORSHIP: AbbVie; Genmab A/S
1 3 Budget impact of Symbravo (MoSEIC meloxicam
and rizatriptan) to health plans in the United
States for the acute treatment of migraine in adults
Kuruvilla D', Graham C?, Erbe A3, Grinnell T¢, DePue R?,
Zhao Y®; deenakuruvilla@gmail.com; rdepue@axsome.com
Brain Health Institute, Westport, CT, USA; 2RTI Health
Solutions, Research Triangle Park, NC, USA; *RTI Health
Solutions, Durham, NC, USA; “Axsome Therapeutics, New
York, NY, USA; *Axsome Therapeutics, Inc.

BACKGROUND: Migraine is a debilitating neurologic con-
dition that often requires prompt and effective acute
treatment to limit healthcare resource utilization; how-
ever, existing treatments are often suboptimal. Symbravo
(MoSEICTM meloxicam and rizatriptan [mMR]; formerly
AXS-07), a novel, multimechanistic oral therapy, recently
received US approval for the acute treatment of migraine
with or without aura in adults.

OBJECTIVE: To estimate the budget impact of adding mMR
to the formulary of a US third-party health plan (commer-
cial or Medicare) for acute migraine treatment.

METHODS: A budget impact model was developed to esti-
mate costs before and after the adoption of mMR to a health
plan with 1 million covered lives over 3 years. This model
included existing acute migraine therapies such as dihy-
droergotamine mesylate, gepants (rimegepant, ubrogepant,
zavegepant), lasmiditan, and triptans (eletriptan, naratrip-
tan, rizatriptan, sumatriptan, zolmitriptan). We sourced
inputs from published literature, clinical trial data, and
real-world prescription data. We assumed a 1.3% annual
growth rate for migraine and a 1% annual market uptake for
mMR. Eligible populations included adults aged 18-64 (com-
mercial) and 265 years (Medicare) who receive prescription
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medications for acute migraine treatment. The model
accounted for drug acquisition costs, adverse event manage-
ment, rescue medication use in 2-hour nonresponders, and
additional health care resource use (outpatient, emergency
department, hospitalization) in 12-hour nonresponders. We
compared total annual costs with and without mMR and
conducted one-way sensitivity analyses.

RESULTS: In a commercial plan, mMR added $24,822, $50,289,
and $76,415 to total annual costs in years 1-3, respectively, for
10,808, 10,948, and 11,090 patients treated for migraine. For
Medicare, mMR added $46,603, $94,418, and $143,469 annu-
ally for 12,394, 12,555, and 12,719 patients. The modest increase
in drug acquisition costs was largely offset by reductions in
adverse event costs and health care resource utilization. Incre-
mental per-member-per-month costs remained negligible
over years 1-3: $0.0021, $0.0042, and $0.0064 for commercial
and $0.0039, $0.0079, and $0.0120 for Medicare plans. Sensi-
tivity analyses confirmed the robustness of these findings.

CONCLUSIONS: mMR adoption at a 1% annual uptake for the
acute treatment of migraine results in negligible budget
impact for US health plans over a 3-year horizon. Its cost
profile, coupled with reductions in associated health care
resource use, supports its formulary inclusion.

SPONSORSHIP: Axsome Therapeutics, Inc.

1 3 Understanding state Medicaid spending on
prescription drugs: A 10-state comprehensive

analysis of net state Medicaid drug spending as part of

the total Medicaid budget

Doherty B!, Silas M?; bdohertl@its.jnj.com

Johnson & Johnson Innovative Medicine; 2J&J

BACKGROUND: In recent years, the cost of health care, and
specifically prescription drugs, has become a topic of inter-
est for policymakers. US state legislatures are considering
and advancing legislation on payment limits and other drug
pricing policies, including establishing Prescription Drug
Affordability Boards (PDABs) and Health Care Availability
and Access Boards.

OBJECTIVE: To put these policy discussions into context,
this research aims to provide an estimate of net state Med-
icaid spending on prescription drugs in 10 states (CA, CO,
FL, MA, MI, NY, OH, OR, PA, and WA) in FY 2023 with sig-
nificant Medicaid spend and/or policy discussions around
spend in fiscal year (FY) 2023 based on publicly available
sources (e.g., state budgets, Centers for Medicare and Med-
icaid Services (CMS) reports).

METHODS: State Medicaid drug expenditures and drug
rebate income were analyzed to generate an overview of
state spending on prescription drugs and estimate Medicaid
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drug spending as a percentage of total Medicaid expendi-
tures for 10 states in FY 2023. Medicaid data from sources
included Medicaid State Drug Utilization Data, Medicaid
Budget and Expenditure System/State Children’s Health
Insurance Program (CHIP) Budget and Expenditure System
(MBES/CBES) Form CMS-64, and state budget documents.
Limitations include uncertainty regarding inpatient hospital
spending on drugs due to bundled payments (i.e., drug costs
not separately identified from hospital costs), MCO spending
on prescription drugs due to limited public reporting, and a
lack of transparency across states as to what types of infor-
mation states publish relating to Medicaid spending. This
analysis does not consider state 340B drug spending because
of the lack of available information about the use of 340B
drugs for Medicaid beneficiaries.

RESULTS: Using publicly available data, state Medicaid net
prescription drug spending as a percentage of overall Medic-
aid budget ranged from 4.7% to 14.3% across 10 states. These
findings are near or below the national rate of drug spend-
ing as a share of overall health care spending of 14%, which
is also below the average drug spending share of medical
spending across comparable countries. Manufacturer drug
rebates back to states ranged from $83M (OR) to $1.9B (NY).

CONCLUSIONS: This analysis demonstrates that state Med-
icaid programs are estimated to be spending near, or below,
the US national average on prescription drugs. While high
drug pricing makes headlines and is often the focus of
legislation and policymaker attention, drug pricing is not the
main driver of state Medicaid spending based on this estimate.

SPONSORSHIP: Johnson & Johnson
13 Unmasking alternative funding programs:
Patient outcomes and prescription journey
Zuckerman Al, Kim C? Lager T4, Freedman R?,
Loucks J°, Barrus S% Thomas K’, McCarthy K8, Georgieva D,
Gabelman D, Thomas K", Moore R, Williford K5;
autumn.zuckerman@vumc.orqg
Wanderbilt Specialty Pharmacy, Vanderbilt Health; 2Shields
Health Solutions; 3Ochsner Health; “‘Cleveland Clinic
Specialty Pharmacy; °The University of Kansas Health
System; SUniversity of Utah Health; 'Froedtert Health
Specialty Pharmacy; 8University of Rochester Medical
Center; °MUSC Health; °MetroHealth Specialty Pharmacy;
lUniversity of Illinois Chicago; ?Vanderbilt University
Medical Center; *Vanderbilt Specialty Pharmacy

BACKGROUND: Alternative funding programs (AFPs) exclude
high-cost medications from patients’ pharmacy benefits
and seek to obtain medication through alternative sources.
Research describing the methods and outcomes of AFPs is
needed.
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OBJECTIVE: To evaluate the prescription journey and patient
outcomes in patients forced to use an AFP.

METHODS: A multisite prospective cohort study including
patients identified as enrolled in an AFP with a specialty medi-
cation referral sent to a health-system specialty pharmacy
(HSSP) in 2024 was conducted. Data were collected by each
site and imported into a shared data warehouse for analysis.
Patients were followed until referral outcome was determined.

RESULTS: There were 252 patients identified to be in an AFP
in 2024 among 12 sites. Overall, 80% of new and 93% of con-
tinuing therapy patients were able to access the prescribed
therapy or an alternative in a median of 29 days (IQR [inter-
quartile range] 18, 57) and 33 days (IQR 12, 52) from referral,
respectively. AFP enrollment was most commonly recognized
by the HSSP after prior authorization (PA) or appeal approval
followed by forced AFP enrollment (28%), after insurance
denial with forced AFP enrollment (21%), or when no PA/
appeal option existed and patients were directed to manu-
facturer patient assistance programs (PAPs) (18%). A PA and/
or appeal was submitted for 73% and 28% of referrals, respec-
tively. Sixty-five percent of patients applied for manufacturer
PAP; 54% were denied, most commonly because of their
enrollment in an AFP (51%). A courtesy fill was required for 16%
of patients and 12% required a sample during the access pro-
cess. Patients eventually had their medication filled through
PAP (32%), the original or an alternative medication filled by
a preferred US pharmacy (30%), or filled internationally (14%).
Fewer patients had to change insurance to get approved (5%),
were lost to follow-up (5%), or used internal HSSP grants for
coverage (2%). Thirty-six percent of patients experienced a
gap in therapy during the access process. Eleven percent of
patients had documented poor clinical outcomes while await-
ing therapy. Seven percent of patients contacted their human
resources department due to access issues.

CONCLUSIONS: AFPs increase complexity in accessing life-
altering specialty medication therapies, take advantage of
manufacturer assistance programs meant for uninsured/
underinsured patients, and often result in treatment gaps
that can lead to poor clinical outcomes.

SPONSORSHIP: None

1 37Lower total cost of care of first-line
fixed-duration venetoclax + obinutuzumab vs

treat-to-progression Bruton'’s tyrosine kinase inhibitor

regimens in patients with chronic lymphocytic leukemia

in the United States: A population-based model

Li S, Rosettie K!, Manzoor B?, Reyes C!, El Moustaid F";

lisl98@gene.com

!Genentech, Inc., South San Francisco, CA, USA;

2AbbVie, Inc., North Chicago, IL, USA

BACKGROUND: Venetoclax + obinutuzumab (VenO), the only
US FDA-approved B-cell lymphoma 2 inhibitor fixed-dura-
tion treatment (FDT), has demonstrated cost savings over
3 years (yrs) vs Bruton’s tyrosine kinase inhibitor (BTKi)
treat-to-progression (TTP) regimens in previous economic
models. The broader, longer-term population-level impact is
not well established.

OBJECTIVE: To estimate the annual total cost of care (TCC)
in the United States for treating chronic lymphocytic leu-
kemia (CLL) with first-line FDT VenO vs TTP BTKi regimens
among all adults and a subset of Medicare-eligible adults.

METHODS: A US population model was developed to calculate
the TCC for previously untreated CLL across all adults (=18
yrs) and a subset of Medicare-eligible adults (=65 yrs) over
10 yrs (2019-2028). The model compared a hypothetical all-
VenO-treated (assumed duration of 1 yr) vs an all-BTKi-
treated (ibrutinib * rituximab/obinutuzumab or acalabrutinib
+ obinutuzumab) population. Patient cohorts entered annu-
ally and were followed for 3 and 5 yrs. CLL incidence rates
were sourced from the Surveillance, Epidemiology, and End
Results Program and applied to a population from the US cen-
sus. Per-patient yearly costs by treatment were derived from
a published TCC model, incorporating treatment, adverse
event management, routine care, and monitoring costs. Drug
costs used average wholesale acquisition costs from Tru-
ven Health Analytics Red Book (2019-2024); post-2024 prices
were projected based on historic trends.

RESULTS: In 2019, the estimated management cost of previ-
ously untreated CLL in the United States was $1.93 billion
(B) and $1.94B (Medicare subset: $1.41B and $1.42B) for hypo-
thetical all-VenO-treated and all-BTKi-treated populations,
respectively. By 2028, the estimated cost for an all-VenO-
treated and all-BTKi-treated population was $3.78B vs $7.10B
(Medicare subset: $2.73B vs $3.72B) with a 3-yr follow-up, and
$4.53B vs S$11.55B (Medicare subset: $3.28B vs $6.05B) with a
5-yr follow-up, respectively. Over 10 yrs, an all-BTKi-treated
population would incur an extra $26.0B (Medicare subset:
$15.6B) vs an all-VenO-treated population with a 3-yr follow-
up, and an additional $48.1B (Medicare subset: $29.8B) with a
5-yr follow-up, primarily due to continued drug costs.
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CONCLUSIONS: Over 10 yrs, a hypothetical all-VenO-treated
population could save the United States up to $48.1B vs an
all-BTKi-treated population for previously untreated CLL. Of
this, $29.8B is attributed to savings among Medicare-eligi-
ble patients. Despite rising overall CLL costs, FDT regimens
resulted in substantial cost savings vs TTP regimens.

SPONSORSHIP: Genentech, Inc., AbbVie Inc.

1 3 8Forced alternatives: The impact of alternative
funding programs on specialty medication
access vs traditional coverage
Zuckerman A', Stutsky M? Freedman R3, Verret A*,
Loucks J°, Barrus S¢, Curry S’, Cristofaro L8, Sigmon K°,
Nelson A°, Thomas K", Williford K'?, Moore R';
autumn.zuckerman@vumc.org
Wanderbilt Specialty Pharmacy, Vanderbilt Health; 2Shields
Health Solutions; *Cleveland Clinic Specialty Pharmacy;
*Ochsner Health; °The University of Kansas Health System;
SUniversity of Utah Health; "Froedtert Health Pharmacy
Solutions; 8University of Rochester Medical Center; "Medical
University of South Carolina; ’MetroHealth System, Case
Western Reserve University School of Medicine; "University
of Illinois Chicago; *Vanderbilt Specialty Pharmacy;
BVanderbilt University Medical Center

BACKGROUND: More employers are requiring employees
who need high-cost medications to use alternative funding
programs (AFPs), which aim to secure medications through
non-insurance sources.

OBJECTIVE: To evaluate specialty medication access out-
comes in patients required to use an AFP versus those using
traditional pharmacy benefits.

METHODS: This prospective cohort study included patients
referred to a health-system specialty pharmacy in 2024,
enrolled in an AFP from 12 sites. As a matched control (non-
AFP), patients enrolled in traditional pharmacy benefits
were randomly selected with 1:2 ratio (or all patients were
included if the ratio is smaller than 1:2) within each site,
using matching criteria of clinical area and therapy status
(new vs continuing medication). The primary outcome was
medication access, defined as the referred medication or an
appropriate alternative being covered. Secondary outcomes
included referral outcome, time to access (from referral to
receiving medication), therapy gaps, and poor clinical out-
comes during the access process. A mixed-effects logistic
regression model was used to analyze medication access
and clinical outcomes, while a mixed-effects ordinal logistic
regression model evaluated time to access.

RESULTS: A total of 754 patients were included (AFP=252, non-
AFP=502). Median age was 52 years (IQR 39, 62); 81% were
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White, and 44% were new to therapy. Common clinical areas
included rheumatology (24%), oncology/hematology (19%),
and GI/IBD (16%). AFP patients were significantly less likely
to be able to access their prescribed medication (OR 0.3 [CI
0.17, 0.54], P<0.001); 87% of AFP vs. 93% of non-AFP patients
accessed therapy. Referral outcomes differed: AFP patients
received medications via manufacturer assistance (32%), an
AFP-preferred US pharmacy (30%), or non-US pharmacy
(14%), while 88% of non-AFP patients used a US pharmacy and
5% filled through manufacturer PAP. More than half of AFP
patients applied for manufacturer assistance programs (65% vs
10%). AFP patients had 8.4 times the odds of having longer time
to access medication (P<0.001) compared to non-AFP patients;
median 31 days (IQR 16, 54) vs 8 days (IQR 4, 16). AFP patients had
more treatment gaps and sample use than non-AFP (36% vs 2%
and 12% vs 2%, respectively). Poor clinical outcomes were more
frequent in AFP patients (11% vs 1%) than non-AFP.

CONCLUSIONS: Use of AFPs significantly reduces the likeli-
hood of accessing therapy, increases time to treatment, and
is associated with more therapy gaps and adverse clinical
outcomes compared to traditional pharmacy benefits.

SPONSORSHIP: None

13 Balancing promise and prudence: Addressing
stakeholder concerns about the use of

artificial intelligence for pricing and reimbursement

Fox G, Avissar J, Torres Ames J, Santpurkar N, Arca E;

gracefox@openhealthgroup.com

OPEN Health HEOR & Market Access

BACKGROUND: Artificial intelligence (Al) has the potential
to enhance pricing and reimbursement (P&R) processes
in health care. Its applications range from supporting evi-
dence generation to forecasting pricing. However, what
payers think about Al use in this context is largely unknown.
Understanding Al's perceived value and limitations in P&R is
critical to inform its responsible and effective use.

OBJECTIVE: To explore perceived benefits and concerns
regarding Al use in P&R among global payers, focusing on
actionable recommendations for future implementation.

METHODS: A three-phased approach was used. Deskresearch
identified current applications of AI in P&R and related
challenges. A survey gathered perspectives from payers in
France (n=1), Germany (n=1), Italy (n=2), Spain (n=1), and
the United States (n=1). Respondents rated Al's perceived
benefit across P&R activities, shared thoughts about the
reliability of Al outputs, and identified factors they deemed
critical to ensuring the reliability of Al in P&R processes. In-
depth interviews provided further qualitative insights (n=2).
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RESULTS: Payers expressed interest in Al's potential to
enhance efficiency in evidence synthesis and health economic
modeling, including applications such as meta-analysis, model
calibration, and cost-effectiveness projections. There was
also notable interest in the application of Al for price predic-
tion and monitoring, competitor analysis, and reimbursement
planning. However, payers consistently expressed reservations
about the reliability of Al-generated outputs. Key concerns
included opaque algorithms, limited external validation, insuf-
ficient data source documentation, and insufficient internal
expertise. Some payers also faced barriers in testing Al tools,
noting that formal vendor partnerships or in-house devel-
opment may be required due to regulatory or institutional
constraints. This may limit the ability to explore, assess, and
train staff on these technologies going forward. To build trust,
payers recommended robust validation processes, algorithmic
transparency, and the development of tailored Al tools.

CONCLUSIONS: AT has the potential to support more efficient
and rigorous P&R decision-making, especially in evidence
synthesis and health economic modeling. However, Al adop-
tion will remain limited unless data quality and reliability
concerns are addressed. Stakeholders must collaborate on
creating transparent, validated, and fit-for-purpose Al tools
for P&R decision-making.

SPONSORSHIP: OPEN Health HEOR & Market Access

140Health care decision-maker insights on
Academy of Managed Care Pharmacy Format

Version 5.0 formulary dossiers
Penley B, Hydery T, Gaiser A, Boswell K;
ben.penley@xcenda.com

Cencora

BACKGROUND: Since its release in 2000, the Academy of
Managed Care Pharmacy (AMCP) Format has provided a
framework for biopharma manufacturers to communicate
clinical and economic evidence to health care decision-
makers (HCDMs) to inform formulary, coverage, policy,
and reimbursement decisions for new and existing medical
products. The latest version of the AMCP Format—Ver-
sion 5.0—was released in April 2024 and included updated
guidance on digital therapeutics, health disparities, and
pre-approval information exchange (PIE).

OBJECTIVE: To assess HCDM insights on the use and value of
AMCP Format formulary dossiers.

METHODS: A double-blinded, web-based survey was fielded
to FormularyDecisions users from March 7, 2025, to April
17, 2025. FormularyDecisions is a digital platform that sup-
ports the exchange of information between HCDMs and
biopharma manufacturers.

RESULTS: A total of 31 HCDMs responded to the survey,
representing national and regional health plans (58%),
pharmacy benefit managers (PBMs; 19%), and integrated
delivery networks (IDNs; 10%), among other organizations,
with roles as pharmacy directors (65%), clinical pharma-
cists (19%), and medical directors (16%). Most respondents
(94%) represented commercial plans. All HCDMs agreed
that AMCP Format dossiers contain the information needed
for, and improved their ability to make, formulary decisions.
Three-quarters (75%) of HCDMs agreed that product review
and formulary placement could be delayed if an AMCP For-
mat dossier was not provided by a manufacturer; and nearly
half (48%) agreed that patient access to the product could
be delayed. Over half (55%) of HCDMs were less likely to
request a dossier for a manufacturer’s future products if a
previous dossier request went unfulfilled. In regard to PIE,
71% of HCDMs indicated a desire to first receive a product’s
AMCP Format dossier before FDA approval. Among respon-
dents who had requested pre-approval dossiers (n=13), 54%
noted an increase in the provision of pre-approval dos-
siers during the past year (vs prior years). HCDMs were also
surveyed on health equity and digital therapeutics, topics
updated in Format Version 5.0, with variable results.

CONCLUSIONS: The results of this survey indicated that
AMCP Format dossiers contain the information needed by
HCDMs and improved their ability to make timely formulary
decisions. More than two-thirds of HCDMs would prefer to
have an AMCP Format dossier ahead of FDA approval tim-
ing, representing an opportunity for increased PIE between
biopharma manufacturers and HCDMs.

SPONSORSHIP: Cencora

14 Lipoprotein(a) and testing policies: A health
plan claims analysis

Clay B, Fohl A; brian.clay@roche.com

Roche Diagnostics

BACKGROUND: Lipoprotein(a) is an independent, causal risk
factor for atherosclerotic cardiovascular disease (ASCVD)
in 20% of individuals and identifies people at high risk of
ASCVD progression. Lp(a) modifying therapies, currently
in phase 3 studies, could reduce ASCVD progression and
decrease a health care system’s CV disease burden.

OBJECTIVE: To determine, considering the autonomy of
commercial health plans and separate review committees
evaluating tests and therapies, if health plans have concor-
dant Lp(a) testing policies and coverage as observed in a
claims data analysis.

METHODS: An analysis of 2024 Lp(a) testing coverage poli-
cies from 25 health plans (85% of insured US population)
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categorized policies as covered, not covered, or silent.
Claims data from 1/1/2024 to 9/30/2024 was analyzed,
with a threshold for inclusion. A threshold was established
so that a minimum number of claims had to be observed for
each payer included in the analysis. Concordance status was
assessed by comparing the ratio of a health plan’s paid and
partially paid claims versus denied, unpaid, or patient only
paid claims compared to the policy status determined above.

RESULTS: Out of 25 possible policies for tests where claims
data was available, 5 policies covered Lp(a) testing(20%),
while 8(32%) were silent and 12(48%) did not cover Lp(a)
testing. The policy coverage analysis suggests that 4.41%
of Americans have an insurance policy that covers Lp(a). In
contrast, analyzing the claims data at a threshold of more
than 50% of a payer’s claims approved to be considered
implied coverage of the test, 48.64% of Americans have an
insurance policy that has implied coverage of Lp(a). Increas-
ing that threshold to more than 65% of claims approved
results in an implied coverage of 31.78%.

CONCLUSIONS: Providers and patients are faced with many
difficult decisions regarding their medical care. Ambiguity
among policy and payment could lead to not ordering a test
that could be clinically relevant and paid for by insurance.
Relying on a published policy may not reflect how a claim
will be processed for coverage. In fact, in one instance, it
was observed that a payer whose policy stated that Lp(a)
was covered had a lower ratio of paid versus not paid claims
than another payer whose policy did not cover Lp(a) test-
ing. As Lp(a) modifying therapies may be approved in the
coming years, it is imperative that clarity and consistency is
achieved in the testing policies and the processing of claims
for payment.

SPONSORSHIP: Roche Diagnostics

14 A descriptive study comparing artificial
intelligence (Al)-driven preferred specialty

drug network versus traditional specialty drug network

on drug costs in a multi-state regional health plan

Ham B, Stapley M, Wilson A, Dunn J, Lister T, Burgoyne D;

bham@coopbenefitsgroup.com

Cooperative Benefits Group/RealRx

BACKGROUND: Amid escalating health care expenditures,
pharmacy benefit managers (PBMs) are under increas-
ing pressure to deploy data-driven, innovative strategies
to manage drug costs effectively. The rapid adoption of
artificial intelligence (AI) across the health care sector—
particularly in applications such as predictive analytics,
utilization management, and network optimization—has
positioned it as a transformative tool for PBMs. While early
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adoption has demonstrated operational promise, real-world
evidence evaluating AI's impact on drug cost containment
remains limited. PBMs contract with specialty pharmacies
at varying reimbursement rates; however, patient self-selec-
tion may lead to utilization of higher-cost, non-preferred
pharmacies. RealRx leverages artificial intelligence (AI)
within the prior authorization process to direct fulfillment
to the lowest-net-cost pharmacy for each drug. This evalu-
ation addresses a key evidence gap in Al-driven network
optimization strategies in managed care.

OBJECTIVE: To evaluate the cost impact of implementing an
Al-optimized preferred specialty pharmacy (PSP) network
compared to a traditional specialty pharmacy (TSP) net-
work within a multi-state regional health plan.

METHODS: This retrospective, descriptive analysis used
pharmacy administrative claims data and contracted spe-
cialty pharmacy network rates from a regional health plan
between April 1, 2024, and March 31, 2025. The analysis
focused on the 10 highest-expenditure specialty drugs by
average wholesale price (AWP). Per-drug costs were cal-
culated by applying the best network rate (PSP rate) and
the third-best network rate (TSP rate) to each claim's AWP.
These calculated costs were then compared for each indi-
vidual drug and aggregated.

RESULTS: Annual costs across all 10 drugs were lower
under the PSP model, resulting in a total cost differential of
$1.726 million. The savings observed for all 10 drugs were
as follows: Trikafta ($609k), Humira ($231k), Stelara (S205k),
Rinvoq ($163k), Enbrel ($155k), Dupixent ($S106k), Skyrizi
(S84Kk), Taltz ($78Kk), Verzenio ($55k), and Cimzia ($41Kk).

CONCLUSIONS: Al-driven specialty network optimization
yielded substantial cost savings compared to traditional
specialty pharmacy selection methods. These findings
suggest that integrating Al into PBM core operations can
enhance financial performance by aligning high-cost ther-
apies with the most cost-effective dispensing channels.
Nevertheless, further research is warranted to explore Al's
broader implications on clinical outcomes, operational effi-
ciency, and effective drug utilization in managed care.

SPONSORSHIP: None
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1 51Modelling total health care cost offsets and
treatment costs associated with treating
adults with obesity with tirzepatide and semaglutide in

US clinical practice settings

Kan H!, Done N?, Brnabic Al, Lipkovich I', Kadziola Z!,
Zion A%, Dunn J!, Desai U?, Kirson N?, Dimitriadis G/,

le Roux C3; kan_hongjun@lilly.com

IEli Lilly and Company, Indianapolis, IN, USA; 2Analysis
Group, Boston, MA, USA; 3University College Dublin,
Belfield, Dublin, Ireland

BACKGROUND: Obesity poses a substantial economic bur-
den on individuals and society, making clinically effective
and cost-effective therapies essential.

OBJECTIVE: To model total health care cost offsets and drug
treatment costs associated with weight reduction from 6
months of tirzepatide (TZP) or semaglutide (SEMA) treat-
ment based on a comparative effectiveness research (CER)
study in patients with obesity.

METHODS: The underlying clinical inputs for this economic
model were obtained from the CER study of TZP vs SEMA
that included adults with a body mass index (BMI) of 230
kg/m? or 227 and <30 kg/m? with >1 obesity-related com-
plication and without type 2 diabetes (T2D) initiating TZP
or SEMA between Dec 2023 and June 2024. Patients were
followed for 6 months and were required to adhere to ini-
tial treatment (proportion of days covered >80%). Mean
absolute BMI and weight changes and proportions of
patients achieving >5%, >10%, >15%, and >20% weight loss
at 6 months were estimated using multivariable regres-
sion models weighted with propensity scores. Total annual
health care costs at treatment initiation and at 6 months of
treatment were projected for TZP and SEMA groups based
on a previous study that estimated the causal relationship
between BMI and annual total health care costs. Cost off-
sets were calculated by subtracting projected annual total
health care costs at 6 months from that at treatment initia-
tion. Treatment costs per responder and costs per pound
lost were calculated as dividing drug treatment costs over
6 months (using wholesale acquisition cost) by % of patients
achieving weight reduction response categories and by
mean absolute weight reduction for TZP and SEMA groups,
respectively.

RESULTS: The CER study included 1,003 TZP and 1,393 SEMA
patients, with a mean (SD) age of 48.4 (12.2) and 49.1 (11.9)
years, 69.9% and 73.2% female, and mean (SD) BMI of 38.3
(7.2) and 38.4 (7.1) kg/m?, respectively. Annual total health

care cost offsets post-treatment were projected to be $683
higher in TZP-treated patients ($3,037) than in SEMA-
treated patients ($2,354). TZP was projected to incur lower
treatment costs per pound lost than SEMA ($260 vs. $422)
and lower treatment costs per responder than SEMA: >5%
($8,154 vs $11,502); >10% (S11,889 vs $23,463); 215% ($23,005
vs $65,662); and >20% ($62,705 vs $231,546).

CONCLUSIONS: Among adults with obesity without T2D,
real-world TZP treatment for 6 months was projected to
result in lower annual total health care costs and lower
treatment costs per weight reduction responder and per
pound of weight lost than SEMA.

SPONSORSHIP: Eli Lilly and Company

1 5 Leveraging clinical direct messaging to
impact pharmacist-provider collaboration in

diabetes management

Hunt D!, Brechner M?, Noehren J3, Athmann J!, Mager D?,

Rosario J4; destini.hunt@evernorth.com;

Mariel.Brechner@evernorth.com

'Evernorth Health Services; 2Evernorth; SExpress Scripts,

Evernorth Health Services; *Express Scripts

BACKGROUND: Diabetes currently affects 11% of adults in
the United States. Incretin-based therapy has increased
in popularity for effectively improving diabetes outcomes,
by mimicking the incretin hormone used to regulate blood
sugar. There are two diabetes drug classes that target this
hormone: glucagon-like-peptide-1 receptor (GLP-1) and
dipeptidyl peptidase-4 inhibitor (DPP-4). Despite their indi-
vidual clinical benefit, when used concomitantly, there is
only a marginal improvement due to similar mechanisms.
The concurrent use of these two products has implica-
tions, including increased out-of-pocket costs for patients,
extended administration time, and implications for the pro-
viders with additional monitoring. Pharmacists can aid with
identifying and effectively communicating with providers to
optimize diabetes therapy.

OBJECTIVE: To evaluate concomitant diabetes therapy
through pharmacist-led outreach focusing on de-prescrib-
ing by communicating to providers using the electronic
health record (EHR) to send clinical direct messages.

METHODS: This evaluation utilized 10 months of pharmacy
claims from an Evernorth reporting platform. A pharmacist
identified patients, who were on concomitant therapy of
GLP-1 and DPP-4 medications with an overlapping supply
of 30 days. Pharmacists outreached providers utilizing the
EHR to send patient-specific messages along with medical
literature supported rationale. Once messages were sent,
providers responded to discuss the patients through the
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EHR, phone, or fax. Success was determined by discontinu-
ing either the GLP-1 or DPP-4 medication. The control group
was defined by patients whose providers did not receive any
form of communication from the pharmacist. Bivariate tests
and multivariable logistic regression were used to assess
the impact of the program on discontinuation.

RESULTS: We identified 371 patients through pharmacy
claims that were concomitantly on GLP-1 and DPP-4 medi-
cations from January 2023 through October 2023. Of those,
96 patients’ providers received a clinical direct message
through the EHR, compared to 275 patients in the control
group. Of those in the intervention group, 44.8% discon-
tinued one of the drugs compared to 28% in the control
(P=0.0025). Multivariable logistic regression, controlling
for age and gender, showed intervention group with a 1.9
increase in odds of discontinuing compared to controls
(P=0.0132).

CONCLUSIONS: Pharmacist-led outreach using clinical
direct messaging demonstrates an effective way to commu-
nicate with providers on patient-specific information.

SPONSORSHIP: Express Scripts, an Evernorth Company

1 5 Pharmacist-led interventions in
comprehensive medication management:

Impact on 90-day post-discharge Alc levels

Patel D!, Elsener M?, Hendrick E!, Horstmann E',

DiPirro N, Preece J', Jafri F3; dimple.patel@scriptologyhealth.com;

erika.horstmann@scriptologyhealth.com

IScriptology, Inc.; 2White Plains Hospital; *White Plains
Hospital / Albert Einstein College of Medicine

BACKGROUND: Transitions of care (TOC) pose a significant
risk for patients with poorly controlled diabetes, particu-
larly those lacking access to timely outpatient follow-up.
Pharmacists integrated into transitional care teams can
address medication issues, reinforce self-management, and
initiate and adjust therapy, bridging gaps until follow-up
occurs. Through early intervention and ongoing support,
pharmacists lay the groundwork for more efficient and
effective visits and improve clinical outcomes.

OBJECTIVE: To compare glycemic control in recently hospi-
talized patients with poorly controlled diabetes (Alc >8%)
discharged home, comparing those who received Compre-
hensive Medication Management (CMM) services versus
those who did not. The primary goal was a 1.1% point Alc
reduction within 90 days.

METHODS: Between October 2024 and April 2025, adults
(=18 years) with Alc >8%, a valid phone number, and a
hospital-affiliated provider were enrolled after discharge.
Pharmacists conducted up to six telehealth CMM visits over
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90 days, identifying therapy gaps through patient consul-
tation, provider collaboration, and record review. A driver
diagram guided interventions, focusing on provider uptake,
patient engagement, and follow-up. Descriptive statistics
and paired t-tests were used.

RESULTS: As of April 2025, 96 patients enrolled in the treat-
ment group; 60 completed at least one pharmacist visit
and reached the full 90-day period, forming the evaluable
cohort. Patients, on average, completed three visits; 75%
completed three or more visits. The average baseline Alc was
10.73%. Among 40 patients with both baseline and follow-
up Alc results, the average reduction was 2.6% points (SD:
2.34), a statistically significant change (t = -7.03, P < 0.0001),
indicating meaningful glycemic improvement. Pharmacists
made 131 recommendations for 53 patients (88%) to mod-
ify medication therapy. Of the 112 provider responses, 84%
were accepted. At study completion, outcomes will be com-
pared to a control group of recently discharged patients not
enrolled in CMM.

CONCLUSIONS: Telehealth CMM by a pharmacist resulted
in a statistically and clinically significant reduction in Alc
within 90 days post-discharge in patients with poorly
controlled diabetes. High provider acceptance and strong
patient engagement support the model’s feasibility. These
findings highlight pharmacist-led care as a scalable solu-
tion to close transitional care gaps, optimize therapy, and
improve outcomes. Future direction includes exploring del-
egation protocols to further expand pharmacist impact.

SPONSORSHIP: Scriptology/White Plains Hospital

15 The impact of vasomotor symptoms on
women in the workplace in the United States

of America: Results of an online survey

Kapoor E!, Ajmera M?, Shiozawa A?, Chertavian E?, Kim J?,

Renteria T?, Straubing R®, Mancuso S Kapoor.Ekta@mayo.edu;

mayank.ajmera@astellas.com

'Mayo Clinic, Rochester, MN, USA; 2Astellas Pharma Global

Development, Northbrook, IL, USA; *Medicus Economics,
Boston, MA, USA

BACKGROUND: Vasomotor symptoms (VMS), character-
ized by hot flashes and/or night sweats, affect up to 80%
of women throughout their menopause transition and can
impact midlife women’s work experience and careers.

OBJECTIVE: To determine the impact of menopause-related
VMS on women in the workplace, including the effect on
work productivity, absence and exit, and the importance of
support from employers.

METHODS: This was an online survey of women experienc-
ing VMS. The study population was drawn using random
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sampling from an existing large, national, US panel (Dynata).
Inclusion criteria were women aged 40-65 years; currently
experiencing VMS (22 hot flash/night sweat episodes per
day in past 2 weeks); and currently employed or stopped
working /retired within the last year and after VMS onset.
Women who had participated in a clinical trial for treat-
ing VMS in the preceding 2 years or those with iatrogenic
menopause/VMS were excluded.

RESULTS: Of approximately 180,000 invites, 16,551 respon-
dents interacted with the survey. Post quality control, 1,011
respondents provided completed responses: mean (SD) age
was 49.6 (6.4) years and most were White (72.9%) or Black/
African American (18.3%). Respondents were employed full
time (76.1%), part-time (16.6%), unemployed (5.0%), or retired
(2.3%). Mean (SD) number of hot flashes/night sweats per
day in the previous 2 weeks was 7.5 (11.1). Overall, 17.3% of
total respondents either stopped working or reduced/
considered reducing their work hours owing to VMS, with
the estimates as high as 34.4% among those with high
VMS severity. Mean (SD) absenteeism (percentage of work
missed) and presenteeism (percentage of impairment while
working) owing to VMS were 6% (15) and 32% (26), respec-
tively. The most commonly reported coping mechanisms
used at work were temperature control (71.0%) and wear-
ing layered breathable clothing (46.0%). Employer support
of VMS was strongly associated with all work satisfaction
variables and emerged as one of the strongest predictors of
employer and job satisfaction, with statistically significant
positive effects across all categories of support. When asked
how employers could better accommodate VMS, respon-
dents most often cited temperature control (41.7%), flexible
or remote work options (23.2%), increased VMS awareness
(25.7%), and expanded benefits (27.9%); 42.3% reported they
did not see a need for additional accommodations.

CONCLUSIONS: More severe VMS increased work exit, con-
sideration of work exit, and absenteeism and decreased
work productivity. Employer support strongly predicted
work satisfaction.

SPONSORSHIP: Astellas Pharma Inc.

1 5 Cost-effectiveness analysis of somapacitan-
beco versus somatropin in the treatment of
patients with pediatric growth hormone deficiency
(GHD) in the United States
Tindal M!, Li E?, Mehl A3, Srivastava A%
mike.tindal@sandoz.com; edward-1.li@sandoz.com
Employee of Sandoz; 2Sandoz Sandoz Inc; *Sandoz
International GmbH; ‘Sandoz Private Limited

BACKGROUND: Growth hormone therapy is a critical
intervention for patients with GHD that impacts clinical out-
comes and overall costs. Pediatric GHD can be treated with
an established once-daily GH (somatropin) or with a once-
weekly GH such as the recently approved somapacitan-beco.
Hence, there is a need to assess the economic impact of
somapacitan-beco compared to established somatropin.

OBJECTIVE: To evaluate the cost-effectiveness of
somapacitan-beco versus somatropin in the treatment of
pediatric GHD in the United States.

METHODS: A Markov model was developed to evaluate the
costs and clinical outcomes of somapacitan-beco relative to
somatropin in the treatment of pediatric GHD. Model inputs,
including drug efficacy, drug acquisition costs, and utility
values, were estimated from publicly available data and liter-
ature. Drug acquisition costs for somatropin were based on
Omnitrope. The incremental cost-effectiveness ratio (ICER)
was calculated as the cost per quality-adjusted life-year
(QALY) gained from a US payer perspective. Further, various
scenarios for improvement of adherence rate of once-weekly
GH vs once-daily GH were developed to assess the impact of
adherence on somapacitan-beco cost-effectiveness.

RESULTS: The use of somapacitan-beco compared to soma-
tropin resulted in an additional 0.21 incremental QALYs and
$422,088 incremental costs with an ICER of ~$1.98M (million)
per QALY gained in the base case. While somapacitan-beco had
a slight drug administration-related utility gain, it was associ-
ated with marginal lower effectiveness in terms of maximum
height gain and substantially higher drug acquisition costs
compared to somatropin. Scenario outcomes for the improve-
ment of adherence rate of once-weekly GH vs once-daily GH
estimated that somapacitan-beco ICER ranges between $0.6M
and $2.08M per QALY gain against somatropin.

CONCLUSIONS: Compared to somatropin, somapacitan-
beco does not seems to be a cost-effective option for the
treatment of pediatric GHD, even when considering adher-
ence differences. The resulting ICER for somapacitan-beco
was greater than ten times the commonly accepted willing-
ness-to-pay (WTP) threshold of $150,000 per QALY.

SPONSORSHIP: Sandoz Inc (Omnitrope is a product of
Sandoz)
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1 5 Three-year real-world adherence and
persistence to glucagon-like peptide-1
receptor agonists among commercially insured adults

with obesity without diabetes

Marshall L1, Gleason P?, Friedlander N?, Urick B
landon.marshall@primetherapeutics.com
'Prime Therapeutics, LLC; *Prime Therapeutics

BACKGROUND: Real-world evidence has found most patients
without diabetes newly initiating GLP-1 drug therapy for
weight loss discontinue within the first two years. Little is
known of the long-term GLP-1 obesity treatment adherence
and persistency.

OBJECTIVE: To measure adherence and persistence to obe-
sity GLP-1 therapy at the end of 3 years of follow up in a
real-world cohort of non-diabetic commercially insured
members.

METHODS: Prime Therapeutics’ integrated pharmacy and
medical claims data from an average of 16.5 million com-
mercially insured lives were used to identify members
without diabetes newly initiating GLP-1 obesity treatment
between 1/1/2021 and 3/31/2022 (index date period). GLP-1
new initiation was defined as no GLP-1 claim in the 365 days
prior to the member’s first GLP-1 found in the index period
(pre-period). Study inclusion was limited to members with
continuous enrollment, meaning no more than a total of 15
days without enrollment in the pre-period and each year in
the three-year post-period and no GLP-1 drug claim in the
pre-period. During the pre-period, members were required
to have a medical claim indicating obesity without a diabe-
tes diagnosis or diabetes drug claim and aged 19 years or
older. Adherence was measured as the proportion of days
covered (PDC) in the post-period and members with a PDC
>80% considered adherent. Persistence was measured as
no =60-day gap between a claim days’ supply ending and a
subsequent claim fill date in the post period. GLP-1 product
switching was allowed during the assessment period and
switch rates were descriptively assessed.

RESULTS: Among the 10,292 obese members without diabe-
tes with a GLP-1 claim during the index date period, 5,781
(56.2%) were continuously enrolled in the 3-year post-
period. The mean age was 46.7 years and 79.9% were female.
Overall GLP-1 persistency was 8.1% at 3 years. The highest
and lowest persistency rates at three years were observed
for weekly semaglutide (14.3%; Wegovy) and daily liraglu-
tide (2.5%; Victoza), respectively. Average GLP-1 PDC over
3 years was 37.5%, with 12.5% of members adherent and
32.9% switching GLP-1 drugs.

CONCLUSIONS: Three-year GLP-1 weight-loss treatment
persistence was poor, with 1 in 12 members remaining on
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therapy. These findings highlight GLP-1 therapy invest-
ment risk due to poor persistence leading to unachieved
clinical benefits for members who initiated in 2021 and early
2022. Obesity care management programs and value-based
contracts from pharmaceutical manufacturers may help
mitigate financial risk.

SPONSORSHIP: Prime Therapeutics, LLC

15 Trends in real-world persistence to weight
loss glucagon-like peptide-1 receptor agonists

from 2021 to 2024 among commercially insured adults

without diabetes

Marshall L1, Gleason P?, Friedlander N?, Urick B

landon.marshall@primetherapeutics.com

'Prime Therapeutics, LLC; Prime Therapeutics

BACKGROUND: Despite substantial weight loss with gluca-
gon-like receptor agonist (GLP-1), real-world persistence
remains a challenge. Since 2021, GLP-1 shortages and
changes in product availability have complicated access
and persistence. This study examines the weight-loss GLP-1
products semaglutide (Wegovy) and tirzepatide (Zepbound)
treatment persistence at one year, stratified by year of ini-
tiation.

OBJECTIVE: To evaluate one-year semaglutide (Wegovy) and
tirzepatide (Zepbound) treatment persistence among com-
mercially insured members without diabetes, by year of
initiation.

METHODS: Prime Therapeutics’ integrated pharmacy and
medical claims data from an average monthly membership
of 16.5 million commercially insured individuals were used
to identify members without diabetes who newly initiated
weight-loss GLP-1 treatment between January 1, 2021, and
March 31, 2024 (index date period). Study inclusion was lim-
ited to members with continuous enrollment, defined as
having no more than a total of 15 days of enrollment gaps
in each 365-day study period, and no GLP-1 drug claim in
the 365 days prior to index. Members were excluded if they
had a pre-period medical claim indicating a diabetes diag-
nosis or diabetes drug claim and younger than 19 years of
age at index. Persistence was measured as no >60-day gap
between the end of a claim’s days’ supply and the subse-
quent claim fill date in the 365-day period following index.
GLP-1 product switching was allowed.

RESULTS: Among the 43,427 members without diabetes
newly initiating a GLP-1, 23,025 (53.0%) met full study cri-
teria. The mean age was 46.3 years, and 76.7% were female.
Across the index years, weight-loss GLP-1 persistence
across all products increased from 33.2% in 2021 to 62.6% in
2024. Semaglutide one-year persistence rates from 2021 to
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2024 were 33.2%, 34.1%, 40.0%, and 62.7%. For tirzepatide,
one-year persistence rates in 2023 and 2024 (the only years
the product was available) were 64.0% and 62.2%.

CONCLUSIONS: This real-world analysis of weight loss
GLP-1 products among individuals without diabetes found
one-year treatment persistence has nearly doubled from
33.2% in 2021 to more than 60% in 2024. Weight loss GLP-1
shortages resolved in 2023 and likely explain the improved
persistence. Other potential explanations include improved
GLP-1 dose escalation and side effect management, as well
as lifestyle management programs. Additional research is
needed to understand reasons for treatment discontinua-
tion and the long-term cost-effectiveness of these products.

SPONSORSHIP: Prime Therapeutics, LLC

1 58Understanding GIP/GLP-1 treatment
dynamics: Switching and re-initiation in

Medicare Advantage beneficiaries

Hames A!, Acheampong C!, Poonawalla I', Hayes M?, John I?,

Diaz M?, Bowe Al; ahamesl@humana.com

Humana Healthcare Research; 2Humana

BACKGROUND: Despite growing use of glucose-dependent
insulinotropic polypeptide and glucagon-like peptide-1recep-
tor agonists (GIP/GLP-1 RA) for type 2 diabetes and obesity,
persistence to initial therapy remains low. Among older adults,
real-world data on treatment progression is limited. Drug
shortages and the perceived clinical benefits of newer agents
may further drive movement between GIP/GLP-1 RA agents.

OBJECTIVE: To describe treatment progression between
GIP/GLP-1 RA agents, including switching and re-initiation
patterns, among Medicare Advantage beneficiaries over
1-year follow up.

METHODS: This retrospective cohort study used the
Humana Research Database to identify patients who newly
initiated semaglutide, tirzepatide, or other GLP-1 RAs
(dulaglutide, liraglutide, exenatide) in 2023 (first prescrip-
tion=index). Treatment progression was defined as any
post-index prescription for a different GIP/GLP-1 RA agent.
We described the proportion who switched between GIP/
GLP-1RA agents, those who reverted to their original treat-
ment, and the duration of use on each therapy.

RESULTS: Among 77,745 new GIP/GLP-1 RA users in 2023,
62.4% started on semaglutide (mean age: 67.4 years; 62%
female), 20.7% on tirzepatide (mean age: 66.2 years; 62%
female), and 16.9% on other GLP-1RAs (mean age: 68.3 years;
57% female). Semaglutide initiators had an average duration
on therapy of 4.7 months and 6.9% switched to tirzepa-
tide. Following a mean of 4.1 months on tirzepatide, 11.4%
re-initiated semaglutide. Tirzepatide initiators had an aver-
age duration on therapy of 4.6 months and 10% switched

to semaglutide. Following a mean of 3.5 months on sema-
glutide, 22.1% re-initiated tirzepatide. Switching to other
GLP-1-RAs from semaglutide (2.2%) or tirzepatide (1.9%) was
less common, but patients had high rates of re-initiation of
index therapy (18.6% for semaglutide, 20.5% for tirzepatide).
Patients who initiated other GLP-1-RAs had higher rates of
switching to both semaglutide (12.5%) and tirzepatide (7.3%)
and longer mean duration on therapy following the switch
but lower rates of returning to index therapy (5.3%-7.2%)
compared to the other cohorts.

CONCLUSIONS: Switching between GIP/GLP-1 RA agents
was common. Tirzepatide and semaglutide initiators
who switched therapies had a high rate of index therapy
re-initiation, indicating that patients may have substituted an
available GIP/GLP-1 RA therapy during ongoing drug short-
ages. Further research can explore underlying factors for
switching behaviors and their impact on patient outcomes.

SPONSORSHIP: None

1 5 Comparing the effects of glucagon-like
peptide-1 receptor agonists and sodium-

glucose cotransporter-2 inhibitors on the incidence of

neuropathy in patients with type 2 diabetes

Chan C, Paley C, Jiang C, Aceto A, Alex H, Aspinall S,

Wang L; cme392@pitt.edu; cap348@pitt.edu

University of Pittsburgh School of Pharmacy

BACKGROUND: Diabetic neuropathy is a common complica-
tion of type 2 diabetes (T2D) affecting up to 50% of these
individuals during their lifetime. While the cardiovascu-
lar and renal benefits of glucagon-like peptide-1 receptor
agonists (GLP-1RAs) and sodium-glucose cotransporter-2
inhibitors (SGLT2is) have been well established, few stud-
ies have compared neuropathy-specific outcomes between
these drug classes. As a result, their role in preventing dia-
betic neuropathy remains unclear.

OBJECTIVE: To compare the effects of GLP-1RAs and SGLT2is
on the onset of neuropathy in patients with T2D.

METHODS: A retrospective cohort study was conducted
using de-identified electronic health record (EHR) data from
the University of Pittsburgh Medical Center from March 2013
to August 2023. The study included new users of GLP-1RAs
or SGLT2i’s with baseline HbAlc >6.5% and no prior diagno-
sis of neuropathy within 1 year before index date (first date of
GLP-1RA or SGLT2i ordered on or after March 2014). Patients
with <1 year of pre-index EHR data and those exposed to
both drug classes in the follow-up period were excluded. The
primary outcome was diagnosis of neuropathy identified by
ICD-9 or ICD-10 codes from any visit type. Patients were fol-
lowed from index until the earliest of neuropathy diagnosis,
2 years post-index, 90 days after the last GLP-1RA or SGLT2i
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medication order date, or death. GLP-1RA and SGLT2i groups
were matched using 1:1 propensity score matching (PSM) on
demographics and baseline HbAlc, body mass index, anti-
diabetic medication use, and clinical conditions. Extended
Cox model with time-varying coefficients, restricted mean
survival time (RMST), and restricted mean time loss (RMTL)
analyses were conducted to compare time to neuropathy
incidence between GLP-1RAs and SGLT2is.

RESULTS: After PSM, 1,790 of the 12,423 eligible patients
(1,791 SGLT2i and 10,632 GLP-1RA users) remained in each
arm. RMST analysis estimated that over 2 years, GLP-IRA
users had an average of 718.8 neuropathy-free days vs 700.8
days in SGLT2i users, with a difference of 18 days favoring
GLP-1RA users (95% CI=10.1-26.0 days, P<0.0001). The Cox
model with time interaction resulted in a positive treatment
x log(time) interaction coefficient (P<0.0001), suggesting
that the difference in protective effect between GLP-1RAs
and SGLT2is narrowed over time.

CONCLUSIONS: Our study suggests that GLP-1RAs may offer
modest protective benefits against the development of neu-
ropathy compared to SGLT2i in patients with T2D. Future
research should validate these findings with longer follow-
up and more refined characterizations of neuropathy.

SPONSORSHIP: None

16 Trends in characteristics and anti-obesity
medication use among US employees in the

era of glucagon-like peptide-1 receptor agonists

(GLP-1 RAs)

Good C!, Beren I, Rosenberg E?, Peasah S!, Brook R?;

goodcbZ@upmc.edu; Rich@bh-ww.com

'UPMC Health Plan; *WorkPartners, LLC; *Better Health

WorldWide, National Payor Roundtable, NASP

BACKGROUND: Obesity rates in the United States are sub-
stantial and increasing over time. The Centers for Disease
Control (CDC) reports a 40% US prevalence of obesity
between 2021 and 2023. Obesity is associated with many
comorbid conditions, accounting for ~16.5% of all health
expenditures, and poses a significant burden on the US
healthcare system. The introduction of glucagon-like pep-
tide-1 receptor agonists (GLP-1 RAs) may have affected
trends in use and costs associated with obesity therapy.

OBJECTIVE: To understand trends in obesity diagnoses (Dx),
comorbid conditions, pharmacotherapy (including GLPI-
RA medications), and related costs among US working-age
employees.

METHODS: Retrospective analysis of Workpartners Research
Reference Database (RRDb) of US employees from all 50 states
from 2001 to present. Employee patients were identified as
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obese if they had medical claims with ICD-10 codes for obe-
sity (E66) between 2016 and 2022. Patients were also included
if they had a prescription claim for a drug indicated only for
treatment of obesity (orlistat, phentermine, phentermine-
topiramate, naltrexone-bupropion, or a weight loss-approved
GLP-1 RA) with first prescription date as the index date for
obesity diagnosis. Trends in comorbidities, medical, total
prescription, and obesity-prescription costs were examined
based on paid claims. Absence and short-term disability days
were examined based on employer human resource data.
Costs inflation adjusted to December 2023.

RESULTS: From 2016 to 2023, there were 127,408 employees
with an obesity diagnosis; prevalence increased from 11.5%
in 2020 to 16.9% in 2023 with mean age 44.6 years and 56.7%
female. Study employees had low Charlson Comorbidity
Index scores, mean 0.51 (range 0.46-0.58). Rates of comorbid
conditions remained stable over time for T2DM (11.3%-16.1%),
cardiovascular disease (4.4 to 5.3%), chronic kidney disease
(1.4% to 1.7%), sleep apnea (12.4% to 14.7%) and NASH (0.25%
to 0.43%). Patients had a mean of 5.9 drug classes prescribed
each year, with $2,687 mean total prescription costs (range
$2,198-$3,862). The uptake of GLP1-RAs among employees
with obesity increased yearly, (3.6% in 2016; 18.3% in 2023)
and contributing substantially to annual drug costs (~30%
by 2023). However, medical costs and work-related costs
remained stable with time. Overall GLP1-RA persistence was
78% in the year following the index year.

CONCLUSIONS: The uptake of GLPI-RAs for obesity has
increased substantially since their initial approval, but their
impact on medical and work-related costs are yet to be realized.

SPONSORSHIP: None

16 Benchmarking GLP-1 patient access across
products using a comprehensive score

derived from real-world pharmacy claims

Hale H, Gaur A, Singh A, Saklani S; helen.hale@

syneoshealth.com; abhishek.singhl@syneoshealth.com

Syneos Health

BACKGROUND: GLP-1 receptor agonists have seen signifi-
cant uptake for the management of type 2 diabetes and
obesity, yet disparities in patient access persist across
products. These disparities may result from differences
in benefit design, payer management, and manufacturer
patient support programs. This analysis developed a com-
prehensive Patient Support Access Score (PSAS) to quantify
access score, which can help payers, providers, and manu-
facturers understand relative strengths and gaps in patient
support and access services.
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OBJECTIVE: To develop and validate a comprehensive PSAS
that quantifies and ranks products based on real-world
access barriers and to evaluate the correlation between
access scores and patient persistence outcomes.

METHODS: This retrospective analysis utilized anonymized
claims data, covering the period from Jan 2024 to Apr 2025.
Six key access-related metrics were extracted: Rx writ-
ten rate, time to first fill, patient out-of-pocket costs, paid
claims rate, PA denial rates, and copay card utilization. Each
metric was normalized and weighted based on stakeholder-
assigned importance (weights ranging from 5% to 24%).
A comprehensive PSAS ranging from 1 to 100 was calcu-
lated (higher=better access). Products were ranked and
compared using descriptive statistics, trend analyses, and
multivariable regression models adjusting for patient demo-
graphics, comorbidities, and insurance type.

RESULTS: Across 11 GLP-1 products analyzed, PSAS ranged
from 40 to 77, demonstrating significant variability (P<0.01).
Top-performing products showed higher paid claim rates
(71%) and copay card utilization (6%), while lower-performing
ones exhibited longer time to first fill (mean: 9 days) and higher
denial rates due to prior authorization (PA) (40%). Commercial
plans had better access metrics compared to Medicare.

CONCLUSIONS: The PSAS successfully identified significant
variation in patient access support across GLP-1 products.
Products with comprehensive patient assistance programs,
lower denial rates due to PA, and effective copay support
achieved superior access scores. This standardized metric
provides managed care decision-makers with an objective
tool for formulary evaluation and benefit design optimiza-
tion. Implementation of PSAS-based formulary strategies
could improve patient access while maintaining cost-effec-
tiveness in GLP-1 diabetes and obesity management.

SPONSORSHIP: Syneos Health

162Preliminary associated characteristics of
the top 10% of GLP-1 spenders in a
self-insured health plan

Vu H, Keast S?, Qiu W?, Dohanh C* Hendricks J*;
huyen.vu09@yahoo.com; shellie.keast@medimpact.com;
Jennifer.hendricks@medimpact.com

'MedImpact Healthcare Systems, Inc.; 2MedImpact;
SMedImpact Healthcare Systems, Inc; “MedImpact Health
Systems Inc.; "MedImpact Healthcare Systems

BACKGROUND: The utilization of GLP-1 therapies has
increased substantially in recent years, resulting in a sharp
rise in medication costs for health plans. Identifying char-
acteristics of the top spenders on GLP-1 drugs may support
strategic planning for cost control within this drug class.

OBJECTIVE: To determine the characteristics associated
with the top 10% of GLP-1 spenders in a large, self-insured
health plan.

METHODS: A self-insured commercial health plan cover-
ing over 18,000 members, primarily in Western states, was
analyzed. The study included all GLP-1 pharmacy claims
from 01/01/2024 to 12/31/2024. Top spenders were defined
as the top 10% of members based on total plan-paid costs
for GLP-1 therapies. Statistical comparisons between top
and non-top spenders were conducted across age, gen-
der, GLP-1 utilization patterns, diagnosis (based on ICD-10
codes), comorbidities (hypertension and hyperlipidemia),
and appropriateness of use. Logistic regression was per-
formed on selected variables to identify predictors of high
spending.

RESULTS: A total of 761 unique GLP-1 users were identified,
generating a total GLP-1 cost of $4,493,990. The top 10%
(77 members) accounted for $965,226.30 in plan-paid costs.
Compared to non-top spenders, top spenders were signifi-
cantly older, had more claims and days supplied, had more
comorbidities, were more likely to have hyperlipidemia, and
were more likely to use Mounjaro and Wegovy but less likely
to use Zepbound (P<0.01). Logistic regression indicated
that being older than 50 years and using Wegovy or Moun-
jaro were strong positive predictors of being in the top 10%.
Use of Zepbound was associated with a 77% lower likelihood
of being a top spender.

CONCLUSIONS: This study identified key characteristics of
the top 10% of GLP-1 spenders: older age, use of Wegovy
and Mounjaro, and lack of Zepbound use. Targeted educa-
tional and strategic initiatives may help control costs and
improve outcomes. These findings are limited to one large,
self-insured commercial plan; broader studies are needed
to generalize the results.

SPONSORSHIP: MedImpact Healthcare Systems, Inc.

16 Characteristics associated with being
adherent in patients experiencing late

refills before and after the implementation of a refill

reminder program

Chamberlain J', Keast S?, Hendricks J'; james.chamberlain@

medimpact.com; shellie.keast@medimpact.com; Jennifer.

hendricks@medimpact.com
MedImpact Healthcare Systems; 2MedImpact

BACKGROUND: Pharmacy benefit managers (PBMs) are
tasked with improving member engagement and promot-
ing medication adherence. Refill reminder programs can
increase members’ likelihood of refilling their medications
and maintaining their health.
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OBJECTIVE: To evaluate the association of various plan
member characteristics and the outcome of having a pro-
portion of days covered (PDC) greater than 80% (adherent)
for three medication classes—diabetes (DM), hypertension
(HTN), and statins—in four Medicare Part D health plans
with populations of less than 3,000.

METHODS: Two cohorts for calendar years 2023 and 2024
were identified. Members had to be eligible in both years,
filled refill reminder target drugs (once in the first and
last halves of the calendar year), and have one late claim
within a target drug group in the first six months of the
year. Descriptive statistics and general linear regression
for a binary outcome was used to model the odds of being
adherent with member characteristics (year, age at study
midpoint, sex, month of first late refill, drug class, use of
multiple drug classes, use of 90-day supplies, total annual
late refills, and total annual late refills refilled).

RESULTS: A total of 3,006 members were included in the
study. Total nonadherent members were 233 (14.6%) in 2023
and 189 in 2024 (13.4%) (P value 0.3103). Characteristics with
increased odds of being adherent included having the first
late refill in February or March (OR 5.89, P value 0.0012; OR
2.14, P value 0.0093) and being in year 2024 and in the DM
drug group (OR 1.84, P value 0.0437). Being female and in the
DM drug group (OR 0.51, P value 0.0337) and being in the
DM drug group and in more than one drug group (OR 0.23, P
value 0.0305) had decreased odds of adherence. Having an
increasing number of late claims and in the DM drug group
(1.36, P value 0.0032) or using 90-day supplies (2.22, P value
0.0009) had increased odds of being adherent, while hav-
ing an increasing number of late claims and an increasing
number of late claims refilled had decreased odds of being
adherent (0.9, P value < 0.0001).

CONCLUSIONS: Being adherent involves complicated factors
related to the individual’s unique characteristics. In this study
refilling late medications, being on multiple drug groups, and
using 90-day supplies were associated with increased odds
of being adherent. Being in the 2024 cohort and being on a
DM medication also had increased odds of adherence. Fur-
ther research is needed to explore the effects of the refill
reminder program on adherence in similar populations.

SPONSORSHIP: MedImpact Healthcare Systems, Inc.
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Eye (or Ophthalmic)
Real-world prescription drug treatment

17 patterns in patients with dry eye disease
nathan R!, Okoro T? Tripathi P!, Rayban T', Das A, Russo P’;
ramaa.nathan@eversana.com; tony.okoro@alcon.com
Eversana Life Science Services LLC; ?Alcon Vision LLC

BACKGROUND: Dry eye disease (DED) is a prevalent ocular
condition characterized by discomfort, visual disturbance,
and ocular surface damage. While the treatment landscape
has expanded beyond immunomodulators to include newer
therapeutic classes such as anti-evaporatives and neuro-
modulators, significant unmet needs remain. Real-world data
on treatment persistence, adherence, and class-switching
behavior remain limited.

OBJECTIVE: To describe real-world treatment patterns
among patients with DED and evaluate patient demograph-
ics, treatment behaviors, and switching patterns across
therapeutic classes.

METHODS: A retrospective analysis of dry eye disease (DED)
patients used Symphony Health Solutions claims data
(2018-2024). Patients were identified by prescriptions for
immunomodulators (Restasis, Xiidra, Cequa, Vevye, oph-
thalmological cyclosporines), anti-evaporatives (Miebo),
neuromodulators (Tyrvaya), or >2 DED diagnosis claims
(ICD-10 HO4.12). The index date was defined as the first pre-
scription or diagnosis date, with 24 months of continuous
data required (12 months before and after index). Switching
patterns were analyzed in monotherapy patients. Persis-
tence (Kaplan-Meier methods) was assessed in single-line
therapy patients, while adherence (medication possession
ratio, MPR) was analyzed in single-line patients with >2 first-
line prescriptions. Adherence was defined as MPR > 80%.

RESULTS: A total of 3,440,818 patients with dry eye disease
(DED) were identified; 73% were female and 27% male, with
a mean age of 62.6 years (SD 14.3). As first-line treatment,
98.2% received immunomodulators, 1.4% neuromodulators,
and 0.4% anti-evaporatives. At 90 days post-index, 75% of
patients or more had discontinued treatment in each of the
three treatment classes. Among the 10.8% who switched to
second-line therapy, 82.9% switched within the immuno-
modulator class, 1.8% switched to immunomodulators, 8.3%
switched to anti-evaporatives, and 7.0% to neuromodulators.
Adherence (MPR >80%) was 33.9% (immunomodulators),
49.5% (anti-evaporatives), and 54.9% (neuromodulators).
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CONCLUSIONS: High discontinuation rates and limited switch-
ing across therapeutic classes underscore the need for more
durable and diverse treatment options in DED management.
The relatively low adherence across all classes suggests that
current therapies may not adequately meet patient needs.
Emerging treatments may enhance treatment persistence by
addressing underlying factors contributing to discontinuation.

SPONSORSHIP: Alcon
17 Two-year real-world clinical outcomes in patients
with diabetic macular edema treated with
faricimab in the United States: The FARETINA-DME study
Ko S, Bonine N?, Borkar D?, Shaia J¢, Zwick E°, Toth J°, Ali FS,
Leng T7, Singh R?; koy3@gene.com
!Genentech; *Genentech, Inc; Duke University Eye Center;
“Center for Ophthalmic Bioinformatics, Cole Eye Institute,
Cleveland Clinic; Case Western Reserve University School of
Medicine; *Verana Health; ®Department of Ophthalmology,
New York Medical College; 'Byers Eye Institute at Stanford,
Stanford University School of Medicine; 8Center for
Ophthalmic Bioinformatics, Cole Eye Institute, Cleveland Clinic

BACKGROUND: Limited real-world evidence on patients
with DME, their treatment patterns, and clinical outcomes
with novel therapeutic agents.

OBJECTIVE: To describe outcomes in DME patients treated
with faricimab (FAR) who were either treatment naive or
previously treated with another anti-vascular endothelial
growth factor (aVEGF) agent.

METHODS: FARETINA-DME is a retrospective study using
electronic health record (EHR) data from US ophthalmol-
ogy practices contributing to the American Academy of
Ophthalmology IRIS Registry (Intelligent Research in Sight).
Patients with DME who initiated FAR treatment between
Feb and Sep 2022, had =12 months of EHR data prior to FAR
initiation, and had known laterality were considered in the
initial cohort. Patients with >24 months of follow-up and >2
best corrected visual acuity (BCVA) measures were included
in the analyses.

RESULTS: A total of 953 patients (1,254 eyes) with DME had 2
years of treatment with FAR. One hundred fifty-seven eyes
were aVEGF treatment naive. Among the 838 patients (1,097
eyes) who were previously treated, 601 eyes were treated
with aflibercept 2 mg (AFL) and 54 eyes were treated with
bevacizumab (BEV) prior. The AFL prior cohort injection
intervals increased by 12 days through FAR injection 8,
while the BEV prior cohort intervals increased by 11 days
through FAR injection 8. VA remained stable in both cohorts.
In treatment-naive eyes, mean (standard deviation [SD])
VA at baseline was 60.4 (19.8) letters and improved to 63.1

(21.6) letters at 24-month follow-up. In previously treated
eyes, mean (SD) VA at baseline was 65.0 (17.5) letters and
remained stable at 64.4 (20.1) letters at 24-month follow-up.
A decreasing trend in mean (SD) number of FAR injections
in the first vs second half of year one was noted (4.1 [1.4] vs
2.1[1.8] for treatment-naive eyes and 4.1 [1.3] vs 2.8 [1.6] for
previously treated eyes). Further decrease was noted in the
first vs second half of year two (1.8 [1.7] vs 1.6 [1.6] for treat-
ment-naive eyes and 2.3 [1.5] vs 2.2 [1.6] and for previously
treated eyes). Safety profile of FAR was consistent with the
overall safety of the phase 3 clinical trials.

CONCLUSIONS: In this real-world study of 2 years FAR treat-
ment, vision improved in treatment-naive eyes and remained
stable in previously treated eyes. Eyes that were previously
treated with AFL or BEV were able to extend further follow-
ing FAR initiation. There were fewer FAR injections observed
in year 2, suggesting further treatment interval extension
and decreased injection burden for patients. These findings
support the real-world effectiveness, safety, and durability of
FAR for treatment of DME.

SPONSORSHIP: Genentech, Inc

17 Payer-identified practice gaps and
educational needs in the management of

retinal diseases: Improving outcomes with streamlined

referral to specialists and earlier access to treatments

Pangrace M, Richardson T, Casebeer S, Sager T,

Hartless A; mike.pangrace@impactedu.net; terry.

richardson@impactedu.net; steve.casebeer@impactedu.net

Impact Education, LLC

BACKGROUND: Anti-vascular endothelial growth factor
(anti-VEGF) therapies are considered first-line treatment
in the management of retinal diseases such as age-related
macular degeneration (AMD) and diabetic retinopathy (DR).
Many current payer coverage policies include a step therapy
protocol requiring a first-line trial of off-label bevacizumab
prior to accessing FDA-approved anti-VEGF agents. Payers
may benefit from medical education to continuously improve
coverage policy and utilization management interventions.

OBJECTIVE: To assess payer-perceived practice gaps and
educational needs in the management of retinal diseases
and identify opportunities for improved access and out-
comes.

METHODS: Two surveys were distributed by Impact Edu-
cation, LLC, to managed care professionals regarding
educational needs in the management of AMD (n=28) and
DR (n=45) in January 2025. Results were compiled and com-
pared to assess payer-perceived gaps in knowledge and
practice.
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RESULTS: Delayed referral to retinal specialists was the
most common reported deviation from standard of care
in both AMD (64%) and DR (56%). Earlier access to FDA-
approved anti-VEGF agents in patients affected by social
determinants of health was the most frequently chosen gap
in patient access that needed to be addressed for both AMD
(64%) and DR (58%). For AMD, the next most cited gap was
the need to remove prior authorization to access formulary
preferred bevacizumab (46%); while for DR, it was the need
for earlier access to FDA-approved anti-VEGFs for patients
based on disease severity (51%). Excessive documentation
to meet prior authorization criteria was ranked as the most
prominent barrier to high-quality retinal disease man-
agement in both disease states (average rank: 2.0). Payers
cited improved efficacy as the most valuable attribute of
FDA-approved anti-VEGF agents over bevacizumab in both
disease states (AMD average rank: 2.2; DR average rank: 1.8).
Greater durability of treatment effect was the next most
valuable attribute for both disease states (average rank: 2.6
for both).

CONCLUSIONS: Managed care professionals identified con-
sistent gaps in timely referral, access to FDA-approved
anti-VEGF therapies, and burdensome PA processes across
both AMD and DR. These findings point to opportunities
for targeted policy refinement and streamlined utilization
management strategies for anti-VEGF agents.

SPONSORSHIP: Regeneron Pharmaceuticals, Inc.

17 Real-world glaucoma prescription adherence
patterns in Medicare fee-for-service patients

with comorbid dry eye disease

Talwar A, Nair A!, Donckels E?, Huang Y?, Davis T?,

Brevetti T', Mah F3; ashnatalwarl@gmail.com

Bausch+Lomb; 2Inovalon,; *Scripps Clinic

BACKGROUND: Open-angle glaucoma (OAG) is a chronic
degenerative disease that can lead to progressive vision loss
if untreated. Patient adherence to glaucoma medications is
critical in preserving vision. Dry eye disease could impact
adherence to glaucoma medications, potentially worsening
outcomes.

OBJECTIVE: To identify open-angle glaucoma OAG pre-
scription adherence patterns among patients with dry eye
disease (DED).

METHODS: 100% Medicare FFS Parts A/B/D claims (Janu-
ary 2016-June 2022) were used to identify OAG patients
aged 265 years with incident DED. Patients with more than
one diagnosis or prescription for DED within 6-months
of the OAG diagnosis or treatment during January 2017 to
June 2020 were included in the study sample. Index date
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was the earliest DED diagnosis or treatment during the
6-month period following OAG identification. Patients were
continuously enrolled for a 12-month pre- and 24-month
post-index period. Patients were excluded if they had any
other diagnosed forms of glaucoma, a DED procedure, or
pre-index diagnosis or prescription for DED. Comorbid con-
ditions were identified in the 12-month pre-index period.
Medication adherence was described over 2 years using
group-based trajectory modeling (GBTM).

RESULTS: After applying all the attrition criteria, 98,453
OAG-DED patients were identified. Cataract (35%) and neo-
vascular age-related macular degeneration (12%) were the
most common ocular comorbidities observed. Most patients
were female (65%) and Caucasian (79%), with mean (SD) age
0f78.3(8.7). Of the full sample, 66,097 (67.1%) patients had one
or more OAG prescriptions within 90 days of index and were
therefore used in GBTM modeling. The GBTM identified five
distinct adherence patterns. Twelve percent of OAG-DED
patients were highly adherent (mean 2-year PDC=93%), 15%
were partially adherent (PDC=70%), 26% had plateauing
adherence (PDC=55%), 10% had rapid decline (PDC =34%),
and 37% were non-adherent (PDC=17%). OAG prescription
adherence varied in patients with overall PDC of 66.4%.

CONCLUSIONS: Only 12% patients with DED were adher-
ent and approximately 15% were partially adherent to their
OAG prescription medication through 2 years of follow-up.
A significant proportion of OAG-DED patients (73%) had
declining adherence to their OAG prescription medications
over the 2-year period. Significant variation exists in OAG
medication adherence for patients with comorbid dry eye,
showing decline in all groups over the two-year period.

SPONSORSHIP: Bausch and Lomb Americas Inc.

Gastrointestinal
Real-world economic burden of biliary

18 atresia in infants younger than 1 year:

A US claims-based analysis

Rabbani T', Lee S? Lebovitch D3 Navickas C?, Nagelhout E3,
Shamseddine N?, Mack C* trabbani@stanford.edu
IStanford University; *Ipsen; *Genesis Research Grouyp;
“Children’s Wisconsin, Medical College of Wisconsin

BACKGROUND: Biliary atresia (BA) is a rare, progres-
sive pediatric liver disease requiring early intervention to
prevent irreversible liver damage. Without timely Kasai por-
toenterostomy (KP), many patients progress to liver failure,
with BA accounting for approximately one-third of pediatric
liver transplantations (LT) in the United States.
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OBJECTIVE: To evaluate the health care resource utiliza-
tion (HCRU) and direct medical costs associated with BA in
commercially insured infants in the United States who were
younger than 1year and received KP.

METHODS: A retrospective cohort analysis was conducted
using Merative MarketScan Commercial Database data from
2016 to 2023. Infants with a first observed diagnostic claim
of BA (index date) during their birth year and a claim for KP
were included. LT rates and time-to-procedure intervals
were assessed using unrestricted follow-up. HCRU and cost
outcomes were evaluated descriptively per patient per year
(PPPY) within the 12-month post-index period.

RESULTS: Among 72 infants (53% female), a total of 21 (29%)
progressed to LT. The median follow-up was 1.24 years
(interquartile range [IQR]: 0.42-3.20) for the KP-only cohort
and 2.02 years (IQR: 1.56-3.79) for those who received both
KP and LT (KP + LT cohort). Median time from index to KP
among infants who underwent KP only (n=51) was 2 days
(IQR: 0-7). Among infants who underwent both KP + LT
(n=21), the median time from index to KP was 0 days (IQR:
0.0-1.0) and time from KP to LT was 274 days (IQR: 149-367).
Compared with the KP only cohort, infants in the KP +
LT cohort experienced higher mean numbers of inpatient
admissions (3.05 vs 1.73 PPPY) and outpatient visits (64.71 vs
21.94) during the 12 months post-index. The KP + LT cohort
also demonstrated modestly higher intensive care unit (1.14
vs 0.45) and emergency department (ED) utilization (2.00 vs
1.04). Median total all-cause costs PPPY were $123,264 (IQR:
$49,184-5248,297) for the KP-only cohort and $412,820 (IQR:
$101,344-5739,121) for the KP + LT cohort. Median inpatient
costs per visit were $61,655 (KP only) and $100,571 (KP + LT).
Outpatient and ED per-visit costs were also elevated in the
KP + LT cohort.

CONCLUSIONS: This study highlights the substantial burden
of care among infants with BA, greatest among those with
suboptimal outcomes post-KP leading to LT, and under-
scores the unmet need for disease-modifying therapies.
Additionally, persistently high costs driven by hospitaliza-
tions suggest that coordinated care pathways and targeted
interventions may improve patient outcomes and reduce
economic impact.

SPONSORSHIP: Ipsen

183Impact of COVID-19 on non-COVID-related
treatment patterns and outcomes in patients
with inflammatory bowel disease (IBD)

Myers S!, Lockhart C?, Pawloski P?;
scottmyers@pearldiverinc.com

PearlDiver Technologies; 2The Biologics and Biosimilars
Collective Intelligence Consortium

BACKGROUND: The COVID-19 epidemic disrupted health
care delivery and access to non-COVID-related care globally.

OBJECTIVE: To determine the effect of COVID-19 restrictions
on treatment patterns, COVID vaccination rates, and outcomes
among patients treated with advanced therapies for IBD.

METHODS: Adult patients diagnosed with Crohn disease
(CD) or ulcerative colitis (UC) were identified in PearlDiver’s
Marinerl170 claims database. Included patients were treated
with advanced therapy (adalimumab, certolizumab, golim-
umab, infliximab, vedolizumab, ustekinumab, etanercept,
rituximab, natalizumab, baricitinib, or tofacitinib) between
2018 and 2022. Rates of COVID vaccination visible in claims
(ICD-10-P-XW013S6, ICD-10-P-XWO013T6, ICD-10-P-XWO013U6,
ICD-10-P-XW023S6, ICD-10-P-XW023T6, ICD-10-P-XW023U6,
CPT-0001A, CPT-0002A, CPT-0003A, CPT-0011A, CPT-0012A,
CPT-0013A, CPT-0031A) COVID infection (ICD-10-D-U071),
changes in IBD treatment patterns, and IBD-related hospi-
talizations were evaluated by calendar year. Patients were
matched using propensity scores 1:1 with individuals with no
history of IBD diagnosis (controls).

RESULTS: A total of 143,806 patients (58% female) with IBD
were included. Overall, patients with IBD were more likely to
receive a COVID-19 vaccine (5.4%) vs controls (2.6%). COVID-
19 infection rates were higher in the IBD population (13.0%)
vs controls (9.2%). From 2018 to 2022, adalimumab was the
most common treatment (38.6%), followed by ustekinumab
(17.9%), infliximab (3.7%), certolizumab (2.9%), and tofacitinib
(2.7%). Adalimumab use declined from 44.7% in 2018 to 35.9%
in 2022, and certolizumab use declined from 3.9% (2018) to
2.5% (2022); however, ustekinumab use increased from 10.0%
(2018) to 27.9% (2022), and tofacitinib, one of the only orally
administered options, use increased from 1.4% (2018) to 3.0%
(2022). Non-COVID hospitalizations decreased from 13.8% in
2019 to 13.3% in 2020, 12.5% in 2021, and 10.4% in 2022.

CONCLUSIONS: We observed higher COVID-19 vaccination
and infection rates among patients with IBD. Non-COVID
hospitalizations decreased from 2018 to 2022. Adalim-
umab was most utilized, but its use decreased over time.
Ustekinumab use increased over the same period.

SPONSORSHIP: Biologics and Biosimilars Collective Intelli-
gence Consortium (BBCIC)
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1 8 Real-world health care resource utilization
and costs among 100% fee-for-service Medicare

beneficiaries with metabolic dysfunction-associated

steatohepatitis

Albarmawi H', Tan A2, Aly A', Hoovler A3, Zhong C',

Vaccaro J*, Harton J*, Mantry P°; HABW@novonordisk.com

'Novo Nordisk Inc.; 2Genesis Research, Inc.; 3Novo Nordisk

Inc; “Genesis Research Group; °The Liver Institute at

Methodist Dallas Medical Center

BACKGROUND: The health care burden of metabolic
dysfunction-associated steatohepatitis (MASH) among
Medicare beneficiaries remains under-documented.

OBJECTIVE: To estimate all-cause health care resource uti-
lization (HCRU) and costs among Medicare fee-for-service
(FFS) beneficiaries with diagnosed MASH vs those without
diagnosed MASH.

METHODS: This observational study utilized 100% Medicare
FFS claims to assess HCRU and costs associated with MASH
among those 266 years of age from Jan 1, 2016, to Dec 31,
2022. The MASH cohort included those with =1 ICD-10-CM
diagnosis code of K75.81. The non-MASH cohort was a ran-
dom sample of those without a MASH diagnosis that was
five times the size of the MASH cohort. Stabilized inverse
probability weighting (IPW) for MASH status was used
to adjust for differences in baseline covariates, including
differences in cardiometabolic conditions. Baseline charac-
teristics were summarized descriptively, and IPW all-cause
HCRU and costs during follow-up were reported as visits
and costs (in 2022 USD) per patient per year (PPPY).

RESULTS: The study included 128,622 beneficiaries in the
MASH cohort and 642,774 in the non-MASH cohort. Prior
to IPW, those with MASH were younger (mean age: 73.4 vs
74.7 years), included more female patients (60.4% vs 56.8%),
and with more cardiometabolic conditions including type
2 diabetes (58.3% vs 26.6%), obesity (45.3% vs 16.5%), and
atherosclerotic cardiovascular disease (43.9% vs 31.9%).
After IPW, MASH was associated with higher HCRU PPPY,
including 48% greater inpatient (IP) visits (0.39 vs 0.26),
20% greater outpatient (OP) visits (37.47 vs 31.31), 32%
greater emergency department (ED) visits (0.80 vs 0.60),
20% greater skilled nursing facility (SNF)/hospice vis-
its (0.22 vs 0.18), and 7% greater prescription fills (31.81 vs
29.66). Total costs PPPY were 21% higher for MASH vs non-
MASH ($24,890 vs $20,542), including OP ($11,107 vs $9,565),
IP ($6,855 vs $4,604), ED ($635 vs $498), SNF/hospice
($1,874 vs $1,653), and prescription costs (54,634 vs $4,039).
All HCRU and cost differences and ratios were statistically
significant based on a P < 0.05.
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CONCLUSIONS: Among older Medicare beneficiaries, HCRU
and costs were greater among those with diagnosed MASH
compared to those without diagnosed MASH, likely due to
management of liver disease, which may include advanced
liver fibrosis or cirrhosis. Understanding the real-world
health care burden of MASH is important for guiding health
care decisions including treatment and screening.

SPONSORSHIP: Novo Nordisk, Inc.

1 8 5 Real-world analysis of treatment patterns and

health care resource utilization among patients
with alcohol-associated hepatitis from 2016 to 2024
Desai Ji, Bunner S, Masek M?, Lebovitch D? Capozza T},
Asgharpour A3 jayashri.desai@interceptpharma.com
Intercept Pharmaceuticals, Inc.; 2Genesis Research Group;
Virginia Commonwealth University

BACKGROUND: Alcohol-associated hepatitis (AH) is char-
acterized by acute liver injury, hepatic dysfunction, and
high morbidity/mortality. There are limited data describing
real-world treatment (tx) patterns and health care resource
utilization (HCRU) in this population.

OBJECTIVE: To evaluate pharmacological tx patterns and
both all-cause and AH-related HCRU in a real-world cohort
of patients (pts) with AH.

METHODS: Adult pts with >2 inpatient claims for alcoholic
hepatitis (ICD-10-CM codes K70.10 and K70.11) were iden-
tified from the Optum Clinformatics Data Mart database
between 2017 and 2024. Pts were required to have con-
tinuous enrollment for =12 months pre-index and =1 day
post-index, with the index date defined as the date of first
claim with an AH diagnosis (dx). AH-related HCRU was
defined as a medical claim for an AH dx plus liver transplant,
dialysis, or paracentesis; a dx of acute renal injury, hepa-
torenal syndrome, hepatic failure, hepatic encephalopathy,
variceal bleeding, or sepsis; or a pharmacy claim for pent-
oxifylline or systemic corticosteroids within 7 days of the
AH dx. HCRU was assessed descriptively during the base-
line, fixed (3, 6, and 12 months), and variable follow-up (f/u)
periods. Pharmacological tx patterns focused on outpatient
alcohol use disorder (AUD) tx and first-line interventions
occurring within 30 days of the initial tx.

RESULTS: A total of 2415 pts (64.8% male) met criteria for vari-
able f/u, with a mean (SD) age of 53.9 (12.9) y. Overall, 23.4%
of pts received AUD tx, including acamprosate, disulfiram,
and naltrexone. During f/u, 33.8% of pts received lactulose,
and 21.1% initiated lactulose as monotherapy. Pharmacologi-
cal tx combinations for AUD were rare. At baseline, 91.1%
and 61.9% of pts had >1 all-cause ambulatory and emergency
department (ED) visit, respectively. During the 12-month
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fixed f/u period, 99.2% and 98.3% of pts had =1 all-cause
ambulatory and ED visit, respectively. AH-related HCRU
during this period included ambulatory visits in 27.6% of pts,
inpatient stays in 59.1%, and ED visits in 51.7%. Over the vari-
able f/u period, 96.2% of pts had all-cause ambulatory visits
and 98.4% had all-cause ED visits; 74.2% and 66.7% of pts had
AH-related inpatient and ED visits, respectively.

CONCLUSIONS: Pts with AH experience a high burden of
HCRU. Despite frequent engagement with the health care
system, <1 in 4 pts received pharmacological tx targeting
AUD. These data highlight an unmet need for AH man-
agement and an opportunity for targeted interventions to
improve outcomes and reduce HCRU.

SPONSORSHIP: Intercept Pharmaceuticals, Inc., a wholly
owned subsidiary of Alfasigma S.p.A.

Genitourinary

19 Budget impact analysis of generic mirabegron in
Medicare Part D: Translating savings into access

Rizk R, Njeru W, Kogut S; ramezrizkelkosary@gmail.com

University of Rhode Island

BACKGROUND: Anticholinergic drugs for overactive bladder
and urinary incontinence (OAB/UI) have significant side
effects in older adults. Safer p3-agonists are more costly.

OBJECTIVE: To estimate the budget impact in Medicare
Part D associated with recently available generic mirabe-
gron and determine the degree that generic pricing permits
more patients to access mirabegron at the current level of
Part D spending for OAB/IU drugs.

METHODS: Abudget impact model was developed to estimate
Medicare Part D savings after the introduction of generic
mirabegron in 2024. Baseline utilization and expenditure
data for anticholinergics, brand mirabegron, and brand
vibegron were obtained from the 2023 Medicare Part D
Prescribers by Provider and Drug dataset. In the new envi-
ronment, brand vibegron utilization remained constant,
while all patients using mirabegron were assumed to use
the generic product, at a 14% price reduction (reflecting the
current wholesale acquisition cost). A two-way sensitivity
analysis varied both generic price reduction (10%-75%) and
mirabegron utilization (0%-200% increase). Additionally, we
devised a spending-neutral scenario to determine the num-
ber of beneficiaries who could shift from anticholinergics
to generic mirabegron at the 2023 level of overall spend-
ing, according to varying levels of generic mirabegron price
reduction (10%-50%). A scenario analysis incorporated

fracture and fall costs associated with anticholinergic use
to evaluate their effect on overall spending

RESULTS: In 2023, prior to the introduction of generic mira-
begron, the estimated annual Part D spending for drugs for
OAB/Ul was $2.813B. In the new environment spending was
reduced by $295M, assuming a 14% mirabegron price reduc-
tion. Redirecting these savings could allow 140,838 patients
to switch from anticholinergics to mirabegron without rais-
ing total annual costs. In the two-way sensitivity analysis,
a 14% price reduction and 50% increase in the use of mira-
begron resulted in $547M in additional spending. If the
generic mirabegron price was reduced by 50% of brand
cost, more than half (51.5%) of patients using anticholiner-
gics could switch to generic mirabegron while maintaining
current levels of spending. Incorporating costs for anti-
cholinergic-associated falls/fractures added $85.4M to the
current environment. This cost would be reduced by $6.8M
in the new environment where 140,838 patients switched to
mirabegron at neutral overall spending.

CONCLUSIONS: Managed care can expand access to a safer
alternative for OAB/UI without increasing overall spending.

SPONSORSHIP: None

191Utilization of medications for overactive
bladder/urinary incontinence during
2018-2022: Analysis of the Medicare Part C and D
Prescribers - by Provider and Drug Dataset

Breneman A, Umbrianna D, Salganik N, Njeru W, Rizk R,
Kogut S; andrew_breneman@uri.edu; dumbrianna@uri.edu
University of Rhode Island

BACKGROUND: Anticholinergic drugs for overactive bladder
(OAB) and urinary incontinence (UI) can have significant
side effects among older adults.

OBJECTIVE: To determine trends in Medicare utilization of
anticholinergic and B3-agonist medications for OAB/UI,
overall, and by US region and by prescriber type.

METHODS: We conducted a series of cross sectional analyses
using the Medicare Part C and D Prescribers - by Provider
and Drug databases. Claims for anticholinergic OAB/UI
agents and B3-agonists were extracted, and we examined
the total number of 30-day equivalent fills. To account for
yearly changes in enrollment, we calculated the number of
30-day claims per 1,000 Medicare beneficiaries. The annual
number of claims for anticholinergic and B3 agonist OAB/
UI drugs per 1,000 beneficiaries was determined for each
year during 2018-2022, by US Census region, and for urolo-
gist and non-urologist prescribers, with 99% confidence
intervals.
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RESULTS: The number of claims for anticholinergic OAB/
UI drugs per 1,000 beneficiaries decreased over time,
from 233.88 in 2018 (99% CI: 233.69-234.07) to 203.06
in 2022 (99% CI: 202.90-203.22), representing a 13.2%
decline. Conversely, the number of claims for 3 agonist
OAB/UI drugs per 1,000 beneficiaries increased over
time, from 60.29 in 2018 (99% CI: 60.20-60.39) to 96.04
in 2022 (99% CI: 95.93-96.15), representing a 59.3% rise.
Annual claims for any OAB/UI medication rose slightly
during this timeframe by 1.7%. The proportion of OAB/
UI claims that were p3-agonists rose from 20.49% (99%
CI: 20.48-20.51) in 2018, to 32.00% (99% CI: 31.98-32.02) in
2022.1n 2022, the Northeast had the highest proportion of
OAB/UI claims for B3-agonists, at 36.61% (99% CI: 36.56-
36.65), while the Midwest had the lowest proportion at
27.69% (99% CI: 27.66-27.73). In 2022, urologists pre-
scribed B3-agonists for 40.02% (99% CI: 39.98-40.05) of
OAB/UI claims, while the proportion was 29.29% (99% CI:
29.27-29.31) for non-urologists. From 2018 to 2022, claims
for B3-agonists rose by 8.99 percentage points (28.96%
relative) among urologists and 12.55 points (74.97% rela-
tive) among non-urologists.

CONCLUSIONS: Claims for medications for OAB/Ul remained
steady between 2018 and 2022, yet the use of p3-agonists
increased over time, while the use of anticholinergic drugs
declined. Differences in p agonist use were observed by US
region and by prescriber specialty. While urologists pre-
scribed B3-agonists at higher rates than non-urologists, the
increase in B3-agonist claims among non-urologists sug-
gests a broader shift toward these safer therapies in general
practice.

SPONSORSHIP: None
19 Real-world characteristics of patients

with overactive bladder initiating vibegron
or mirabegron
Wang J, Nesheim J, Tomioka S, Carrera A;
monica.wang@us.sumitomo-pharma.com
Sumitomo Pharma America, Inc.

BACKGROUND: Real-world comparison of the character-
istics of patients with overactive bladder (OAB) initiating
vibegron or mirabegron is limited.

OBJECTIVE: To compare baseline characteristics of patients
with OAB initiating vibegron vs mirabegron.

METHODS: This retrospective cohort analysis used the
IQVIA PharMetrics Plus Closed Health Plan Claims database
to identify adults with OAB with >2 prescription fills for
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vibegron or mirabegron from January 2016 to May 2024 and
no use of either in the past 6 months. The index date was
the first dispense date of vibegron or mirabegron (April 2021
to February 2024). Patients had =6 months of preindex and
>2 months of postindex continuous medical and pharmacy
benefits. Demographics were assessed at index. Comor-
bidities were extracted using all available baseline medical
claims. Procedure, medication, and health care resource
utilization (HCRU) were assessed during the 183-day pre-
index period. HCRU was normalized to per person per year
(PPPY). Standardized mean differences (SMD) were used to
compare patient characteristics.

RESULTS: In total, 40,729 patients (vibegron cohort, n=6490;
mirabegron cohort, n= 34,239) were identified. Patient
cohort entry occurred later for vibegron vs mirabegron.
Mean age of new vibegron (vs mirabegron) users was 63.4
years (vs 62.6 years). Among patients initiating vibegron vs
mirabegron, 29.7% vs 26.9% were male, and among those,
23.4% vs 20.5% had evidence of benign prostatic hyperplasia,
respectively. Pre-index, more patients with OAB initiating
treatment (vibegron vs mirabegron; SMD) had diagnosis
of arrhythmia (27.5% vs 23.3%,; 0.1), hypertension (71.5% vs
66.7%; 0.1), and stress incontinence (19.0% vs 14.0%; 0.1); and
undergone cystoscopy (11.5% vs 8.5%; 0.1), urinalysis (69.0%
vs 56.3%; 0.3), post-void residual volume (38.0% vs 22.2%;
0.4), and urodynamics procedures (8.7% vs 5.6%,; 0.1). Prior
medications for vibegron (vs mirabegron) users were OAB
anticholinergics (33.1% vs 31.8%), alpha blockers (15.8% vs
15.6%), CYP2D6 substrates (72.9% vs 72.1%), beta blockers
(29.6% vs 25.0%), and antiarrhythmics (7.2% vs 5.1%). Mean
+ SD preindex HCRU and costs were higher for vibegron vs
mirabegron initiators: PPPY outpatient visits (32.9 + 26.8
vs 28.7 + 25.1), pharmacy encounters (53.9 + 49.0 vs 47.7 =
44.0), and total costs ($26,919.55 + $58,200.49 vs $25,770.65
+ $68,748.20), respectively.

CONCLUSIONS: This analysis showed clinically meaning-
ful differences in baseline characteristics of patients with
OAB initiating vibegron vs mirabegron. Patients initiating
vibegron had a more complex clinical history.

SPONSORSHIP: Sumitomo Pharma America, Inc.
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19 Proton pump Inhibitors are associated with an
increased risk of mortality among patients
with kidney disease: A systematic review and meta-analysis

Park I, Song H?, Seo H3; ilsoo.park@eastern.edu;
hyunjin.song@ufl.edu

Eastern University College of Health and Science;
2University of Florida College of Pharmacy; *Chungnam
National University College of Nursing

BACKGROUND: Proton pump inhibitor (PPI) use has been
linked to various serious adverse outcomes, including an
increased risk of death from all causes. Notably, higher mor-
tality rates related to kidney disease have been reported
among PPI users. However, the relationship between PPI
use and mortality in patients with kidney disease remains
uncertain.

OBJECTIVE: To evaluate the association of PPI use on mor-
tality among patients with kidney disease.

METHODS: We searched Ovid-MEDLINE, Ovid-EMBASE,
and Cochrane CENTRAL through April 2025 to identify ran-
domized controlled trials (RCTs) and observational studies
examining the relationship between PPI use and mortality
risk in patients with kidney disease. Study outcomes included
mortality rates among PPI users and non-users, as well as
adjusted hazard ratios (HRs) comparing the risk of death
between groups, accounting for demographic and clinical
variables. To calculate pooled HRs with 95% confidence inter-
vals (ClIs), a random-effects meta-analysis was conducted
using the Hartung-Knapp method for confidence interval
adjustment. Between-study variance (t?) was estimated using
the restricted maximum likelihood (REML) method. Statis-
tical heterogeneity was assessed using the I? statistic and
Cochran’s Q test. Subgroup analyses were performed based
on follow-up duration, patient population, and study location.

RESULTS: This systematic review encompassed 216,032
patients with kidney diseases from 24 cohort studies and
ad hoc analyses of randomized controlled trials. Included
patients had dialysis, chronic kidney disease, renal cancer,
or a kidney transplant. Among 20 cohorts from 17 obser-
vational studies, mortality was observed in 23.2% of PPI
users (15,755 out of 67,853) and 22.1% of non-users (28,986
out of 131,009). After adjusting for confounding variables in
18 studies (20 cohorts), PPI use was significantly associated
with a 26% increased risk of mortality in patients with kid-
ney disease compared to those not using PPIs (HR 1.26; 95%
CI, 1.11-1.42). Substantial heterogeneity was observed across
the studies. The subgroup analyses further confirmed that
this elevated mortality risk among PPI users remained con-
sistent across different subgroups.

CONCLUSIONS: Our meta-analysis found a potential risk of
death associated with PPI use in patients with kidney dis-
ease. While additional studies are necessary to confirm this
risk, the prescription of PPIs in this population should be
approached with caution.

SPONSORSHIP: None

Health Disparities/Equity
Comparative outcomes for transgender

19 patients: Gaps in HIV preexposure
prophylaxis (PrEP) adoption between transgender
and cisgender individuals

Myers S; scottmyers@pearldiverinc.com

PearlDiver Technologies

BACKGROUND: Health challenges facing the transgender
population differ from those of the cisgender population.
There has been minimal research using large national claims
databases to investigate such health disparities.

OBJECTIVE: To investigate, using a large, national, all-payer
database, gaps in the adoption of PrEP among the trans-
gender community in relation to adoption rates with the
cisgender population.

METHODS: Utilizing the Mariner170 all-payer national claims
database, the transgender cohort was defined as patients
with >1 claim of gender identity disorder occurring between
January 2010 and April 2023 using ICD-9 and ICD-10 codes.
Propensity score matching was performed against a control
group. T-tests and chi-square tests were used to compare
the transgender cohort to the cisgender cohort across 32
comorbidities. Patients must have >2 outpatient claims or
>1 inpatient claim of each respective comorbidity to be con-
sidered a member of the comorbidity cohort. Patient age at
first appearance in the database was used.

RESULTS: Within the database, 71,741 individuals with >1
ICD-9 or ICD-10 diagnosis for gender identity disorder
(ICD-9 302.50:302.53, 302.6, 302.85, ICD-10 F64.0:F64.9,
787.890) as a method of identifying transgender individu-
als. The highest risk ratio among attributes studied was HIV
(12.4) followed by self-inflicted injuries (10.3), schizophrenia
(5.1), and mood disorders (4.3), for the transgender popula-
tion. The rate of transgender patients with no HIV diagnosis
having >1 claim for PrEP is 5.2% (3,567/68,725). This is signif-
icantly lower than national estimates of 35%-45% adoption
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among the high-risk group of gay male individuals. An anal-
ysis of the cisgender adopters of PrEP was performed to
identify key indicators of PrEP adoption. A logistic regres-
sion was performed to identify contributing factors to
adopting PrEP. Age was confirmed to be a significant factor,
with a t-test confirming significance in difference of mean
age between the groups (31.4, 40.3).

CONCLUSIONS: The adoption rate of PrEP in the transgen-
der community aged 216 years without a diagnosis for HIV
(3,058/45,024) is significantly lower than rates among other
high-risk populations. It is recommended further research
be conducted concerning this gap in treatment and that
targeted programs be implemented to increase PrEP adop-
tion rates in the transgender community.

SPONSORSHIP: PearlDiver Technologies

19 The Centers for Medicare & Medicaid
Services’ definition of social risk may be

missing those in need

Silver C!, Chi WY, Johnson M}, Sherry M?%

cory.silver@carelon.com

ICarelon Research; 2Elevance Health

BACKGROUND: The Centers for Medicare and Medicaid
Services (CMS) seeks to utilize social risk factors (SRF)
in several proposals affecting Medicare Advantage (MA)
Organizations, such as self-evaluation of Part D utilization
management criteria. Utilizing membership data from a
major health plan, we noticed about half of MA member-
ship met CMS’s definition of SRF. This high prevalence begs
the question of if this definition of SRF is precisely able to
identify those with health-related social needs (HRSNs), the
targeted, more immediate requirements arising from SREF,
and more broadly, calls for clarification of the constructs
CMS desires to assess.

OBJECTIVE: To elucidate if health plan members identified
with having SRF as defined by CMS had unmet HRSNs and
if there were differences in HRSNs among MA membership
identified with SRF by CMS compared to those who were not.

METHODS: Data flagging CMS SRF were extracted
for members of a major health plan from CMS mem-
ber restated monthly files as a binary variable. These
were joined to member-level assessment data, including
Accountable Health Communities (AHC) HRSN Screen-
ing Tool, and Protocol for Responding to & Assessing
Patients’ Assets, Risks, and Experiences (PRAPARE), as
well as a social risk survey (SRS) deployed in-house across
one midwestern and one southern state providing infor-
mation on nine HRSNs. Measures were transformed into
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binary variables to indicate presence of social need and
were correlated against the variable denoting CMS SRF.
The population studied was any of the MA members iden-
tified in the CMS member restated monthly files in 2021 or
2022, which were included in at least one of the sources of
HRSN assessment.

RESULTS: The correlation between CMS social risk and self-
reported HRSN was weak to moderate across all measures,
with Pearson correlation coefficients of 0.10 and 0.29 for
AHC and PRAPARE, respectively, and ranging from 0.10
to 0.45 among the nine HRSNs measured in the SRS. All
correlations except the “internet” HRSN in the SRS were
significant at the P<0.05 level.

CONCLUSIONS: There is limited concordance between
CMS RF and HRSNs, as self-reported on member assess-
ments—individuals flagged with RF by CMS may not have
attested to self-reported HRSNs, and vice-versa. It is
critical for stakeholders across the Medicare sphere to
synergize efforts to identify and support individuals in
need, and this starts with ensuring concepts such as RF
applied in the context of a greater social needs framework
rather than in a vacuum.

SPONSORSHIP: Elevance Health

200Fragmented access to Alzheimer plasma
biomarkers: A Medicaid policy review of

coverage for early detection and anti-amyloid
therapy eligibility

Matter A, Wong Z, Bejm I; m0470126@stu.mcphs.edu
MCPHS

BACKGROUND: Plasma biomarkers including phosphory-
lated tau (pTau-181), amyloid beta 42/40 ratio (Ap42/40),
glial fibrillary acidic protein (GFAP), and neurofilament
light chain (NfL) are transforming Alzheimer disease (AD)
diagnostics by enabling earlier, less invasive confirmation
of amyloid pathology. Their relevance has grown with the
approval of anti-amyloid monoclonal antibodies requiring
biomarker evidence prior to treatment. However, Medic-
aid coverage remains fragmented, raising concerns about
delayed diagnosis, inefficiencies, and restricted access,
particularly among racially and ethnically minoritized pop-
ulations disproportionately affected by AD.

OBJECTIVE: To evaluate Medicaid coverage of plasma-based
AD biomarkers across all 51 jurisdictions and assess align-
ment with therapy eligibility. The review also assessed
CPT-based coverage clarity, reimbursement structure, and
attention to health equity.
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METHODS: A systematic review of Medicaid policies was con-
ducted in accordance with PRISMA 2020 guidelines (January
2022 to May 2025). Sources included state Medicaid web-
sites, CMS portals, and policy bulletins. Inclusion required
references to plasma biomarkers, CPT codes (e.g., 0346U for
AB42 /40, 0412U for pTau-181, 0443U for NfL), or diagnostic cri-
teria for therapy approval. Coverage was classified as explicit
(biomarker named with CPT and billing guidance), partial (bio-
marker named without CPT/billing), or absent. Two reviewers
independently extracted and validated data. Equity was
defined as any mention of disparities or targeted access.

RESULTS: Among 51 jurisdictions, 18 (35%) referenced at least
one plasma biomarker. Eleven (22%) included CPT codes,
primarily for Ap42/40 or pTau-181. Nine (18%) required bio-
marker evidence for therapy approval, while 72% permitted
cerebrospinal fluid (CSF) or PET testing through existing ben-
efits. Seventeen states (33%) limited plasma testing to select
labs, often CLIA-certified or manufacturer-designated. Only
six jurisdictions (12%) referenced health equity, and fewer
than 10% addressed plasma assays in diagnostic stewardship.
Ambiguities in benefit designation and lack of federal stan-
dards contributed to inconsistent reimbursement.

CONCLUSIONS: Medicaid coverage for plasma-based AD
biomarkers remains inconsistent and misaligned with treat-
ment eligibility criteria. Delays in diagnostic access and
uneven reimbursement reflect broader gaps in coverage
infrastructure. Federal guidance, CPT standardization, and
equity-focused reforms are needed to improve early detec-
tion and reduce disparities in AD care.

SPONSORSHIP: None

20 The implementation and evaluation of a
medication adherence program segmenting

by social and clinical risk

Silver C!, Ma S?, Chi W', Gallo M?, Juggassar A3 Redfern A®,

Agrawal S?; cory.silver@carelon.com

!Carelon Research; Elevance Health; *CarelonRx

BACKGROUND: A cornerstone of effective management of
chronic conditions is medication adherence. Interventions
addressing barriers to timely medication refills are essen-
tial due to a significant impact on health outcomes and
costs and can be augmented by segmenting the population
of interest to focus resources for the most comprehensive
intervention to the individuals who would most benefit.

OBJECTIVE: To describe the medication adherence impact
of assessing and supporting health-related social needs
(HRSN) within a medication adherence program for indi-
viduals at high risk for overdue or missed refills across three
chronic conditions.

METHODS: The quality improvement program focused on
Medicare Advantage (Part D) members of a major health
plan with prescriptions for diabetes (non-insulin), hyper-
tension (RAS agonists), and hyperlipidemia (statin), including
techniques such as high-touch outreach from a clinical
pharmacy care center, with telephonic and text outreach.
A subset of participants (SDOH cohort) received HRSN
screenings to identify resources and aid in management of
health conditions and ensure timely refills, identified by the
lowest quartile of composite Whole Health Index (WHI) and
its Social Driver domain. WHI is a reliable and valid measure
of whole-person health, covering clinical and social drivers.
Seventy-eight percent of the SDOH cohort had social risk
factors as identified by the Centers for Medicare and Med-
icaid Services, compared to 67% among non-SDOH.

RESULTS: 38% of the SDOH cohort were reached and 28%
were engaged, compared to 29% reached and 21% engaged in
the non-SDOH cohort.. Members in the SDOH cohort partici-
pated in the program at a rate of four percentage points (pp)
higher than non-SDOH. Year-end adherence among engaged
compared to nonengaged for cholesterol, diabetes, and hyper-
tension was 16.0, 12.3, and 15.5 pp higher in the SDOH cohort,
respectively. These values were 12.8,10.1, and 11.7 pp higher in the
non-SDOH cohort. This yields a difference-in-difference esti-
mate for the SDOH program of 3.2, 2.2, and 3.8 pp, respectively.
Overall, SDOH cohort members had both lower baseline adher-
ence rates and greater improvements in medication adherence
compared to the non-SDOH across all three conditions.

CONCLUSIONS: High-touch outreach, including screening
for and addressing social needs, is an effective intervention
for improving medication adherence in a population with a
high prevalence of social risk factors. Utilization of measures
of health such as WHI to segment the population allows for
optimal distribution of resources for maximal impact.

SPONSORSHIP: Elevance Health

Health Policy

2 0 The timing and characteristics of supplemental
indications for small and large molecule

medicines

Zhu Y, Brennan C!, Tian H?, Tran J?, Neumann P!,

Chambers Ji, Lin P!, Li M%; yingyingusc@gmail.com;

meng.li@tuftsmedicine.org

"Tufts Medical Center; 2Eli Lilly

BACKGROUND: The Inflation Reduction Act (IRA) Drug Price
Negotiation Program (DPNP) aims to reduce prices for cer-
tain drugs but subsequently introduces disincentives for
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companies to pursue supplemental indications, especially
as medications approach the effective date for the maxi-
mum fair price (MFP)—nine years for small molecules and
thirteen years for biologics.

OBJECTIVE: To investigate the number and characteristics
of supplemental indications approved =9 (small molecules)
or =13 years (biologics) after initial approval across all dis-
ease areas and drug types.

METHODS: Using the Food and Drug Administration (FDA)
databases, we identified brand-name small molecule drugs
initially approved between 2004 and 2015 and biologics
approved between 2004 and 2011, allowing at least 9 and
13 years of follow-up, respectively. We reviewed each drug’s
label as of 2024 to identify supplemental indications. We
characterized supplemental indications approved >9 years
or =13 years after approval by FDA expedited review path-
way; whether it had an orphan designation; whether it was
approved for pediatric and geriatric populations; and its
therapeutic class.

RESULTS: In our sample of 250 supplemental indications,
24.2% of 182 small molecule supplemental indications were
approved 29 years after approval, while 10.3% of 68 biologic
supplemental indications were approved =13 years. Of the
51 supplemental indications approved (regardless of small
molecule or biologic) 29 or =13 years after initial approval,
56.9% received at least one FDA expedited review designa-
tion (59.1% for small molecules vs 42.9% for biologics), 39.2%
had orphan status (36.4% vs 57.1%), 49.0% were approved for
pediatric use (50.0% vs 42.9%), and 62.7% for older adults
(61.4% vs 71.4%). The most common therapeutic areas for
supplemental indications for small molecules were oncology
(34.1%), infectious disease (15.9%), and circulatory disease
(9.1%); for biologics they were oncology (28.6%), musculo-
skeletal disease (28.6%), and circulatory disease (14.3%).

CONCLUSIONS: We found that a sizeable proportion of
supplemental indications were approved many years after
a drug’s first approval, and many of these longer-term
supplemental indications received expedited or orphan des-
ignations and addressed high-need populations, including
children, older adults, and patients with cancer, infectious
disease, and cardiovascular diseases. Our finding further
suggests that DPNP may disproportionately impact small
molecules, as their supplemental indications were devel-
oped over longer timelines and more likely to be approved
after the MFP effective time.

SPONSORSHIP: Eli Lilly and Company
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20 Examining the impact of specialty drug
rebates on health plan coverage decisions

Beinfeld M!, LaMountain F', Phillips G? Hughes T*,

Chambers J'; mbeinfeld@tuftsmedicalcenter.org

"Tufts Medical Center; 2Argenx; 3argenx

BACKGROUND: Manufacturers offer rebates to secure pre-
ferred coverage for specialty drugs, but the extent of their
influence remains unclear. Current policy discussions often
cite list prices, overlooking rebates and negotiated discounts
between manufacturers, PBMs, and payers. Understanding
how rebates affect coverage decisions is critical for improv-
ing patient access.

OBJECTIVE: To evaluate how net prices and rebates affect
payer coverage of specialty drugs.

METHODS: We analyzed 161 specialty drugs with pricing and
commercial health plan coverage information in the SSR
Health US Brand Rx Net Pricing Tool and the Specialty Drug
Evidence and Coverage (SPEC) Database for all four quar-
ters of 2023. We conducted a multivariate logistic regression
analysis to identify factors influencing payer coverage
decision-making. We classified coverage decisions as unre-
stricted—covering the full FDA-approved population—or
restricted—imposing additional access requirements such as
clinical criteria or step therapy protocols. Variables included
rebate size, net price, drug type (e.g., oncology, orphan),
route of administration, number of indications, competition,
FDA approval pathway, and time since FDA approval.

RESULTS: The median estimated net price was $48,700 (IQR:
$20,800 to $166,400) with a median rebate of $29,400 (IQR:
$16,000-$47,900), reflecting a median discount of 28% off
list price (IQR: 16%-67%). Among 6,688 coverage decisions
analyzed, 54% included at least one restriction. Drugs
with higher net prices (>$166,400) were more likely to face
restrictions compared to lower-priced drugs (<$20,800)
(OR: 2.56 (P<0.001). In contrast, drugs with higher rebates
(=547,900) were less likely to face restrictions than those
with lower rebates (<$16,000) (OR: 0.56, P<0.001). Oncol-
ogy drugs, orphan drugs, drugs with expedited approval,
self-administered drugs and those FDA designated as sec-
ond-line or later use were less likely to face restrictions.
Older drugs and those in highly competitive therapeutic
classes were more likely to be restricted.

CONCLUSIONS: Net prices and rebates significantly influ-
ence health plan coverage decisions for specialty drugs.
Greater transparency in rebate and pricing negotiations is
needed to promote equitable access and manage affordabil-
ity challenges for patients.

SPONSORSHIP: argenx, Inc.
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20 US commercial health plan use of
corticosteroids in step therapy protocols

Beinfeld M/, Lin Y', Shi L!, Phillips G?, Hughes T?,

Chambers J'; mbeinfeld@tuftsmedicalcenter.org

"Tufts Medical Center; 2argenx

BACKGROUND: Health plans often impose step therapy pro-
tocols requiring patients to try and fail alternative therapies
before accessing to higher-cost specialty drugs. Corticoste-
roids (CS), due to their wide availability and low cost, are
commonly used in these protocols. While short-term CS use
can reduce inflammation, chronic systemic use may lead
to serious clinical side effects. Requiring CS failure before
specialty drug access may delay initiation of more effective
therapies and cause patient harm.

OBJECTIVE: To estimate how often commercial health
plans include CS in step therapy protocols and describe
the nature of CS failure requirements and variation
across plans.

METHODS: We analyzed data from the Tufts Medical Cen-
ter Specialty Drug Evidence and Coverage Database, which
tracks coverage decisions for 18 large US commercial
health plans. We identified drug-indication pairs for which
at least one plan included CS in step therapy. For each,
we reviewed coverage decisions to determine whether
CS failure was included, reviewed CS failure criteria, and
categorized specifics of CS failure requirement by charac-
teristics such as route of administration of CS (systemic vs
local use).

RESULTS: As of August 2024, we identified 201 drug-
indication pairs for which at least one plan CS in step
therapy. Of these drug-indication pairs, 33 (16.4%) had an
FDA label indication recommending prior CS use, while
168 (83.6%) did not. Among 557 coverage decisions involv-
ing drug-indication pairs with FDA-indicated prior CS use,
76.5% required CS failure—typically featuring the use of
systemic CS (78.4% of decisions with CS failure require-
ment). For the 2,210 decisions for drug-indication pairs
lacking FDA-indicated prior CS use, 43.1% still included
CS in step therapy. In these, 63.8% specified systemic CS
use and 48.4% required additional steps beyond CS. Use
of CS in step therapy varied widely across plans, ranging
from 15% to 74% of relevant decisions. Examples of drug-
indication pairs most likely to include CS steps beyond
FDA label recommendations included deflazacort for
Duchenne muscular dystrophy (100% of coverage deci-
sions), adalimumab for uveitis (93.3%), and apremilast for
Behcet disease (85.7%).

CONCLUSIONS: Commercial plans frequently include CS
failure, often beyond the FDA label. Substantial variation

across plans highlights inconsistencies in application of
CS failure criteria. Further research should examine the
clinical appropriateness and patient impact of CS failure
requirements.

SPONSORSHIP: argenx, inc

2 0 Does delaying coverage for accelerated
approval treatments disproportionately

impact patients with high unmet needs?

Zheng H!, Wang S?, Shafrin J*, Bheema S?, Spurrier K2,

Campbell J'; hzheng@npcnow.org

'National Pharmaceutical Council; °’FTI Consulting;

SFTI Consulting, Center for Healthcare Economics and Policy

BACKGROUND: Payers are increasingly considering delay-
ing coverage for new non-oncology treatments approved
via the Food and Drug Administration’s (FDA) accelerated
approval (AA) pathway. It is unclear to what extent this deci-
sion would impact patients with high unmet needs.

OBJECTIVE: To compare the economic burden and disease
characteristics of non-oncology conditions targeted by AA
medicines and those treated with non-AA medicines.

METHODS: All conditions for which there was an FDA
approval via AA between Jan 2015 and Feb 2025 were identi-
fied; the comparison group comprised the 100 diseases with
the most recent non-AA medicines approved prior to Feb
2025. Data on economic burden and disease characteris-
tics were sourced from published literature. The economic
burden was estimated from the US societal perspective,
including direct medical costs, direct non-medical costs,
indirect costs from patient productivity loss, and indirect
costs from informal caregiving if available. Costs were
inflated to 2025 USD using the Medical Care Component
of the BLS’ Consumer Price Index. Disease characteristics
measures included life-years, quality of life, prevalence, and
age of onset. Mann-Whitney U tests were applied to test
whether the differences between AA and non-AA conditions
were statistically significant.

RESULTS: The 34 non-oncology AA treatments represented
n=18 unique diseases and were compared against n=100
non-AA diseases. Average annual societal costs for AA dis-
eases were 1.50 times higher than for non-AA conditions
(594,857 vs $63,219, P<0.01). Compared with non-AA con-
ditions, the annual average productivity loss and caregiver
burden were 1.35 ($21,538 vs $9,177) and 1.59 times (519,846
vs $7,678) greater in the AA conditions, respectively. On
average, AA conditions were characterized by shorter post-
diagnosis life expectancy (25.9 vs 31.0 years), lower quality
of life (0.651 vs 0.688), and lower prevalence (277 vs 2,250 per
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100,000). Diseases treated by AAs also disproportionately
affect children (<18 years: 29.4% vs 24.2%) and older adults
(>65 years: 27.5% vs 23.1%).

CONCLUSIONS: Diseases targeted by AA treatments imposed
greater economic burden and reflect more severe disease
characteristics than non-AA conditions. Delaying coverage
of AA treatments would disproportionately impact patients
with high unmet needs.

SPONSORSHIP: National Pharmaceutical Council

21 Navigating artificial intelligence in evidence
synthesis: A scoping review of current and

developing guidelines

Fox G, Santpurkar N, Avissar J, Torres Ames J, Arca E;

gracefox@openhealthgroup.com
OPEN Health HEOR & Market Access

BACKGROUND: The integration of artificial intelligence (AI) is
transforming health economics and outcomes research and
market access by offering efficiencies in evidence synthe-
sis, including systematic and pragmatic literature reviews.
As Al tools become more sophisticated, it is essential that
transparent, ethical guidelines are in place to promote the
responsible application of those tools and maintain the
integrity of managed care decision-making processes.

OBJECTIVE: To identify and characterize existing global
guidelines and recommendations for the use of Al in evi-
dence synthesis, with a particular focus on applicability
and gaps relevant to systematic and pragmatic literature
reviews.

METHODS: A scoping review was conducted in January 2025
and updated in April 2025, drawing from diverse sources
including PubMed, Cochrane, the Centre for Reviews and
Dissemination (CRD), Responsible Al in Evidence Synthesis
(RAISE), and ISPOR - The Professional Society for Health
Economics and Outcomes Research. The scoping review
sought to delineate recommended Al workflows (e.g.,
human-in-the-loop), specific phases of evidence synthesis
where Al is advised, and any identified limitations or ethical
considerations.

RESULTS: Current guidelines broadly advocate for Al as an
augmentative tool rather than a replacement for human
expertise in evidence synthesis. Recommendations predom-
inantly address systematic literature reviews, particularly
focusing on tasks such as title/abstract screening and data
extraction. However, substantial gaps were identified in
existing guidelines regarding the application of Al to less
structured, pragmatic literature reviews. Limitations on the
use of Al for literature reviews included concerns about sci-
entific validity, potential bias, and ethical implications.
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CONCLUSIONS: The landscape of Al in evidence synthesis
is rapidly evolving, necessitating continuous development
and refinement of guidance. This scoping review high-
lights a critical need for standardized, comprehensive, and
adaptable guidelines that specifically address the unique
challenges and opportunities of Al in pragmatic literature
reviews and ensure robust, transparent, and equitable evi-
dence generation.

SPONSORSHIP: OPEN Health HEOR & Market Access

21 Payer reactions to the Inflation Reduction Act
and manufacturer financial assistance

Bischel H, Stupecki A, Snow J, Pekarek T;

hannah.bischel@cencora.com; Anastasia.Stupecki@cencora.com
Cencora

BACKGROUND: The Inflation Reduction Act (IRA) introduced
key Medicare Part D reforms, including a $2,000 out-of-
pocket cap and the Medicare Prescription Payment Plan
(MPPP) in 2025, which allows patients to spread out-of-
pocket costs throughout the year, as well as Medicare drug
price negotiations starting in 2026. While these reforms
aim to improve affordability, their impacts on payer strate-
gies and plan design remain unclear.

OBJECTIVE: To evaluate the impact of Medicare Part D
reforms on plan design and affordability and to assess payer
strategies for 2026 in response to drug price negotiations
and manufacturer financial assistance programs.

METHODS: A double-blind, web-based survey of US health
care payers was conducted through Cencora’s Managed
Care Network research panel in May 2025.

RESULTS: A total of 40 payers, representing health plans
(n=18), integrated health delivery systems (n=14), and phar-
macy benefit managers (n=_8), shared insights on how the
IRA impacts plans and informed predictions for 2026 plan
design and strategies. In 2026, half (50%) of payers antici-
pate adverse financial effects on their portfolio of Part D
plans, with 65% planning to consolidate or eliminate Medi-
care Part D plans to manage financial pressures. Premiums
are expected to rise, with 78% of standalone prescription
drug plans and 83% of Medicare Advantage plans projecting
increases, most commonly up to 10%. Narrower formu-
laries are expected by 85% of plans, with 88% expecting
greater use of utilization management tactics. For drugs
under Medicare price negotiation, 50% of plans anticipate
increased prior authorization and 53% foresee expanded
step therapy. Payers perceive the MPPP as confusing for
patients (63%) and difficult to implement (48%), though
58% of payers see it as beneficial for patient affordability.
Communication strategies on the IRA with providers and
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patients remain limited, with many payers focusing on man-
dated updates. Regarding biopharmaceutical-sponsored
financial assistance, 25% of payers do not restrict use, while
the remainder employ copay accumulators (65%), maximiz-
ers (60%), or alternative funding programs (20%) or outright
deny assistance (8%).

CONCLUSIONS: The IRAs reforms aim to improve afford-
ability, but they have also created significant financial and
operational challenges for payers. Going into 2026, pay-
ers anticipate narrower formularies, expanded utilization
management, and plan consolidation. Manufacturers must
engage payers with innovative strategies to balance afford-
ability and coverage.

SPONSORSHIP: Cencora

21 What evidence packages did CMS consider
for maximum fair price determination?

A comparative analysis of apixaban, rivaroxaban

and sacubitril/valsartan

Veeranki P, Paul K, Roy A; phani.veeranki@optum.com;

kunal.paul@optum.com

Optum

BACKGROUND: The Inflation Reduction Act (IRA) grants
the Centers for Medicare & Medicaid Services (CMS) the
authority to negotiate prices for high-expenditure Medi-
care drugs. As part of this process, manufacturers are
required to submit comprehensive evidence packages to
inform CMS’s determination of a drug’s maximum fair price
(MFP). Analyzing these submissions offers valuable insights
into CMS’s negotiation strategies and MFP determination.

OBJECTIVE: To compare the evidence packages submitted
for three cardiovascular drugs—apixaban, rivaroxaban, and
sacubitril /valsartan—which together accounted for nearly
50% of total Medicare Part D spending among the first
drugs selected for MFP negotiation.

METHODS: A systematic review was conducted to evaluate
the evidence packages submitted by manufacturers for the
three drugs. Submissions included data from pivotal clinical
trials, real-world evidence (RWE), economic models, regis-
try data, and network meta-analyses.

RESULTS: For apixaban and rivaroxaban, both indicated for
nonvalvular atrial fibrillation (NVAF), manufacturers sub-
mitted data derived from Medicare fee-for-service (FFS)
and administrative claims. Submissions also included evalu-
ations from the Institute for Clinical and Economic Review
(ICER), with ratings provided for both drugs. Economic mod-
els utilized Equal Value of Life Years (evLY) and cost per evLY
metrics. Due to the absence of head-to-head trials, network
meta-analyses were employed. For sacubitril/valsartan,

indicated for heart failure with reduced ejection fraction
(HFrEF), the manufacturer asserted the absence of thera-
peutic alternatives. Evidence emphasized unmet need and
clinical effectiveness, supported by RWE demonstrating
reductions in cardiovascular mortality and hospitalizations.
Additional studies highlighted improvements in health
disparities among specific patient populations. Economic
evaluations included both all-cause and disease-specific
costs. Patient-reported outcomes, including health-related
quality of life measured by the Kansas City Cardiomyopathy
Questionnaire, were also submitted. All three submissions
incorporated RWE from Medicare FFS and registry data
from both US and international sources. Stakeholder input
included perspectives from physicians, pharmacists, patient
advocacy groups, and individual patients and caregivers.

CONCLUSIONS: The CMS negotiation process revealed
distinct evidence strategies across the three drugs. The
submitted evidence packages underscored the critical role
of real-world data (RWD) and RWE in supporting transpar-
ent, evidence-based pricing decisions under Medicare.

SPONSORSHIP: None
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boards

Sheinson D, Majda T, Wong W; sheinsod@gene.com;
majda.thomas@gene.com

Genentech

Factors associated with variation in drug costs
in states with prescription drug affordability

BACKGROUND: Five states have created similar prescription
drug affordability boards (PDABs) to address concerns on
drug affordability, which may be influenced by a number
of factors related to patient insurance/benefit design and
characteristics. At present, there are limited data to fully
inform PDAB deliberations; thus, this study aims to inves-
tigate factors associated with variations in drug spending.

OBJECTIVE: To describe factors that contribute to the varia-
tion in drug spend in states with similar PDABs.

METHODS: The IQVIA PharMetrics Plus closed claims
database was used to conduct a retrospective analysis of
pharmacy and medical claims (2018-2022) for patients on
select drugs to assess plan spend and patient liability by
patient- and insurance-related factors including the Charl-
son Comorbidity Index (CCI), cost-sharing types (copays,
deductibles, and coinsurance), plan type (e.g., PPO, high-
deductible health plan) and funding (fully insured [FI] vs
self-funded [SF]). Based on drugs generally eligible for review
by state PDABs, 20 drugs used to treat rheumatoid arthri-
tis, psoriasis, multiple sclerosis, and cancer were included.
Patients were required to have at least 3 claims throughout a
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calendar year for a given drug and be continuously enrolled
in a SF or FI plan throughout at least one calendar year to
be included in the study. Descriptive statistics were used to
assess plan drug spending and patient liabilities for drugs.

RESULTS: A total of 174,761 patients were included, of whom
12,935 patients were located in states with PDABs (CO, MD,
MN, OR, WA). Nationwide, there was significant variation
in both median annual plan spend amounts ($57,826 [IQR:
$35,502, $77,395]) and patient liability (5624 [IQR: $200, $1,717]).
Those patients with a low-deductible, self-funded, point-
of-service plan with copays had significantly lower median
patient liabilities than those patients with a fully insured high-
deductible plan and coinsurance ($338 vs $6,469, P < 0.001).
Among PDAB states, high-deductible plans had consistently
the largest median annual patient liabilities (range: $2,039
to $3,600) while PPOs generally had the lowest (range: SO to
$874). Comorbidities was a substantial factor in payer spend-
ing with differences in median plan paid costs between CCI
scores of 0 to 3+ of >$5,000 in MN to >$20,000 in OR.

CONCLUSIONS: Variations in health plan drug spend and
patient liabilities are shaped by the interplay of insurance
benefit designs and patient characteristics. State-level solu-
tions for drug affordability require a multi-faceted approach
to address these complex associations.

SPONSORSHIP: Genentech, Inc.
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2 2 3 Fitusiran prophylaxis reduces episodic
treatment-associated costs of managing

breakthrough bleeds in hemophilia

Ng-Mak D, Afonso M, Shen Y, Ali S, Chen A, Puurunen M,
Agirrezabal I; Daisy.Ng-Mak@sanofi.com

Sanofi

BACKGROUND: The ATLAS-OLE (NCT03754790) assessed the
long-term safety and efficacy of the fitusiran’s antithrom-
bin-based dosing regimen (AT-DR) in people with hemophilia
(PwH). This antithrombin (AT)-lowering siRNA therapeu-
tic was compared to clotting factor concentrate (CFC) and
bypassing agent (BPA) prophylaxis in a subset of participants.

OBJECTIVE: To quantify the potential cost-savings asso-
ciated with the results from the ATLAS-OLE trial, which
demonstrated that fitusiran AT-DR was associated with
reduced CFC/BPA use for breakthrough bleeds manage-
ment compared to CFC/BPA prophylaxis.

METHODS: A cost-calculation model was developed in
Microsoft Excel including following parameters: episodic
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treatment doses of CFC/BPA, the number of CFC/BPA doses
required to treat a bleed during CFC/BPA prophylaxis,
mean body weight, the US wholesale acquisition costs for
CFC/BPA treatment, the administration costs in US health
care setting, and the reduction in CFC/BPA episodic usage
among PwH receiving fitusiran AT-DR. For PwH A without
inhibitors, episodic treatments included in the analysis were
octocog alfa, efmoroctocog alfa, and rurioctocog alfa pegol,
while those for PwH B without inhibitors were nonacog alfa,
albutrepenonacog alfa, and eftrenonacog alfa. For PwH with
inhibitors, factor VIII inhibitor bypassing activity (FEIBA) and
eptacog alfa were included. The base case assumed no vial
sharing. For each episodic treatment, drug cost per bleed,
administration cost per bleed, and combined total cost were
calculated for PwH receiving CFC/BPA prophylaxis and for
those receiving fitusiran AT-DR. The difference in the costs
between CFC/BPA prophylaxis and fitusiran AT-DR was pre-
sented as potential cost savings with fitusiran prophylaxis.
A scenario analysis assessed the impact of vial sharing.

RESULTS: Fitusiran AT-DR demonstrated cost savings rang-
ing from $4,039 (efmoroctocog alfa) to $5,801 (rurioctocog
alfa pegol) per bleed in PwH A without inhibitors and $5,247
(nonacog alfa) to $15,262 (albutrepenonacog alfa) per bleed
in PwH B without inhibitors. In PwH with inhibitors, fitu-
siran AT-DR led to savings of $56,802 (FEIBA) to $78,826
(eptacog alfa) per bleed. Scenario analysis considering vial
sharing yielded results consistent with the base case.

CONCLUSIONS: Fitusiran AT-DR prophylaxis demonstrated
potential for considerable cost-savings in episodic treat-
ment costs for managing breakthrough bleeds in PwH
compared with CFC/BPA prophylaxis. Cost-saving benefits
appear more pronounced in PwH with inhibitors than in
those without inhibitors.

SPONSORSHIP: Sanofi

2 2 Real-world experience with efanesoctocog
alfa in patients with moderate and severe

hemophilia A: Final analysis of the Adelphi Hemophilia

Wave Il Disease Specific programme

Janbain M!, Escobar M?, Carcao M3, Wilson A* Dumont J#,

Ball N°, Mortan E®°, Choudhry N*, Bozkaya D*, Tardy A*,

Bozzi S%; mjanbain@tulane.edu

"Tulane School of Medicine; ?Division of Hematology,

McGovern Medical School, University of Texas Health Science

Center, Houston, Texas, USA; *Division of Haematology/

Oncology; Department of Paediatrics, Hospital for Sick

Children, University of Toronto; “Sanofi; >Adelphi Real World

BACKGROUND: Efanesoctocog alfa is a first-in-class, once-
weekly Factor VIII replacement therapy that provides high,
sustained factor levels for patients with hemophilia A (PwHA).
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OBJECTIVE: To describe the clinical outcomes and treat-
ment landscape among PwHA who received efanesoctocog
alfa prophylaxis.

METHODS: This retrospective, observational study analyzed
data collected between July 2023 and December 2024 from
the US-based real-world Hemophilia Wave III Disease Spe-
cific Programme. The cross-sectional survey included male
PwHA (moderate or severe) receiving efanesoctocog alfa.
Data were obtained via physician-completed patient record
forms. Patient characteristics and treatment landscape
were analyzed for patients receiving prophylactic efanes-
octocog alfa for any duration (Group 1) and those receiving
for =170 days (Group 2). Bleed outcomes were analyzed only
for Group 2.

RESULTS: This analysis included 84 patients in Group 1 and
44 patients in Group 2. Mean (SD) age was 23.4 (13.0) and 24.2
(11.3) years, respectively, with 89.3% and 93.2% never having
had inhibitors. Mean (SD) duration since initiating efanes-
octocog alfa until data collection was 192.3 (118.4) days in
Group 1 and 263.3 (77.3) days in Group 2. Among Group 2
(n=40), estimated mean (SD) annualized bleed rate (ABR)
significantly decreased from 0.97 (2.25) in 12 months prior
to initiating efanesoctocog alfa to 0.21 (0.6) post-initiation
(P=0.0091). Prior to initiation, 62.5% patients had no bleeds,
22.5% had 1bleed, and 5% (each) had 2, 3, 5+ bleeds. Follow-
ing initiation, 87.5% reported no bleeds, 7.5% had 1 bleed,
and 5% had 2 bleeds. In Groups 1 and 2, mean (SD) dosing
interval for efanesoctocog alfa was every 7.0 (0.2) and 7.0
(0.3) days, respectively, with mean (SD) dose of 49.7 (2.4) and
49.5 (3.1) IU/kg. Physicians reported satisfied or completely
satisfied with following treatment attributes in Groups 1and
2, respectively: managing patients’ hemophilia (91.8% and
97.7%), overall safety (96.5% and 97.7%) and efficacy (94.1%
and 100%), administration frequency (92.9% and 97.7%) and
duration (90.6% and 100%).

CONCLUSIONS: Results from this real-world survey demon-
strate that prophylactic efanesoctocog alfa use in PwWHA was
associated with lower ABRs than in the 12 months prior to
treatment initiation. Dose and frequency of efanesoctocog
alfa administration were consistent with the US prescribing
information. Physicians reported satisfaction with its effi-
cacy, safety, and administration attributes. These findings
highlight efanesoctocog alfa as an effective alternative to
existing prophylactic treatments for PWHA.

SPONSORSHIP: Sanofi

2 2 Treatment patterns, health care resource
utilization (HCRU), and costs in adolescent

and young adult (AYA) patients (pts) with acute

lymphoblastic leukemia (ALL)

Nguyen Al, Burgess E?, Sillah A%, Murphy R?, Zhu Y?,

Le L%, Moore K!, Murphy L3, Stricherz M

amy.nguyen@jazzpharma.com; Eric.Burgess@jazzpharma.com

Jazz Pharmaceuticals plc, Dublin, Ireland; 2Jazz

Pharmaceuticals Plc, Dublin, Ireland; *Optum Life Sciences,

Eden Prairie, MN, US

BACKGROUND: The treatment (Tx) landscape for ALL has
evolved significantly over the past decade with protocol
updates and newer therapies. Asparaginase (ASP)-con-
taining pediatric-inspired regimens (PIRs) have shown
improved survival and decreased relapse rates over conven-
tional cytotoxic regimens such as hyper-CVAD. However,
ASP-containing PIRs are not widely adopted despite guide-
line recommendations.

OBJECTIVE: To examine Tx patterns, HCRU, and costs for
AYA pts with newly diagnosed ALL in the United States.

METHODS: This retrospective descriptive analysis used the
Optum deidentified Market Clarity claims and electronic
heath records database from Jul 2018 to Dec 2023. Index
date (ID) was defined as the earliest non-diagnostic medical
claim for ALL. Pts were followed until earliest of disenroll-
ment/end of study (min 3 months) or death. Eligible pts aged
15-39 years had 22 non-diagnostic claims for ALL on sepa-
rate days, with continuous enrollment and without another
primary cancer or pregnancy in a 6-month baseline (prior
to ID) and follow-up period, without any history of oncol-
ogy medication or ALL diagnosis prior to ID, and initiated
Tx <60 days of ID.

RESULTS: Pts (N=157) received ASP (n=43), hyper-CVAD
(n=29), nelarabine (n=8), regimens without core compo-
nents of a PIR (non-PIR, n=55), or other regimens (n=22).
Mean follow-up duration was ~2 years. Pt characteristics
were similar across groups (overall median age 19 years;
66% male) except for age and sex of hyper-CVAD-treated
pts. Median (IQR) time from diagnosis to Tx was 22 (10-34),
29 (15-40), 17 (13-24), 15 (11-25), and 17 (9-34) days overall,
with ASP, hyper-CVAD, nelarabine, and non-PIR regimens,
respectively. Most pts (>90%) were admitted to the ER and/
or had =1 inpatient stay during follow-up. Per-pt per-month
(PPPM) number of visits (mean [SD]) were similar across Txs;
ASP-treated pts had fewer PPPM inpatient days (2.9 [3.4])
vs the other 3 cohorts (hyper-CVAD, 4.0 [3.9]; nelarabine,
3.7 [3.7]; non-PIR regimens, 5.4 [7.3]). PPPM total all-cause
costs (mean [SD]) were lowest with ASP regimens ($44381
[28456]) and highest with nelarabine (586270 [67338]). PPPM
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pharmacy costs (mean [SD]) were higher with ASP ($§1940
[5073]) and nelarabine ($1928 [4141]) compared with hyper-
CVAD (81506 [2623]) and non-PIR regimens ($1426 [2824]).

CONCLUSIONS: In this descriptive analysis, we observed
<30% of pts receiving ASP regimens despite guideline
recommendations and survival benefits in AYA pts. Analy-
sis also suggests ASP-treated pts have lower all-cause Tx
costs and fewer days in the hospital compared to other Txs,
supporting adoption of PIR regimens in AYA pts.

SPONSORSHIP: Jazz Pharma

226Health care resource utilization and costs
before and after diagnosis of idiopathic
multicentric Castleman disease in the United States
Noy Al, Ohgami R?, Munshi N?, Siddiqi I*, Cai J°, Dacus K,
Watson Saltis A°, Shupo F¢, Princic N7, Evans K7,
Mukherjee S% noya@MSKCC.ORG; cai.j@recordati.com
'Memorial Sloan Kettering Cancer Center, and Weill
Cornell Medical College; 2ARUP Institute for Research and
Innovation; *Dana-Farber Cancer Institute; ‘University of
Southern California, Norris Comprehensive Cancer Center;
SRecordati Rare Diseases Inc.; *Recordati Rare Disease UK
Ltd; "Merative; 8Department of Hematology and Medical
Oncology, Cleveland Clinic

BACKGROUND: Idiopathic multicentric Castleman disease
(iMCD) is a rare cytokine-driven hematologic disorder.
Characterization of disease epidemiology is complicated by
diagnostic challenges, and the economic burden of iMCD is
largely undefined.

OBJECTIVE: To assess changes in health care resource uti-
lization (HCRU) and costs pre- and post-diagnosis among
patients with iMCD using real-world data.

METHODS: iMCD patients were identified in the MarketScan
Research Databases between January 1, 2016, and June 30,
2024. Patients were included if they had =1 claim for CD
(ICD-10-CM diagnosis code D47.Z2) and met either (1) an
algorithm incorporating established iMCD diagnostic crite-
ria or (2) predefined treatment-based criteria. Index was the
date of earliest claim with a CD diagnosis. Patients with >1
claim for CD mimics post-diagnosis were excluded. Eligible
patients had continuous medical and pharmacy benefits
for >6 months pre- and post-index. HCRU and inpatient,
outpatient, and pharmacy costs were compared pre- and
post-diagnosis. Post-diagnosis iMCD-related costs—includ-
ing claims with the CD diagnosis code, lymph node biopsy
procedures, and CD-related therapies—were reported.

RESULTS: There were 114 eligible iMCD patients (mean age
49.6 years; 50% female; 85% commercially insured). In the
6 months post-diagnosis, patients were significantly more
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likely to have >linpatient admission compared to the 6 months
prior (46.5% vs 29.0%; P=0.003); 34.0% of these admissions
were iMCD-related. Use of CD-related therapies post-
diagnosis was limited: 16.7% siltuximab,12.3% rituximab, 2.6%
tocilizumab, and 0.9% chemotherapy. Mean (SD) all-cause
health care costs more than doubled ($49,311 [$94,418] pre-
diagnosis and $114,027 [$165,096] post-diagnosis; P<0.001),
significantly driven by higher inpatient and outpatient costs
(TSGZ,SOS; P<0.001). Median post-diagnosis costs were also
more than 3x higher ($62,210 vs $19,191) versus pre-diagnosis.
iMCD-related costs averaged $58,219 ($122,438), accounting
for 51.1% of all-cause costs post-diagnosis, including 67.3% of
outpatient and 39.3% of inpatient costs.

CONCLUSIONS: Economic burden increased significantly
during the 6 months post-diagnosis and uptake of recom-
mended treatments remained limited. Findings underscore
the need for earlier diagnosis and treatment interventions
to improve disease management and reduce health care
burden in iMCD patients.

SPONSORSHIP: Recordati Rare Diseases

22 Impact of acute pain and fatigue on health
care resource utilization and costs in sickle

cell disease in the United States

Chen J', Samnaliev M?, Pan Y?, Sussman M?, Bunner S3,

Wufsus A% JGVC@novonordisk.com

!Novo Nordisk Inc; 2Stratevi, LLC; *Genesis Research Group;

“Novo Nordisk

BACKGROUND: Pain and fatigue are common symptoms of
sickle cell disease (SCD), but the economic burden associ-
ated with these symptoms remains unclear.

OBJECTIVE: To evaluate whether acute pain and fatigue in
patients with SCD are associated with increased health care
resource utilization (HCRU) and costs in the United States.

METHODS: A retrospective, longitudinal cohort study was
conducted among patients aged =12 years who were diag-
nosed with SCD between October 1, 2015, and June 21,
2024, using the TriNetX Linked Network claims database
and TriNetX Dataworks-USA electronic health record data,
excluding those with sickle cell trait. Clinical characteristics
and treatments were assessed during a 12-month baseline
period. Acute pain was defined as an emergency department
(ED) or inpatient encounter with an ICD-10-CM code for
generic pain or SCD crisis, where intravenous pain medica-
tion was administered, or when an opioid prescription was
given within 7 days of the respective ED/inpatient encoun-
ter. Fatigue was defined as hemoglobin levels <10.0 g/dL
(a proxy for fatigue) or a diagnosis using ICD-10-CM codes
for fatigue. Cases were required to meet both definitions of
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acute pain and fatigue within a 12-month period. Controls
included patients without pain and without fatigue through-
out the study period. Incremental annual HCRU and costs
(2023 US dollars) to payers were estimated via multivariable
regression models, adjusting for SCD genotype, baseline
treatments, and clinical and demographic characteristics.

RESULTS: Overall, 1,075 cases and 451 controls were included.
Compared with controls, patients with pain and fatigue were
more likely to be female (58% vs 51%; P<.05) and to have
received hydroxyurea treatment (40% vs 9%; P<.001) and
transfusions (46% vs 9%; P<.001) at baseline. Patients with
pain and fatigue experienced significantly more comor-
bidities, including chronic pulmonary disease (37% vs 15%;
P<.001) and hypertension (34% vs 18%; P<.001). The prob-
ability of inpatient, outpatient, ED, and pharmacy utilization
was much greater among patients with pain and fatigue
than controls (all P<.001), leading to an average increase in
all-cause cost of $7,689 per patient per year ($30,415 in total
costs, a 250% increase compared with controls).

CONCLUSIONS: This study highlights the substantial and
previously underrecognized economic burden of acute pain
and fatigue among patients with SCD, including increased
probability of 12-month HCRU. These findings reinforce the
need for treatments that address unmet needs for the man-
agement of acute pain and fatigue among patients with SCD.

SPONSORSHIP: Novo Nordisk Inc.

22 Resource utilization and economic burden
among a cohort of patients with hemophilia

without inhibitors in the United States

Fazio-Eynullayeva E!, Fridman M?, Shy M?, Ostrow V3,

Waters E®; ELFE@novonordisk.com

Novo Nordisk; 2AMF Consulting, Inc; *Novo Nordisk, Inc

BACKGROUND: Hemophilia is a rare bleeding disorder with
complex manifestations and potentially expensive treat-
ment options for patients with hemophilia A or B without
inhibitors (PwHAwol or PwHBwol). Patients with hemo-
philia experience significant economic burden associated
with their disease and its management.

OBJECTIVE: To assess hemophilia-related costs and health
care resource utilization (HCRU) in PwHAwol or PwHBwoI
in the United States.

METHODS: This was a descriptive, non-interventional, ret-
rospective cohort study of medical and pharmacy claims
data (Komodo Health claims database). The study period ran
from Jan1, 2016, to Dec 31, 2023. The cohort includes PWHA-
wol and PwHBwol on non-prophylactic and prophylactic

treatment regimens, identified from medication claims and
defined as 6 consecutive prescriptions with >7 days’ supply
and no gaps of >60 days.

RESULTS: Data were collated from 6606 patients, well dis-
tributed across the United States with 17% to 37% in each
geographical quadrant. The 5095 PwHAwol and 1511 PwH-
Bwol had a median age of 25.5 and 26.2 years, respectively.
Almost all patients were male (91% HAwol and 90% HBwol).
Joint-related problems were reported for many patients
(36% HAwol and 35% HBwol). Mean annualized bleeding rate
(ABR) was 1.1 in both groups. Fifty-eight percent of PwHA-
wol (n=2967) and 59% (n=_887) of PwHBwolI experienced >1
bleeding event. Of the 1449 (28%) PwHAwolI receiving pro-
phylaxis, bleeds were experienced by 52% (n=752), with a
mean ABR among those with >1bleed of 1.8. Of the 271 (18%)
PwHBwol on prophylaxis, bleeds were experienced by 55%
(n=150), with a mean ABR of 2.6. On an annualized basis,
patients demonstrated significant hemophilia-related
HCRU. Fourteen percent of PwHAwol were hospitalized
(mean [SD] duration of 3.0 [7.5] days), 97% had outpatient
visits, and 39% visited the emergency department (ED).
Seventeen percent of PwHBwol were hospitalized (mean
[SD] duration of 2.6 [4.5] days), 97% had outpatient visits,
and 38% visited the ED. Mean all-cause total costs (PwHA-
wol, $133,527, PwHBwol, $85,778) were largely composed
of pharmacy costs for HAwol (54%) and medical costs for
HBwol (77%).

CONCLUSIONS: Patients with hemophilia without inhibitors
incur substantial economic burden. There is an urgent need
for improved prophylactic options and targeted interven-
tions to optimize patient care and mitigate costs.

SPONSORSHIP: Novo Nordisk
22 Mitapivat treatment usage, satisfaction, and
adherence among adults with pyruvate kinase
deficiency in the United States
Sheth S, Schryver T? Higa S, Patel P, Morris S*, Frazer C°,
Ford J*, Gwynn I, Friedler HS, Chen J°, Bryer AS, Bissell M,
Graciaa S7; shethsu@med.cornell.edu; india.gwynn@agios.com
'Weill Cornell Medicine; Pyruvate Kinase Deficiency
International Alliance; IQVIA Solutions Japan G.K.; *Agios
Pharmaceuticals, Inc.; °GeneDx; *PicnicHealth; "Aflac
Cancer and Blood Disorders Center

BACKGROUND: Pyruvate kinase (PK) deficiency is a rare,
inherited, autosomal recessive enzyme disorder character-
ized by chronic hemolytic anemia. Mitapivatis a first-in-class
oral allosteric activator of PK approved in the United States
for the treatment of hemolytic anemia in adults with PK
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deficiency, and in the EU and UK for the treatment of PK
deficiency in adults. Data on patient satisfaction and adher-
ence to mitapivat treatment in a real-world setting are
limited.

OBJECTIVE: To understand mitapivat usage, satisfaction,
and adherence among adults with PK deficiency.

METHODS: Consenting adults (=18 yrs) with PK deficiency in
the United States were recruited between May and Sep 2024.
This observational study utilized medical records (MRs) and
bespoke patient-completed questionnaires asking about
patients’ experience with PK deficiency, its management,
their mitapivat treatment history, and the Patient-Reported
Outcomes Measurement Information System (PROMIS)
Medication Adherence Scale (PMAS). Patients enrolled in a
mitapivat clinical trial were excluded. Data were summa-
rized descriptively.

RESULTS: Of 17 patients with MR data, 16 (94%) completed
the questionnaires. Median (min, max) age at enrollment
and age at diagnosis were 47 (20, 63) yrs and 7 (0, 57) yrs,
respectively; 71% (12/17) were female, and 76% (13/17) were
White. Lifetime history of PK deficiency complications
included high iron levels (88%, 14/16), deep vein thrombosis
(31%, 5/16), and osteoporosis (25%, 4/16). Mitapivat treat-
ment was documented in 94% (16/17) of MRs. At the time
of questionnaire, 94% (15/16) reported ever taking mitapivat
and 88% (14/16) reported current use. Median (min, max)
treatment duration was 1.14 (0.21, 2.26) yrs. MR data showed
only 1/16 discontinued mitapivat, which was due to side
effects/poor tolerance. All 14 patients currently on mitapi-
vat stated that they rarely (14%) or never (86%) stop taking
mitapivat due to bothersome side effects. Of 14 currently
on mitapivat, mean (SD) PMAS Medication-Taking Behaviors
subscale score was 24 (1) of 25, and mean (SD) PMAS total
score was 43 (1) of 45, indicating high adherence. Mean (SD)
PMAS Medication Beliefs and Knowledge subscale score
was 19 (1) of 20, indicating positive beliefs about mitapivat’s
benefit and good understanding of its use. Of the 15 patients
that ever took mitapivat, 67% were satisfied /very satisfied
with mitapivat, and 20% were neutral.

CONCLUSIONS: In this small, real-world study of adults with
PK deficiency, preliminary evidence suggests that mitapivat
treatment is satisfactory, with desirable levels of medication
adherence reported.

SPONSORSHIP: Agios Pharmaceuticals, Inc.
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thrombocytopenia in the United States:
Insights from a systematic literature review and key
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BACKGROUND: Immune thrombocytopenia (ITP) is a rare
autoimmune disorder characterized by low platelet levels,
leading to clinical presentations that range from asymp-
tomatic to uncontrolled bleeding. Severe cases often require
hospitalization and costly treatments, including infu-
sions, transfusions, and splenectomy. Understanding the
economic burden associated with ITP is critical to inform
health care decision-making in the United States.

OBJECTIVE: To summarize data on the economic burden
associated with ITP in the United States and identify evi-
dence gaps to inform future research.

METHODS: Systematic searches were conducted in MED-
LINE and Embase on April 26, 2025. English language
articles published since January 2015 were evaluated for
inclusion. Supplementary searches of recent major confer-
ences and gray literature were conducted. Studies were
screened for relevance at 2 levels (title/abstract and full
text) by 2 researchers independently using the same pre-
specified PICOS criteria, with disagreements adjudicated by
a third reviewer.

RESULTS: Overall, 737 publications were identified, and 58
unique studies met inclusion criteria and described eco-
nomic outcomes among patients with ITP in the United
States. Several large claims-based analyses were included
(average sample size of 3,688 patients with ITP). Most stud-
ies (84%) reported health care resource utilization (HCRU)
metrics, most commonly hospitalizations and length of stay,
splenectomies, and infusion (IVIG, steroids) and transfu-
sion (platelets, red blood cells) rates. The National Inpatient
Sample was the most common data source (17 studies).
Direct costs were reported in 25 studies. While costs
associated with hospitalization were the most common
(15 studies), costs associated with bleeding-related epi-
sodes, treatments, and adverse events were also reported.
No studies reported indirect costs specific to patients
with ITP in the United States. Additionally, 7 economic
models were identified, including cost-effectiveness anal-
yses, cost-consequence models, and a cost-minimization
model. The cost associated with severe bleeding events was
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consistently identified as a key driver. Other key parameters
included costs associated with drug administration, treat-
ment discontinuation, and drug wastage.

CONCLUSIONS: Direct costs and HCRU associated with
ITP in the United States are well characterized. Key direct
cost drivers include hospitalizations, bleeding events, and
treatments. Indirect costs, including work loss and care-
giver burden, specific to US patients with ITP represent an
important evidence gap.

SPONSORSHIP: Novartis
2 3 Real-world impact on work and school
among adults with pyruvate kinase
deficiency in the United States
Sheth S, Schryver T? Higa S, Patel P, Frazer C°, Morris S*,
Ford J*, Gwynn I*, Friedler Hf, Chen J°, Bissell MS, Bryer A°S,
Graciaa S7; shethsu@med.cornell.edu; india.gwynn@agios.com
'Weill Cornell Medicine; *Pyruvate Kinase Deficiency
International Alliance; *IQVIA Solutions Japan G.K.; *Agios
Pharmaceuticals, Inc.; GeneDx; SPicnicHealth; "Aflac
Cancer and Blood Disorders Center

BACKGROUND: Pyruvate kinase (PK) deficiency is a rare,
inherited, autosomal recessive enzyme disorder character-
ized by chronic hemolytic anemia, causing complications
and reduced quality of life. Though data are limited, patients
have reported daily social and physical limitations, includ-
ing the inability to reach full potential at work or school.

OBJECTIVE: To describe the lifetime impact of PK deficiency
on work and school among adults in a real-world setting.

METHODS: Consenting adults (=18 yrs) with PK deficiency in
the United States were recruited between May and Sep 2024
to participate in this observational study that used a cross-
sectional survey about their disease, its management, and
impact on their lives, including questions about its impact
on lifetime work and school performance. Patients enrolled
in a mitapivat clinical trial were excluded. Data were sum-
marized descriptively.

RESULTS: Seventeen patients enrolled in the study, of whom
16 completed the survey; 71% (12/17) were female and 76%
(13/17) were White. Median (min, max) age at enrollment was
47 (20, 63) yrs. Overall, 38% of patients (6/16) were receiv-
ing disability allowance, 31% (5/16) worked full time, 13%
(2/16) were retired, 13% (2/16) were not working but seek-
ing employment, and 6% (1/16) were working part time. The
majority, 69% (11/16), of patients reported negative impacts
of PK deficiency on work, including reduced performance
(38%, 6/16), taking on fewer responsibilities than desired
(38%, 6/16), and unplanned time off (31%, 5/16). Among the
6 with reduced performance, PK deficiency symptoms with
negative impact included fatigue (100%), brain fog /impaired

concentration (83%), memory difficulties (33%), and appear-
ance causing unwanted attention (33%). The majority, 63%
(10/16), of patients also reported their schooling had been
negatively impacted by PK deficiency, including reduced
performance (38%, 6/16), unplanned time off from school
(25%, 4/16), and reduced study duration (25%, 4/16). Among
the 10 with negatively impacted schooling, PK deficiency
symptoms included fatigue (70%), brain fog /impaired con-
centration (70%), memory difficulties (50%), and appearance
causing unwanted attention (40%).

CONCLUSIONS: In this observational, small real-world study,
most patients reported negative impacts of PK deficiency
on both work and school. Fatigue and brain fog/impaired
concentration markedly contributed to decreases in work
or school performance. PK deficiency symptoms also
contributed to unplanned time off from work and school.

SPONSORSHIP: Agios Pharmaceuticals, Inc.

23 Impact of emicizumab on real-world health
care resource utilization in the United States

Lee J', To T', Schuldt R!, Lee L!, Ahuja S? lee.janet@gene.com;

sahuja@inheme.org

!Genentech, Inc.; 2Indiana Hemophilia & Thrombosis Center

BACKGROUND: Clinical trial and real-world data have shown
that emicizumab prophylaxis significantly improves bleed-
ing outcomes in people with hemophilia A (PwHA). Additional
real-world evidence on the impact of emicizumab on health
care resource utilization (HCRU), as a result of fewer bleed
events, would further support its value.

OBJECTIVE: To evaluate changes in real-world HCRU in
PwHA in the United States pre- and post-emicizumab
prophylaxis initiation.

METHODS: This retrospective, observational cohort study
used US adjudicated health plan claims data from IQVIA
PharMetrics Plus. PWHA were included if they had >1 emi-
cizumab prescription filled between Nov 1, 2017, and Jun 30,
2023 (index date defined as first fill); continuous medical
and pharmacy benefits for 212 months pre- and post-index;
and >1 inpatient or >2 outpatient International Statisti-
cal Classification of Diseases, Tenth Revision hemophilia A
(hereditary Factor [F]VIII deficiency) diagnosis codes pre-
index or on the index date. PWHA were excluded if they
were diagnosed with hemophilia B or other rare bleeding
disorders during the study period. HCRU outcomes were
evaluated during the 12 months pre- and post-emicizumab
initiation and included all-cause hospitalizations; outpatient
hospital, emergency department (ED) and physician office
visits; and FVIII prescription fills. Pre- and post-emicizumab
outcomes in the same PwHA were compared using descrip-
tive statistics and 2 and Wilcoxon signed-rank tests.
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RESULTS: Among 472 PWHA, mean age was 24.7 years (SD, 17.3)
and 98.7% were male. Most PwHA were from the South (37.3%)
or Midwest (26.2%) and had commercial (60.2%) or self-
funded (21.2%) insurance. In the 12 months pre-emicizumab,
53.7% of PwHA had claims for FVIII and /or bypassing agents.
Following emicizumab initiation, fewer PwHA had any hospi-
talization (11.2% pre-emicizumab vs 5.5% post-emicizumab;
P=0.001), outpatient hospital visit (86.7% vs 76.7%; P<0.001)
or ED visit (37.1% vs 24.8%; P<0.001). Per PWHA, fewer aver-
age hospitalizations (mean [SD], 0.6 [3.9] vs 0.4 [3.6]; median,
0 vs 0; P=0.002) and ED visits (mean [SD], 0.8 [2.5] vs 0.4 [1.4];
median, 0 vs 0; P<0.001) were observed post-emicizumab.
Physician office HCRU did not change. FVIII prescription fills
were significantly reduced post-emicizumab (mean [SD], 6.0
[9.7] vs 1.8 [3.7]; median [IQR], 1[0-13] vs 0 [0-2]; P<0.001).

CONCLUSIONS: Based on real-world data, initiating emici-
zumab was associated with significantly decreased FVIII
prescription fills, hospitalizations, and ED visits among
PwHA in the United States.

SPONSORSHIP: F. Hoffmann-La Roche Ltd.

Immunology

24 Comparative effectiveness and economic
evaluation of immunomodulatory therapies in

generalized myasthenia gravis

Smith A!, Qi C? Habib A® Yang H*, Du M*, Liu J%,

Gelinas D?, Brauer E?, Heerlein K°®, Phillips G2, Wolfe G’;

gordon.smith@vcuhealth.org; cqi@argenx.com

Department of Neurology, Virginia Commonwealth

University; 2argenx; *University of California, Irvine

Medical Center; “Analysis Group; *Department of Neurology,

University of North Carolina at Chapel Hill; Sargenx BV;

Department of Neurology, Jacobs School of Medicine and

Biomedical Sciences, University at Buffalo

BACKGROUND: Generalized myasthenia gravis (gMG) is a
rare, chronic autoimmune disorder characterized by poten-
tially life-threatening muscle weakness. In recent years,
multiple novel immunomodulatory therapies have been
approved or are under review in the United States based
on trials demonstrating improved outcomes versus pla-
cebo. In the absence of head-to-head trials, comparing the
effectiveness and costs of these treatments is essential to
support informed treatment and coverage decisions.

OBJECTIVE: To evaluate the relative clinical benefits and
costs per improved outcome (CPIO) of efgartigimod, ravu-
lizumab, rozanolixizumab, zilucoplan, inebilizumab, and
nipocalimab for anti-acetylcholine receptor antibody-posi-
tive (anti~AChR Ab+) gMG.
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METHODS: A network meta-analysis (NMA) was conducted
using data from placebo-controlled trials of efgartigimod
IV (ADAPT), rozanolixizumab (MycarinG), ravulizumab
(CHAMPION-MG), zilucoplan (RAISE), inebilizumab (MINT),
and nipocalimab (VIVACITY-MG3) in patients with anti-
AChR Ab+ gMG. Where feasible, trials were included in
NMAs evaluating >3- and =5-point improvements in Myas-
thenia Gravis-Activities of Daily Living (MG-ADL) and
Quantitative Myasthenia Gravis (QMG) scores. NMA results
were used to estimate the number needed to treat (NNT)
vs placebo and relative to the therapy with the lowest NNT.
CPIO (2025 USD) was calculated based on efficacy outcomes
and treatment-specific drug and administration costs, using
real-world weight distributions of gMG patients.

RESULTS: Efgartigimod IV had the lowest NNT vs placebo
across three endpoints. For a 23-point QMG reduction, its
NNT was 2.18, significantly lower than inebilizumab (4.69),
nipocalimab (5.13), ravulizumab (4.42), and zilucoplan (3.98)
(all P<0.05). For =5-point QMG reduction, efgartigimod
IV had an NNT of 1.88, significantly lower than zilucoplan
(4.85). For a =5-point MG-ADL reduction, it had the lowest
NNT (1.94), outperforming ravulizumab (4.68) and ziluco-
plan (4.78) (P<0.05). Rozanolixizumab had the lowest NNT
vs placebo >3-point MG-ADL reduction, though the differ-
ences were not significant compared to other treatments.
Efgartigimod IV also had the lowest CPIO vs placebo across
all outcomes, with significantly lower costs than all com-
parators for QMG outcomes and all except rozanolixizumab
for MG-ADL outcomes.

CONCLUSIONS: All therapies demonstrated benefit; how-
ever, efgartigimod IV showed the lowest NNTs and lowest
CPIO compared to ravulizumab, rozanolixizumab, ziluco-
plan, inebilizumab, and nipocalimab for anti-AChR Ab+ gMG.

SPONSORSHIP: argenx, Inc.

24 Treatment patterns and outcomes of Acthar
Gel in ankylosing spondylitis and psoriatic

arthritis: A physician-reported chart review

Patel A', Shanbhag P!, Evans D', Hayes K?, Panaccio M?,

Wan G% amit.patel@indegene.com; georgewan@sbiopharma.com

Indegene Inc; 2Mallinckrodt Pharmaceuticals

BACKGROUND: The prevalence for ankylosing spondy-
litis (AS) has been estimated to be ranging from 0.2 and
1% within the United States, while approximately 64 per
100,000 adults are diagnosed with psoriatic arthritis (PsA).
Patients are typically managed with biologics, nonbiological
disease-modifying antirheumatic drugs (DMARDs), and non-
steroidal anti-inflammatory drugs (NSAIDs). Acthar Gel is a
naturally sourced complex mixture of adrenocorticotropic



Professional Reviewed Abstracts | AMCP Nexus 2025 | October 27-30

hormone analogs and other pituitary peptides. Acthar Gel
is approved by the US Food and Drug Administration (FDA)
for the treatment of several autoimmune inflammatory dis-
orders, including ankylosing spondylitis (AS) and psoriatic
arthritis (PsA).

OBJECTIVE: To describe the characteristics of patients with
AS or PsA treated with Acthar Gel, medication utilization,
and physicians’ assessments of the effects of Acthar Gel on
patients’ health status.

METHODS: A prospectively designed, cross-sectional,
medical chart review study with a predefined protocol and
analysis plan was conducted in November 2024, with data
abstracted from patient records between April 2022 and
November 2024. Eligible patients were aged >18years, had
AS or PsA, and had received Acthar Gel within <24 months.

RESULTS: On average, patients with AS were aged 44 years,
and those with PsA were 51 years—primarily Caucasian/
non-Hispanic. Most patients with AS were male (67%, 42/63),
whereas PsA had a similar gender distribution (49% [38/77]
each). Common comorbidities included arthritis/osteo-
arthritis, chronic joint disease, and hypertension. Before
receiving Acthar Gel, physicians reported 41% (26/63) of
patients with AS and 44% (34/77) with PsA had fair-to-poor
health status. Frequent symptoms in AS were back pain,
lower back/hip stiffness, and fatigue, and those in PsA
were joint swelling and pain, reduced range of motion, and
fatigue. Based on physician assessment, 95% (60/63) with AS
and 88% (68/77) with PsA had improved health after Acthar
Gel treatment. Improvements included reduction in overall
symptoms (AS: 70% [42/60]; PsA: 63% [43/68]), decreased
pain (AS: 68% [41/60]; PsA: 62% [42/68]), improved physi-
cal function (AS: 53% [32/60]; PsA: 54% [37/68], improved
fatigue (AS: 35% [21/60]; PsA: 32% [22/68]), and reduced
corticosteroid use (AS: 30% [18/60]; PsA: 31% [21/68]).

CONCLUSIONS: Findings of this chart review reinforce
Acthar Gel as an important treatment option for appropri-
ate patients with AS or PsA. A majority of patients evaluated
experienced a reduction in overall symptoms, decreased
pain, improved physical function, improved fatigue, and
reduced corticosteroid use.

SPONSORSHIP: Mallinckrodt Pharma

24 Economic burden of allogeneic hematopoietic
stem cell transplantation in severe leukocyte
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BACKGROUND: Leukocyte adhesion deficiency-1 (LAD-I) is
a rare primary immunodeficiency disorder (PIDD), causing
life-threatening infections and inflammatory complica-
tions. Most patients present with a severe phenotype, which
is associated with significant infant mortality. Allogeneic
hematopoietic stem cell transplantation (allo-HSCT) is the
only current definitive treatment. However, many patients
only receive best supportive care (BSC) due to donor avail-
ability and access limitations in some healthcare systems.

OBJECTIVE: To more broadly characterize, given the paucity
of available data on the long-term health care resource use
and costs of allo-HSCT for severe LAD-I, the economic bur-
den of patients with severe LAD-I and PIDDs.

METHODS: This retrospective database analysis uses US
health care data from the Optum administrative claims
research database (Oct 2015 to Aug 2023). LAD-I has no
defined ICD-10-CM diagnosis code. Patients with condi-
tions determined suitably analogous to severe LAD-I via
clinical validation were identified with =1 medical claim for
PIDD and 21 claim for allo-HSCT during the study period.
Date of first allo-HSCT was the index date, from which allo-
HSCT costs were estimated; a 12-month pre-index period
represented costs for BSC.

RESULTS: There were 92 patients with a severe PIDD in
receipt of allo-HSCT, with a mean duration of exposure of
36 months and a mean age of 39.3 years. Most received one
transplant (82.6%) and 16 received two transplants (17.4%).
Post-index, 58 experienced graft versus host disease without
graft failure (63.0%), 19 experienced graft failure (20.7%), and
20 patients died in the first year following allo-HSCT (21.7%).
Patients incurred $1,525,864 in mean all-cause health care
costs, mainly from an inpatient setting ($1,000,232; 65.6%).
Patients incurred mean costs of $487,538 (32.0% of total
costs) during the pre-index year (under BSC), with the first-
year post-index associated with the greatest cost ($815,041;
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53.4%), primarily within the first 100 days ($538,612; 35.3%).
Estimated costs were higher if exposure-adjusted and/or
stratified by age or by transplant-related complications.

CONCLUSIONS: PIDDs such as severe LAD-I exert a sub-
stantial burden on the US health care system. Allo-HSCT
is associated with significant long-term costs and HCRU,
especially in younger patients and those experiencing
transplant-related complications. An unmet need exists for
therapies that avoid transplant-related inpatient care, mor-
bidity and mortality.

SPONSORSHIP: Rocket Pharmaceuticals, Inc.
24 Health care costs associated with the care

of patients with chronic inflammatory
demyelinating polyneuropathy receiving immunoglobulin
or neonatal fragment crystallizable receptor inhibitor
therapies in the United States
Khandelwal N', Ajibade A, Fillbrunn M2, Ye D?, Zhu A?,

Riaz F'; Nikhil.Khandelwal@takeda.com
"Takeda Pharmaceuticals USA, Inc.; 2Analysis Group, Inc.

BACKGROUND: Chronic inflammatory demyelinating
polyneuropathy (CIDP) is a rare disease characterized by pe-
ripheral neuropathy and sensory and/or motor impairment.
Maintenance therapies include intravenous immunoglobu-
lin (IVIG), subcutaneous immunoglobulin (SCIG), facilitated
SCIG (fSCIG), and neonatal fragment crystallizable receptor
inhibitor (anti-FcRn).

OBJECTIVE: To assess health care costs associated with the
care of US patients with CIDP receiving maintenance ther-
apy.

METHODS: This noninterventional, retrospective cohort
study used the Komodo Health Research Database Plus
(January 1, 2016, to March 31, 2025). Adults (aged =18 years at
index [date of first treatment claim]) with =2 claims for CIDP
diagnosis (ICD-10-CM G61.81) and continuous enrollment
for >6 months pre- and >3 months post-index were included.
Patients were stratified into cohorts based on CIDP treat-
ment: IVIG, SCIG, fSCIG, or anti-FcRn. Demographics and
disease characteristics were described for the baseline
period (6 months pre-index); health care costs were evalu-
ated from index to the earliest of death, end of enrollment,
or end of data availability. Costs are presented as median
(Q1-Q3) in US dollars per patient per month (PPPM).

RESULTS: A total of 4,098, 544, 12, and 59 patients, respec-
tively, were represented in the IVIG, SCIG, fSCIG, and
anti-FcRn cohorts, with median follow-up periods of 24.0,
24.5, 6.6, and 4.8 months. At baseline, median age ranged
from 55.5 years (anti-FcRn) to 66.0 years (SCIG); typically,
patients were male (50.0%-71.2%) and White (58.3%-81.4%).
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Total all-cause costs (presented as PPPM) were highest
for anti-FcRn ($44,073 [26,544-72,594]) followed by fSCIG
(S14,504 [8,488-17,839]), SCIG ($12,687 [7,293-20,267]), and
IVIG ($8,857 [4,406-15,303]). Total CIDP-related costs
were $43,214 (24,555-70,216) for anti-FcRn, $11,202 (5,941-
15,903) for fSCIG, $11,187 (5,640-18,552) for SCIG, and $6,520
(2,529-12,611) for IVIG. Costs of treatments of interest
were $43,069 (23,081-68,961) for anti-FcRN, $10,352 (5,597-
15,820) for fSCIG, $9,399 (4,332-16,684) for SCIG, and $4,586
(1,416-9,541) for IVIG. CIDP-related medical costs (exclud-
ing treatment-of-interest costs) were highest for IVIG ($685
[217-1,979]), followed by SCIG ($535 [202-1,420]), anti-FcRn
($323 [125-1,355]), and fSCIG ($177 [80-1,425)).

CONCLUSIONS: CIDP is associated with high monthly health
care costs, primarily driven by treatments of interest, par-
ticularly in the anti-FcRn cohort. CIDP-related medical
costs, excluding treatment, were lowest in the fSCIG cohort.

SPONSORSHIP: Takeda Pharmaceuticals USA, Inc.

24 Advancing managed care decision-making
through cross—disease state understanding of

type 2 (T2) inflammation to treat the underlying disease

mechanism

Richardson T', Casebeer S!, McCormick D?, Dunn J3;
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Tmpact Education, LLC; ?Optum Insights; *Cooperative
Benefits Group (CBG)

BACKGROUND: Evolving knowledge of type 2 (T2) inflam-
mation has transformed the management of conditions
like eosinophilic esophagitis (EoE), atopic dermatitis (AD),
asthma, and some forms of COPD. As biologic therapies
targeting T2 pathways improve patient care, managed care
professionals face challenges assessing their value across
multiple indications. A deeper understanding of the inflam-
matory pathway is key to support evidence-based coverage
decisions for newly approved therapies.

OBJECTIVE: To increase knowledge of the clinical rationale
of managing T2 inflammation and competence with treat-
ment guidelines through a continuing education (CE) series
for managed care professionals across four disease states.

METHODS: The CE curriculum included four sequenced
series (Oct 2024 to Mar 2025), each with six activities:
2 discussion-based webcasts; 2 podcasts; and 2 infographics
per disease state. Learners were encouraged to participate
in all tracks to maximize cumulative learning and applica-
tion to practice. Across all activities, outcomes questions
measured identification of key T2 mediators, knowledge of
relevant guidelines, and intended practice changes.
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RESULTS: A total of 415 managed care professionals completed
at least one of 24 activities: EoE (n=93), AD (n=112), asthma
(n=193), and COPD (n=145), with 33% (n=137) participating in
multiple disease tracks. Learner knowledge improved nota-
bly: correct identification of IL-13 and IL-4 as key mediators
rose from 29% to 68% and from 35% to 74%, respectively
(n=339), while “unsure” responses dropped from 40% to 8%.
Guideline knowledge improved from 30% to 66% (n=394),
and “unsure” answers fell from 35% to 8%. Learners reported
intentions to apply updated clinical guidance, improve care
coordination, and reassess utilization management. Asthma
and COPD had the most implementation barriers, including
cost, coverage complexity, and comorbidities.

CONCLUSIONS: This multi-disease CE series addressed gaps
in knowledge of T2 inflammation, guideline-based care, and
the evolving role of biologics with a cross-disease mecha-
nism of action. Building knowledge across multiple disease
states supports consistent evidence-based decision-making
where condition-specific barriers can affect implementation
and equip payers to evaluate therapies with cross-indication
relevance. Improved understanding of shared inflammatory
pathways can inform formulary and utilization management
strategies beyond individual drug reviews.

SPONSORSHIP: Regeneron Pharmaceuticals, Inc., and Sanofi.
24 Quantifying the productivity burden of
lupus nephritis and the potential value
of obinutuzumab treatment
Miller A, Rosettie K, Patel A; miller.alexandra@gene.com;

patel.anisha@gene.com
Genentech, Inc.

BACKGROUND: Lupus nephritis (LN) is a severe complication
of systemic lupus erythematosus (SLE), which disproportion-
ately affects women of childbearing age during their prime
working years. The REGENCY trial (NCT04221477) evaluated
obinutuzumab (OBI), a humanized type II anti-CD20 mono-
clonal antibody, plus standard therapy (ST) for treatment of
LN. While productivity loss in SLE has been studied, data on
the specific impact and benefits of advanced therapies, like
OBI, on productivity loss in LN are limited. To address this, we
used an algorithm (Jiao and Basu, 2023) to indirectly estimate
productivity impacts on LN based on age and health-related
quality-of-life, considering both market (labor) and non-mar-
ket activities (including caregiving and volunteering).

OBJECTIVE: To estimate the lifetime productivity burden of
LN and gains from OBI treatment.

METHODS: Using a Markov cost-effectiveness model, we
simulated progression of patients with LN treated with ST
(mycophenolate mofetil plus glucocorticoids) or OBI plus ST
across chronic kidney disease stages 1-3b, 4, and 5. Transition

probabilities were obtained from the REGENCY trial and lit-
erature. Health state utilities were derived from prior health
technology assessment submissions. Age-specific general US
population utilities were from Jiang et al 2023. Patient time
was valued by applying average US hourly wage (market and
non-market) and fringe benefits (market only), sourced from
the US Bureau of Labor Statistics 2025. Patient-level estimates
were extrapolated to the US population using the LN incidence
rate (1.3 per 100 000 person-years) from Hocaoglu et al 2023.

RESULTS: Patients with LN on ST incurred an average life-
time productivity loss of $345 327 per person compared
with the general population, with 79% ($271 119) attributed
to market productivity loss. Addition of OBI to ST resulted
in a lifetime productivity gain of $36 958 per person due to
improved disease prognosis. At the population level, treat-
ing patients with OBI plus ST over 10 years could avert an
estimated $1.63B in lifetime productivity losses versus ST
alone. This includes savings of $1.33B in market produc-
tivity and $305M in non-market productivity, translating
to an estimated $972M in averted lost wages and $140M in
increased national tax revenue.

CONCLUSIONS: Treatment with OBI could significantly mit-
igate the lifetime productivity burden of LN by reducing lost
wages and increasing tax revenue. These findings, alongside
clinical efficacy shown in the REGENCY trial, support the
value of OBl in LN treatment regimens.

SPONSORSHIP: Genentech, Inc.

Infectious Disease
Impact of medications for opioid use disorder
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jamie.lo@indivior.com
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BACKGROUND: Opioid use disorder significantly impacts
overall health, leading to increased morbidity with the exac-
erbation of other severe health conditions. For instance,
injection drug use has been linked to the spread of infec-
tious diseases (ID), yet there is a lack of data on the effects
of medications for opioid use disorder (MOUD) utilization
on ID outcomes.

OBJECTIVE: To compare the effect of MOUD on acute ID
incidence and ID-specific healthcare resource utiliza-
tion (HCRU) across two buprenorphine-based treatment
cohorts.
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METHODS: This retrospective observational cohort study uti-
lized the Veradigm outpatient electronic health records linked
to a claims database between July 2018 and Dec 2023 to iden-
tify patients treated with either transmucosal buprenorphine
(TM-BUP) or extended-release buprenorphine (XR-BUP) for
>90 consecutive days. Both unweighted analyses and analy-
ses adjusted using inverse probability of treatment weighting
(IPTW)were conducted to assess the impact of TM-BUP com-~
pared to XR-BUP on acute ID incidence rates and ID-specific
HCRU 6 months following treatment initiation, employing a
difference-in-difference approach.

RESULTS: Among 467 XR-BUP and 118,112 TM-BUP patients,
those receiving XR-BUP had a 37% lower incidence (95% confi-
dence interval: 12%-55%) of acute skin infections (e.g., cellulitis)
during the 6 months following treatment initiation compared
to TM-BUP in unweighted analyses. In IPTW-weighted acute
ID incidence analyses, bacteremia incidence was found to
be 62% (26%-81%) lower in the XR-BUP cohort 6 months fol-
lowing treatment initiation compared to the TM-BUP cohort.
Unweighted ID-related HCRU analyses revealed XR-BUP
patients had significant reductions in inpatient (81%; 18%-96%)
and outpatient (55%; 24%-74%) skin infection visits. Outpa-
tient visits for the treatment of hepatitis B/C (63%; 11%-138%)
and bone/joint infections (823%; 17%-7192%) were higher for
XR-BUP patients, possibly suggesting improved chronic care
treatment. After adjusting for IPTW, there was a significant
reduction in sexually transmitted infection (STI) outpatient
visits (77%; 43%-91%) among XR-BUP versus TM-BUP patients.

CONCLUSIONS: XR-BUP treatment was associated with
larger reductions in acute skin infections and bacteremia
incidence as well as STI-related outpatient visits compared
to TM-BUP, suggesting a potential benefit for XR-BUP in
mitigating acute ID complications. Increased hepatitis B/C
and bone-joint infection outpatient visits among XR-BUP
patients may reflect improved chronic ID management
through regular clinical follow-ups.

SPONSORSHIP: Indivior

2 5 Economic burden of liver progression in
patients with chronic hepatitis B virus
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IGSK; 2Adelphi Real World; 3GSK (at time of study)

BACKGROUND: Chronic hepatitis B virus (cHBV) infection
is a long-term condition associated with a risk of liver
disease progression: compensated / decompensated cir-
rhosis (CC, DC), hepatocellular carcinoma (HCC), and liver
transplant (LT).
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OBJECTIVE: To describe all-cause health care resource uti-
lization (HRU) and costs of patients with cHBV following a
liver disease progression (“progression”) event in the United
States.

METHODS: This retrospective cohort study used admin-
istrative claims from the Merative MarketScan Database.
Patients were first indexed on the chronologically first
occurring cHBV infection diagnosis between Jan 2017 and
Jun 2022 and then re-indexed upon diagnosis of each pro-
gression event observed in order of increasing severity: CC,
DC, HCC, or LT. Patients aged >18 years had no progression
events at baseline. For each progression event state, all-
cause HRU per year and costs per patient per year (PPPY)
(2022 USD) were evaluated from the progression event date
until the end of follow-up or the next more severe progres-
sion event. Data were analyzed descriptively overall and by
payer type.

RESULTS: A total of 7,661 patients were included (Commer-
cial n=5,303; Medicaid n=1,981; Medicare n=377). Mean
(standard deviation [SD]) age 47.2 (12.1) years; 52.7% female.
Over a mean (SD) follow-up of 2.8 (1.8) years, 956 (12.5%)
patients progressed (CC n=497; DC n=355; HCC n=191; LT
n=23) with rates varying by payer: Medicaid 20.3%; Medi-
care 14.3%; Commercial 9.4%. Except for LT (78.3%), less
than half across all progression event types were treated
with nucleos(t)ide analogues/Peg-interferon (CC 46.5%; DC
36.6%; HCC 48.2%), and treatment rates differed by payer
type, being highest for Commercial. Following progres-
sion, total costs PPPY increased with progression severity
(CC $33,341; DC $56,160; HCC $84,363; LT $207,020). The
highest proportion of patients with inpatient (73.9%) and
outpatient (78.3%) visits were observed during the LT event
state. However, among the other 3 events, patients in the
DC event state had the highest proportion with inpatient
(67.0%) or ED (65.6%) admission but lowest with outpatient
visits (44.2%) relative to CC (32.0%, 46.7%, 50.1%) and HCC
(31.4%, 40.3%, 55.0%). Similar trends were noted for the
number of visits. Costs and HRU varied by payer type across
all progression event types.

CONCLUSIONS: Liver disease progression in cHBV infection
incurs substantial economic burden. Results highlight the
need for therapies that provide an opportunity for func-
tional cure with the potential of reducing or eliminating
these complications.

SPONSORSHIP: GSK (Study 209383)
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2 5 Public health impact of increasing RSV
vaccination uptake among US adults aged

260 years: A modeling analysis based on real-world

uptake data through February 2025

La E!, Graham J?, Grace M?, Zarkadoulas E!, Singer D'

lizm.la@gsk.com; david.a.singer@gsk.com

IGSK; °RTI Health Solutions

BACKGROUND: In 2023, respiratory syncytial virus (RSV)
vaccination was first recommended by the Advisory Com-
mittee on Immunization Practices among adults aged =60
years in the United States. Based on claims data analyses
through February 2025, only 16.4% of US adults aged =60
years had received an RSV vaccination.

OBJECTIVE: To model the public health impact of increasing
RSV vaccination uptake among US adults aged =60 years.

METHODS: A multicohort Markov model estimated RSV-
related cases, health care resource use, and deaths with and
without adjuvanted RSVPreF3 vaccination of US adults aged
>60 years. Vaccination uptake was based on age-specific
cumulative uptake between August 2023 and February 2025
(ranging from 8.1% for adults aged 60-64 years to 23.3% for
adults aged 75-79 years). As a simplifying assumption, vac-
cination with adjuvanted RSVPreF3 was modeled to occur
in August 2023. Other inputs were based on clinical trial
data and a targeted review of literature and public sources.
Avoided RSV disease burden was estimated for the 5-year
period between August 2023 and July 2028. In addition to
modeling actual RSV vaccination uptake in the base case,
two scenarios of increased uptake were assessed: assuming
all age groups achieved the highest uptake observed for 75-
to 79-year-olds (23.3%) and assuming a 5-percentage-point
increase in uptake for all age groups.

RESULTS: Using actual age-specific RSV vaccination uptake,
the model estimated that 13.4 million US adults aged =60
years were vaccinated through February 2025. Assuming
vaccination in August 2023, these vaccinations resulted in
an estimated 714,362 fewer RSV lower respiratory tract dis-
ease (LRTD) cases, 74,082 fewer hospitalizations, and 6,025
fewer deaths over 5 years versus no vaccination. If all age
groups would have achieved the highest-observed uptake
of 23.3%, an additional 5.8 million adults would have been
vaccinated. These vaccinations would have resulted in an
additional 319,771 RSV-LRTD cases averted, 21,411 hospi-
talizations averted, and 1,589 deaths averted over 5 years
versus the base case. A 5-percentage-point increase from
the base case uptake would have resulted in an additional 4.1
million vaccinations versus the base case, avoiding an addi-
tional 222,145 RSV-LRTD cases, 20,513 hospitalizations, and
1,636 deaths over 5 years.

CONCLUSIONS: Results highlight the substantial RSV disease
burden that is already being avoided by RSV vaccination.
Even relatively small increases in RSV vaccination uptake
may result in further measurable public health benefits.

SPONSORSHIP: GSK VEO-001295

Mental Health
Discontinuation of long-acting injectable

27 versus oral antipsychotics in US patients

with schizophrenia: A new-user survival analysis

Ting F', Navanukraw C?, Rajpurohit A', Doyle H!,

Liao T!, Farley J%; ting0058@umn.edu

'University of Minnesota; ?College of Pharmacy, University
of Minnesota; *University of Minnesota College of Pharmacy

BACKGROUND: The American Psychiatric Association sug-
gests the use of long-acting injectable (LAI) antipsychotics
for patients with schizophrenia if they have a history
of poor adherence. As most LAI antipsychotics require
administration only every 2 weeks to 3 months, treatment
discontinuation may possibly be reduced compared to daily
oral administration. However, LAI antipsychotics are still
underutilized in the United States, and the costs are still
high. With newer LAI antipsychotics available on the market
in recent years, there is a critical need to evaluate the ben-
efits of LAI antipsychotics in contrast to oral antipsychotics.

OBJECTIVE: To compare discontinuation rates between LAI
and oral antipsychotics in new users diagnosed with schizo-
phrenia.

METHODS: This study was a survival analysis with a new-user
design using Merative MarketScan claims data in the United
States from 2020 to 2022. Patients aged 18 years or older
with a diagnosis of schizophrenia or schizoaffective disorder
and at least one prescription of an LAI or oral antipsychotic
initiated after a six-month washout period were included.
Inverse probability of treatment weighting (IPTW) was used
to control for confounders including age, sex, geographic
region, urban residence, and psychiatric and somatic comor-
bidities. Time to discontinuing LAI versus oral antipsychotics
(defined as a 90-day gap in days’ supply) after initiating the
first antipsychotic prescription was compared using Kaplan-
Meier curves. Cox proportional hazards model estimated
the hazard ratio, with additional adjustment for Elixhauser
readmission score and number of therapeutic drug classes.
Subgroup analyses were also conducted to exclude patients
on clozapine, first-generation antipsychotics, or both.

RESULTS: A total of 2,936 patients were included, of whom
183 were using LAl antipsychotics and 2,753 were taking oral
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antipsychotics. After IPTW, standardized differences of the
confounders were less than 0.1, indicating a good balance
between groups. Median time to discontinuation was 195
days for LAI users, while that of oral antipsychotics was 133
days. Comparing LAI versus oral antipsychotics, the hazard
ratio of discontinuation was 0.786 (95% CI: 0.734-0.842),
meaning that LAI users had a 21.4% lower hazard of dis-
continuing their antipsychotic than oral users. Subgroup
analyses also showed similar hazard ratios.

CONCLUSIONS: LAI antipsychotics have a lower hazard of
discontinuation compared to oral antipsychotics. These
findings support broader formulary coverage and clini-
cal use of LAI antipsychotics to improve adherence among
patients with schizophrenia.

SPONSORSHIP: None

27 Risk factors for post-injury mental health
conditions: A retrospective cohort study using

the Cox proportional hazards model

Jhamb S, Vermeulen J?, Kreidler M3, Emptage T%;

sumit_jhamb@optum.com

'Optum Global Advantage; *OptumRx; *Optum Technology

BACKGROUND: Physical injuries can trigger mental health
(MH) conditions, yet the role of demographic and clinical
factors in this progression is not well defined. Prior research
is often limited in scope, and the impact of medication dura-
tion as a risk indicator remains unclear.

OBJECTIVE: To evaluate the impact of demographic and
clinical factors on the risk of developing an MH condition
following a physical injury.

METHODS: A retrospective cohort study of 326,636 indi-
viduals with physical injuries in 2024 examined time to first
mental health (MH) diagnosis within one year post-injury.
The primary outcome was the time from injury to the first
MH diagnosis. Individuals without a diagnosis during follow-
up were right censored at the end of the observation period
or upon loss to follow-up. A Cox proportional hazards model
was used to assess the impact of age, gender, injury type,
and medication supply duration on MH outcomes. Multicol-
linearity among predictors was minimal, and no significant
interaction terms were detected. Model performance was
evaluated using the concordance index (C-index).

RESULTS: Among the eligible members, 17476 individuals
(5.4%) developed an MH condition post-injury. Most were
aged 35 or older (94.3%) and male (58%). The median follow-up
time was 312 days (IQR: 198-365 days). The median time from
injury to MH diagnosis was 70 days. Compared to the refer-
ence group, hazard ratios (HRs) were significantly higher for
individuals aged 35-44 (HR: 1.27; P < 0.001), 45-55 (HR: 1.44;
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P < 0.001), and older than 55 (HR: 1.69; P < 0.001), while those
younger than 25 had a lower risk (HR: 0.54; P < 0.001). Both
female and males exhibited elevated risks, with HRs of 1.42
(P < 0.001) and 1.45 (P < 0.001), respectively. Injuries involv-
ing multiple head regions were significantly associated with
an elevated risk (HR: 2.21; P < 0.001), whereas injuries affect-
ing multiple body parts were linked to a modest increase in
risk (HR: 1.02; P =0.018). Conversely, vertebral injuries did
not show a statistically significant association (HR: 1.00;
P =0.856). A medication supply duration of 61-90 days sig-
nificantly increased the risk (HR: 2.26; P < 0.001), whereas a
supply of 30 days or less was protective (HR: 0.57; P < 0.001).

CONCLUSIONS: Age, gender, injury location, and medication
duration significantly influence post-injury MH risk. Indi-
viduals with middle age and above, both male and female
individuals, and those with injuries involving multiple head
regions or extended medication use are at elevated risk.
These findings highlight the need for targeted screening
and tailored interventions for high-risk groups.

SPONSORSHIP: Optum

27 Assessment of the impact of physical injuries
on mental health among commercially

insured workers’ compensation beneficiaries

Emptage T', Jhamb S?, Patnala L? Vermeulen J',

Kreidler M? tron.emptage@optum.com

'OptumRx; 2Optum Global Advantage; *Optum Technology

BACKGROUND: Workplace injuries remain a major chal-
lenge for employers and insurers, often leading to prolonged
recovery and higher health care costs. Emerging evidence
shows that mental health (MH) conditions like depression
and anxiety frequently co-occur with physical injuries, com-
plicating recovery and increasing resource use. However,
there is limited research exploring the relationship between
physical injuries and subsequent MH conditions within the
commercially insured workers’ compensation population.

OBJECTIVE: To evaluate health care resource utilization
among commercially insured workers’ compensation mem-
bers who experienced a physical injury followed by an MH
condition.

METHODS: A retrospective claims analysis was conducted
using workers’ compensation data from Jan 01 to Dec 31,
2024. Members were grouped into two cohorts: injury only
and injury followed by MH condition. The index date was the
first eligible injury-related prescription, with a 12-month
washout period. Descriptive analysis assessed demographic
and clinical characteristics.

RESULTS: A total of 326,636 eligible members were identified.
Of these, 69.0% had injury-only claims and 5.3% had both
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injury and MH claims. Among those with injury claims, 7.8%
later developed an MH condition. The average age was 49
years in the injury-only group and 56 years in the injury +
MH group; 55%-58% were male. Most members were older
than 35 years: 84.3% in the injury-only group and 94.3% in
the injury + MH group. Common injury types in injury-only
vs injury + MH groups included strains (34% vs 25%), sprains
(15% vs 11%), contusions (11% vs 8%), fractures (6% vs 7%), and
multiple injuries (3.4% vs 4.7%). Among those who developed
MH conditions, the most prescribed therapeutic classes were
antidepressants (73.0%), antianxiety agents (26.3%), sedatives
(12.9%), antipsychotics (5.4%), neurological agents (2.9%), and
anti-narcolepsy meds (2.6%). Per-member per-year (PMPY)
costs were significantly higher in the injury + MH group,
averaging $7,295.37 vs $369.81 in the injury-only group.

CONCLUSIONS: Most affected members were middle-aged
or older and often had multiple chronic conditions. Resource
utilization was substantially higher among those who devel-
oped MH conditions post-injury. These findings highlight
the importance of early MH identification and interven-
tion in injured workers. Targeted support programs and
early-stage therapies may improve outcomes and reduce
preventable health care costs.

SPONSORSHIP: Optum

27 Treatment patterns and health care resource
utilization in patients with schizophrenia or

bipolar | disorder in the 6 months following initiation

of olanzapine/samidorphan versus other atypical

antipsychotics

Panchmatia H', Hughes A%, Doane M!; Hemangi.

Panchmatia@alkermes.com

Alkermes, Inc.; 2Optum, Inc.

BACKGROUND: Combination olanzapine and samidorphan
(OLZ/SAM) is approved for the treatment of adults with
schizophrenia (SZ) or bipolar I disorder (BD-I). In prior real-
world studies, initiating OLZ/SAM was associated with
significant reductions in hospitalizations and emergency
department (ED) visits, which are proxies for relapse.

OBJECTIVE: To assess 6-month acute care events and treat-
ment patterns in patients with SZ or BD-I after initiating
OLZ/SAM vs comparator oral atypical antipsychotics.

METHODS: This retrospective (4/19/21 to 12/31/22) claims
analysis used data from Komodo Healthcare Map. Eligible
adults had 1 or more claims for OLZ/SAM or aripiprazole,
cariprazine, olanzapine, risperidone (SZ and BD-I cohorts),
brexpiprazole, lumateperone, or lurasidone (SZ cohort only).
Continuous enrollment for at least 6 months before and after
the index claim was required. Follow-up acute care events

(inpatient [IP] admissions, ED visits) and treatment patterns
(persistence, adherence, discontinuation) were compared for
OLZ/SAM and comparator antipsychotics. Outcomes were
stratified by disease cohort and adjusted with inverse prob-
ability weighting (P<0.05 considered statistically significant).

RESULTS: There were 51,921 patients in the SZ cohort (OLZ/
SAM, n=848; comparators, n=>51,073) and 39,698 in the BD-I
cohort (OLZ/SAM, n=685; comparators, n=39,013). In the SZ
cohort, likelihoods of all-cause IP admissions and ED visits
were significantly lower with OLZ/SAM vs all comparators
(IP admission odds ratio [OR] range 0.59-0.73; ED visit OR
range 0.67-0.74) except brexpiprazole (IP admission OR 0.80;
ED visit OR 0.79). OLZ/SAM was associated with significantly
better adherence, longer persistence, and lower likelihood of
discontinuation vs all comparators in the SZ cohort. In the
BD-I cohort, likelihoods of all-cause IP admissions and ED
visits were significantly lower with OLZ/SAM vs olanzapine
(IP admission OR 0.71; ED visit OR 0.79); likelihoods of all-
cause IP admissions were significantly lower with OLZ/SAM
vs risperidone (OR 0.80) and not significantly different from
those with cariprazine or aripiprazole. OLZ/SAM initiation
was associated with significantly better adherence, longer
persistence, and lower likelihood of discontinuation vs all
comparators except cariprazine for those with BD-I.

CONCLUSIONS: Real-world treatment with OLZ/SAM
resulted in lower use of acute inpatient care than most
comparators and better adherence, persistence, and dis-
continuation vs all comparators in the SZ cohort and most
comparators in the BD-I cohort.

SPONSORSHIP: Alkermes, Inc.

27 Health care resource utilization and cost
among commercially insured patients with

opioid use disorder treated with monthly injectable

buprenorphine: A retrospective claims analysis

Flynn C!, Jerry M2, Tran A%, Thompson M3, Mullen W*

courtney.flynn@ndivior.com; MICHELLE.JERRY@merative.com

Indivior; 2Merative; ]Indivior Inc.

BACKGROUND: Buprenorphine is an effective medication for
opioid use disorder (MOUD), available in various formula-
tions. Few studies have examined the association between
adherence to monthly injectable buprenorphine and health
care resource utilization (HCRU) and costs.

OBJECTIVE: To examine HCRU and cost among patients with
varying levels of adherence to MOUD.

METHODS: A retrospective claims analysis was conducted
using the Merative MarketScan Commercial and Medi-
care Database with index selection period: March 1, 2019,
to December 31, 2022, and study period: March 1, 2018, to
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December 31, 2023. The index date was the first claim for
extended-release buprenorphine injection (BUP-XR; i.e.,
SUBLOCADE) during the index selection period. Patients
were required to have continuous enrollment with medical,
pharmacy, and behavioral health benefits 12 months prior
to index (baseline period) and 12 months after and including
index (follow-up period). Patient profiles including demo-
graphics, clinical characteristics, and medication use were
assessed at baseline. HCRU and cost were assessed during
the follow-up period. Patients were categorized into sub-
cohorts by proportion of days covered (PDC) to BUP-XR
during the first 6 months of the follow-up period.

RESULTS: The 663 BUP-XR patients identified were on aver-
age 37.5+11.4 years old, were male (67.4%), and resided in the
South (45.1%). Patients had high rates of alcohol use disorder
(22.2%), other (non-alcohol or opioid) substance use disor-
der (52.8%), depression/bipolar disorder (47.1%), anxiety
(52.2%), and chronic pain (39.5%). Patients with low adher-
ence to BUP-XR (PDC< 0.2) had an average PDC of 0.5 to
all other forms of MOUD during the first 6 months of the
follow-up period. Patients with high adherence to BUP-XR
(PDC=0.8) had lower rates of all-cause emergency depart-
ment use (24.2% vs 38.9%), all-cause inpatient admissions
(6.4% vs. 6.5%), and evidence of recurrence of opioid use
disorder (OUD) symptoms (i.e., return to use) (5.7% vs 16.7%)
compared to patients with low adherence (PDC<0.2). After
excluding MOUD-related pharmacy costs, patients with
high adherence had lower all-cause (521,319 vs $41,946) and
opioid-related health care cost ($8,975 vs. $19,623) com-
pared to patients with low adherence.

CONCLUSIONS: A benefit is seen among patients with
high adherence to BUP-XR, including fewer emergency
department visits, inpatient admissions, and evidence of
recurrence of OUD symptoms compared to patients with
low adherence to BUP-XR.

SPONSORSHIP: Indivior

27 Health care resource utilization among
patients with opioid use disorder insured

by Medicaid and treated with monthly injectable

buprenorphine: A retrospective claims analysis

Jerry MY, Flynn C?, Tran A!, Thompson M3, Mullen W%

MICHELLE.JERRY@merative.com; meghan.thompsonl@

indivior.com

Merative; ’Indivior; *Indivior Inc.

BACKGROUND: Buprenorphine is an effective medication
for opioid use disorder (OUD), available in various formula-
tions. Few studies have examined the health care resource
utilization impact associated with monthly injectable
buprenorphine adherence.
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OBJECTIVE: To examine health care resource utilization
(HCRU) among patients with varying levels of adherence to
medications for opioid use disorder (MOUD).

METHODS: A retrospective claims analysis was conducted
using the Merative MarketScan Medicaid Multi-State Data-
base. The index selection period was from March 1, 2019, to
December 31,2022, and the study period from March 1, 2018,
to December 31, 2023. The index date was the first claim
for extended-release buprenorphine injection (BUP-XR; i.e.,
SUBLOCADE) during the index selection period. Patients
were required to have continuous enrollment with medical,
pharmacy, and behavioral health benefits 12 months prior
to index (baseline period) and 12 months after and includ-
ing index (follow-up period). Patient profiles including
demographics, clinical characteristics, and medication use
were assessed at baseline. HCRU was assessed during the
12-month follow-up period. Patients were categorized into
sub-cohorts by patient’s proportion of days covered (PDC)
to BUP-XR during the first 6 months of the follow-up period.

RESULTS: The 2,741 BUP-XR patients identified were on aver-
age 35.9+8.1 years old and 51.3% female, and 71.4% resided
in urban areas. Common baseline comorbidities were sub-
stance use disorder other than opioids or alcohol (84.0%),
depression/bipolar disorder (64.1%), generalized anxi-
ety disorder (62.1%), chronic pain (39.7%), and alcohol use
disorder (23.7%). Patients with low adherence to BUP-XR
(PDC< 0.2) had an average PDC of 0.5 to all other forms of
MOUD during the first 6 months of the follow-up period.
Among BUP-XR patients with high adherence (PDC=0.8)
compared to patients with low adherence (PDC<0.2), lower
rates of all-cause (48.3% vs 65.9%) and opioid-related (3.8%
vs 12.9%) emergency department use (excluding for detoxi-
fication), all-cause (7.7% vs 18.2%) and opioid-related (0.1%
vs 0.5%) inpatient admissions (excluding for detoxification),
and evidence of recurrence of OUD symptoms (i.e., return
to use) (7.6% vs 27.6%) were observed.

CONCLUSIONS: A benefit is seen among patients with high
adherence to BUP-XR, including fewer all-cause and opioid-
related emergency department visits, inpatient admissions,
and evidence of recurrence of OUD symptoms compared to
patients with low adherence to BUP-XR.

SPONSORSHIP: Indivior
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27 Impact of manufacturer coupon use on
product switching in major depressive

disorder (MDD) treatment

Hale H, Gaur A, Singh A, Saklani S; helen.hale@syneoshealth.com;

abhishek.singhl@syneoshealth.com

Syneos Health

BACKGROUND: Manufacturer-sponsored coupons are widely
used to reduce patient out-of-pocket costs for branded
medications, but limited research exists to understand
their impact on switching behavior among MDD patients.
In chronic mental health conditions like MDD, continuity of
care is critical for optimal outcomes, yet affordability barri-
ers may prompt patients to switch medications prematurely.

OBJECTIVE: To evaluate whether initiation of antidepressant
therapy using coupons is associated with continued use of
the index therapy among commercially insured patients
with MDD.

METHODS: This retrospective cohort study utilized real-
world claims data covering more than 300 million lives from
January 2021 to April 2025. Adult patients aged 18-65 with
MDD diagnosis initiating branded antidepressants (TRIN-
TELLIX, AUVELITY, VRAYLAR, REXULTI, EXXUA, FETZIMA)
were included. Patients required 6-month pre-index
enrollment, >2 prescription fills, and 12-month follow-up.
Manufacturer coupon use was identified through secondary
payment methods or low copay indicators ($0-S10). Patients
were grouped into cohorts based on the use of a coupon at
therapy initiation. The primary outcome was switching pat-
terns: no switching, intraclass switching (different brand
same class), interclass switching (different therapeutic class).

RESULTS: Among 44,474 patients, 22.3% initiated treatment
using manufacturer coupons. Coupon users exhibited a
25.9% higher likelihood of interclass switching (95% CI:
16.5%-36.0%) and a 71.6% lower likelihood of intraclass
switching (95% CI: 63.5%-77.9%) compared to non-users. The
median time to first treatment change was 117 days for cou-
pon users versus 112 days for non-users. Preliminary findings
indicate the need to incorporate generic therapies in future
analyses to comprehensively evaluate treatment switching
patterns among patients initiating therapy with coupons.

CONCLUSIONS: Manufacturer-sponsored coupon use at
initiation demonstrate greater medication persistence and
reduced switching to alternative therapies among branded
antidepressant users with MDD. These findings highlight
the need for managed care organizations to consider cou-
pon dynamics in patient access policies to optimize MDD
treatment continuity.

SPONSORSHIP: Syneos Health

27 Socioeconomic vulnerabilities and
postpartum depression: Assessing

the aftermath of Dobbs v. Jackson in trigger and

non-trigger states

Baser O, Endrizal A%, Lu Y?, Sepulveda F?;

onur.baser@sph.cuny.edu

ICity University of New York (CUNY) Graduate School of

Public Health; 2Columbia Data Analytics; *Univsersidad de

Santiago de Chile

BACKGROUND: The US Supreme Court’s Dobbs v. Jackson
Women'’s Health Organization decision (June 2022) returned
abortion regulation to individual states, activating previ-
ously enacted trigger laws in several states.

OBJECTIVE: To examine the changes in postpartum depres-
sion (PPD) diagnoses resulting from abortion restrictions
implemented after the Dobbs decision.

METHODS: Aretrospective cohort study was conducted using
Medicaid data from January 2019 to December 2024. Women
aged 12 to 55 years were categorized into high, medium, and
low socioeconomic status (SES) groups based on a summary
measure derived from 2021 US Census data. Two analytic
samples were created for each SES group, representing the
periods before and after the Dobbs decision. A Difference-
in-Differences (DiD) approach was used to estimate changes
in PPD diagnoses among residents of trigger states post-
Dobbs relative to pre-Dobbs changes in non-trigger states.

RESULTS: The pre-Dobbs period included 34,836 (high-SES),
33,854 (medium-SES), and 34,017 (low-SES) individuals.
The post-Dobbs period included 20,581 (high-SES), 20,342
(medium-SES), and 20,207 (low-SES) individuals. Residents
of trigger states were younger, were more often located
in the South, had a higher rate of teenage pregnancy, and
faced greater socioeconomic challenges but had lower
rates of maternal comorbidities, lifestyle risk factors, and
obstetrical complications. Residence in a trigger state was
significantly associated with an increased likelihood of PPD
diagnosis only for patients residing in low-SES areas (DiD
estimate 0.055, 95% CI: 0.045-0.066).

CONCLUSIONS: Analysis of Medicaid data from December
2019 to December 2024 revealed statistically significant
differences in PPD diagnosis rates between trigger and
non-trigger states following Dobbs among women in
lower-SES areas.

SPONSORSHIP: None
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27 The impact of extreme heat on mental health
utilization and prescriptions

Liu Al, Romine J', Cullen D? Tang K? Mattson H?,

Talavera M?, Nazarian A% Clarke M?, Chi W

amy.liu@carelon.com

ICarelon Research; ?Elevance Health

BACKGROUND: Extreme heat is recognized as a driver of
adverse health outcomes, yet its impact on mental health
remains underexplored. Prior research shows higher tem-
peratures are linked to increased emergency department
(ED) utilization for mental health. Some studies suggest a
linear relationship between mental health-related ED visits
and suicide, underscoring the severity of these outcomes.

OBJECTIVE: To examine the impact of extreme heat on
mental health care utilization and costs across ED, inpa-
tient, outpatient, and telehealth settings. We focused on
conditions such as schizophrenia, mood disorders, and non-
psychotic disorders. Additionally, we analyzed prescription
fills and costs for antianxiety, antidepressant, and antipsy-
chotic medications.

METHODS: We analyzed claims at the Census tract-week
level to estimate Poisson fixed effect regressions, incorpo-
rating tract-week, tract-year, and cumulative week effects.
This compared unseasonably hot or cold weeks to temperate
ones in a tract, while controlling for economic and temporal
factors. Our dataset included 35 million individuals across
the United States with commercial, Medicare Advantage, or
Medicaid coverage from 2016 to 2023.

RESULTS: Our findings reveal that mental health care uti-
lization was more sensitive to extreme heat than general
health care. On days when the heat index (HI) exceeded
100°F, relative to days in 60-70°F HI, mental health-related
ED visits increased by 1.4%, compared to a 0.9% rise for all-
cause ED visits. Further, associated mental health-related
ED costs increased by 2.6% on days over 100°F. The increase
in cost compared to the relative increase in utilization may
suggest the heightened severity of mental health episodes.
This effect compounds with additional hot days; a week
with temperatures consistently over 100°F could see an
18% rise in mental health-related costs and an almost 10%
rise in visit counts. The analysis of prescription data reveals
complex associations. On unseasonably cold days, weekly
fills for anxiety and antidepressants tended to decrease,
although these results vary by medication type and overlap
in treatment use.

CONCLUSIONS: Our study suggests that temperature
extremes may exacerbate mental health conditions, driv-
ing an increase in utilization and costs. This underscores
the need for adaptive strategies in mental health services to
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address climate-related risks, such as expanding telehealth
options, improving access to mail-order pharmaceuticals,
and preparing health care systems for surges in mental
health needs during extreme weather events.

SPONSORSHIP: Elevance Health

28 An economic model assessing costs, relapses,
and antipsychotic adherence of switching

Medicaid beneficiaries with schizophrenia from oral

antipsychotics to once-monthly, once-every-three-months,

and once-every-six-months paliperidone palmitate

Benson C!, Morrison L2, Libchaber B?, Diaz L?, Du Y,

Pilon D? cbenson5@its.jnj.com

Johnson & Johnson; ?Analysis Group, Inc.

BACKGROUND: Among patients with schizophrenia, nonad-
herence to oral antipsychotics (OAPs) increases the risk of
relapse, leading to a substantial economic burden.

OBJECTIVE: To evaluate the plan-level impact on health
care costs, relapse rates, and average antipsychotic (AP)
adherence of switching Medicaid beneficiaries with schizo-
phrenia from OAPs to once-monthly paliperidone palmitate
(PPIM) alone, and with subsequent transitions to once-
every-three-months (PP3M) and once-every-six-months
paliperidone palmitate (PP6M).

METHODS: A 36-month Markov model with 3-month cycles
was developed from a Medicaid payer perspective. Three
cohorts of adults were included: those treated with once-
or twice-daily OAPs, those switching to PPIM only, and
those switching to PPIM with on-label transitions to PP3M
and PP6M. At each 3-month cycle, patients may or may not
be adherent to AP treatment, may or may not experience a
relapse, and could continue receiving the same treatment or
switch treatments. Literature-based model inputs included
treatment-specific relapse and adherence rates. Outcomes
reported by cohort comprised plan-level health care costs,
relapses, and average AP adherence.

RESULTS: In a hypothetical health plan of 1 million Medic-
aid beneficiaries, an estimated 13,419 adult members with
schizophrenia treated with OAPs incurred plan-level costs
of $1,253.5 million, based on 33,671 relapses and average AP
adherence of 69.5%. Switching 20% of patients from OAPs to
PPIM only (n=2,684), plan-level costs were $1,147.3 million,
29,322 relapses were observed, and average AP adherence
among switchers was 76.9%, translating to plan-level cost
savings of $106.2 million, 4,349 avoided relapses, and an
increase in AP adherence of 7.4%. Incorporating transitions
to PP3M and PP6M, plan-level costs were $1,137.4 million,
28,672 relapses were observed, and average AP adher-
ence among switchers was 85.4%, representing plan-level
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cost savings of $116.1 million, 4,999 avoided relapses, and
an improvement in AP adherence of 15.9% compared to
patients treated with OAPs. Relative to patients treated
with PPIM only, incorporating transitions to PP3M and
PP6M resulted in plan-level cost savings of $9.9 million, 650
avoided relapses, and an increase in AP adherence of 8.5%.

CONCLUSIONS: Switching Medicaid beneficiaries with schizo-
phrenia from OAPs to PPIM resulted in substantial plan-level
cost savings, driven by reduced relapse rates and increased
AP adherence. Incremental cost savings, further reductions in
relapse rates, and continued adherence improvements were
observed when incorporating transitions to PP3M and PP6M.

SPONSORSHIP: Johnson & Johnson

Musculoskeletal
Economic burden of macrophage activation

28 syndrome (MAS) in patients with Still disease
(systemic juvenile idiopathic arthritis [sJIA] and adult-
onset Still disease [AOSD]): Analysis of a US national
administrative claims database

Marrone M!, Oladapo A2, McPherson C'
michael.marrone@sobi.com

Sobi Inc; 2Sobi, Inc.

BACKGROUND: Macrophage activation syndrome (MAS), a
form of secondary hemophagocytic lymphohistiocytosis,
occurs most frequently in patients with Still disease (sys-
temic juvenile idiopathic arthritis [sJIA] or adult-onset Still
disease [AOSD]). MAS may progress to multiple organ failure
and mortality. However, there is currently no FDA-approved
therapy for MAS and corticosteroids remain the mainstay
of treatment.

OBJECTIVE: To assess the economic burden of MAS in
patients with Still disease.

METHODS: A retrospective claims-based analysis (IQVIA
PharMetrics Plus) from 2019 to 2024 was used to identify:
Patients with Still disease ([(ICD-10:M082) including AOSD
(ICD-10:M061) and sJIA (ICD-10:M08)]) with =6 months of con-
tinuous enrollment prior to Still diagnosis (index date) and
>12 months of continuous enrolment post-index without MAS
(ICD-10:D76.1); and patients with Still disease with 26 months
of continuous enrollment prior to earliest MAS diagnosis
observed in the study period and >12 months of continu-
ous enrollment post-MAS diagnosis. Patients were matched
(1:1) using a propensity score. All-cause HCRU (inpatient [IP]
admission, emergency department [ED] visits, and outpatient
[OP] visits) and costs (all-cause and rheumatologic; adjusted
to 2024 US dollars) were ascertained in the post-index period.

RESULTS: After matching, 45 patients with Still and 45
patients with Still and MAS were included (mean [SD] age,
26.8 [15.1] and 26.8 [16.0] years at Still diagnosis, respec-
tively; female, 55.6% and 60.0%, respectively). Mean (SD)
Elixhauser Comorbidity Index was 1.6 (1.5) and 2.1 (2.8) and
the most common comorbidities were rheumatoid arthritis
(48.9% and 42.2%) and cardiac arrythmia (13.3% and 22.2%)
in patients with Still with and without MAS, respectively.
Patients with MAS were significantly more likely to have
an ED visit (P=0.04) and/or IP admission (P<0.001) than
patients without MAS in the 12-month post-index period.
They also had significantly more frequent IP admissions
(P<0.001), ED visits (P<0.001), and OP visits (P<0.001) and
longer IP stays (P<0.001) than patients without MAS. In
addition, patients with MAS incurred significantly (P=0.008)
higher total all-cause ($318,828 vs $19,233) and rheumato-
logic-related ($163,099 vs $1,930) health care costs (P=0.02)
than patients without MAS.

CONCLUSIONS: Patients with Still and MAS incurred sig-
nificantly higher HCRU and costs compared with patients
without MAS. Therapies targeting MAS may reduce the
overall burden of disease to patients and the health care
system.

SPONSORSHIP: Sobi Inc.

290Economic burden of osteoporosis in the
United States: A systematic literature review

Li E', Schauf M?, Jagodic S? Dasari A*, Mishra A*, Dimri S*
edward-1.li@sandoz.net; marion.schauf@sandoz.net
ISandoz Inc., Princeton, NJ; 2Sandoz International GmbH;
’Lek Pharmaceuticals, d.d., Ljubljana, Slovenia; ‘Sandoz Pvt.
Ltd., Hyderabad, India

BACKGROUND: In the United States, approximately 10.2 mil-
lion people older than 50 years are affected by osteoporosis.
As the population ages, it is important to evaluate its eco-
nomic impact on the health care system.

OBJECTIVE: To summarize the latest available evidence on
the economic burden of osteoporosis in the United States.

METHODS: A systematic literature search was conducted on
Embase and MEDLINE (via Embase.com) from January 2014
to September 2024. The bibliographical review of recent
studies and relevant conference screening were also per-
formed for additional relevant studies. Studies investigating
the economic burden of osteoporosis in the United States
published in English language were included. Reviews,
clinical trials, case series/reports, and economic modeling
studies were excluded. Key details of the eligible stud-
ies, including study and patient characteristics (i.e., study
design, follow-up, age, gender, and comorbidities) were
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extracted and summarized qualitatively. Cost outcomes,
such as all-cause total health care costs and resource use,
were descriptively analyzed.

RESULTS: A total of 6,158 records were identified initially,
of which 25 studies met the eligibility criteria and were
included. All 25 studies reported direct costs and /or resource
use. Additionally, one study reported indirect costs. Most of
the included studies focused on patients with fractures. The
annual average all-cause total health care costs for patients
with osteoporotic fractures ranged from $19,386 to $47,163
and were significantly higher compared to patients without
fractures. Inpatient costs were the primary contributor to
higher all-cause health care costs in patients with fractures.
Among different fracture types, hip fractures were linked
to the highest costs (ranged from $35,536 to $86,427). Hav-
ing subsequent fractures (vs no subsequent fractures), being
male (vs female), older age, and a higher Charlson Comor-
bidity Index were also associated with higher all-cause total
health care costs. Patients with fractures had significantly
more days of workplace absenteeism and short-term disabil-
ity than patients without fractures, with the related costs
also being significantly higher for patients with fractures.

CONCLUSIONS: The economic burden of osteoporosis is
substantial, with associated costs rising significantly in
the presence of fractures. Early identification and preven-
tion strategies aimed at reducing the risk of fractures is an
essential step to alleviate the impact on both patients and
the health care system.

SPONSORSHIP: Sandoz

Oncology

30 Managed care approaches to bispecific
antibodies (BsAbs) in follicular lymphoma

(FL) and diffuse large B-cell lymphoma (DLBCL): AMCP

Market Insights Program

Haumschild R', Hanna K?, Graff T, Wolff D%, Richardson T°;

rhaumschild@gmail.com; terry.richardson@impactedu.net

'Emory Winship Cancer Institute; 2Minnesota Oncology;

*Mission Cancer and Blood/UIHSMG; *Denise & Co, LLC;

SImpact Education, LLC

BACKGROUND: BsAbs are a class of off-the-shelf therapies
that activate immune cells by simultaneously targeting
tumor antigens and T or natural killer cells. Compared to
CAR T-cell therapy, BsAbs offer simpler logistics and prom-
ising clinical outcomes. In FL and DLBCL, BsAbs have shown
efficacy in improving survival and reducing hospitalizations.
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OBJECTIVE: To assess oncology experts’ perspectives on
the use of BsAbs in FL and DLBCL; identify key challenges
related to access, cost-effectiveness, and site-of-care; and
outline best practices to support appropriate use and cov-
erage decisions within managed care settings.

METHODS: A multidisciplinary roundtable of oncology
experts from managed care organizations and cancer treat-
ment centers was held in March 2025 to discuss the clinical
integration, access challenges, and value considerations of
BsAbs in FL and DLBCL. The program included polling ques-
tions to quantify participant perspectives and facilitated
discussions to generate qualitative insights on managed
care strategies and emerging best practices. A post-meet-
ing survey confirmed participant agreement on health plan
best practices proposed during the discussion.

RESULTS: Polling among 6 participants showed very high
(17%) to high (83%) confidence in BsAbs’ clinical effec-
tiveness for reducing mortality, adverse events, and
hospitalizations in FL and DLBCL. Clinical efficacy was the
top consideration when evaluating BsAbs (100%), followed
by safety (57%), cost (57%), and site-of-care logistics (29%).
Key challenges identified included lack of head-to-head
studies (71%), site-of-care complexities (57%), and the need
for long-term outcomes data (57%). Qualitative insights
emphasized optimizing sequencing with other therapies,
addressing geographic and socioeconomic disparities, and
supporting outpatient management. The post-meeting sur-
vey showed strong agreement (weighted averages from 3.50
to 3.67 of 4) on 8 best practices including evaluating total
cost of care, advancing outpatient administration models,
and developing health plan policies for appropriate BsAb
use and equitable access.

CONCLUSIONS: Oncology experts recognize BsAbs as a
promising treatment option for FL and DLBCL, with high
confidence in their clinical value. Addressing challenges
related to long-term data, cost-effectiveness, and site-
of-care logistics will be critical to optimize their use. Pro-
gram insights highlight actionable best practices for payers
and the importance of supporting outpatient care models
and promoting equitable access to maximize the clinical and
economic benefits of BsAbs within managed care settings.

SPONSORSHIP: Genmab.
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3 03 Real-world (RW) sequential regorafenib and
trifluridine/tipiracil + bevacizumab (BEV)
treatment for metastatic colorectal cancer (mCRC) in
the US community oncology setting A post hoc analysis
of SEQRT2 study
Dokas J', Appukkuttan S?, Babajanyan S°, Bekaii-Saab T,
Cosgrove D°, Dai W%, Hocum B, Patton G8, Shi J8, Sruti I%
sreevalsa.appukkuttan@bayer.com
Bayer Pharmaceuticals; *Bater HealthCare; Bayer
Oncology; “Mayo Clinic; *Compass Oncology; “Bayer
Healthcare; "Bayer; 8Ontada; *°Mckesson/Ontada

BACKGROUND: Regorafenib (R) and Trifluridine/Tipiracil (T)
+ BEV are widely used treatments for mCRC after patients
advance on standard of care.

OBJECTIVE: To evaluate optimal sequencing and associated
outcomes among patients who initiated R and T in sequen-
tial lines of therapy (LOT) between LOT 3 and 6 within
community oncology settings in the US.

METHODS: A retrospective study utilizing electronic medical
record data from The US Oncology Network examined adult
patients with mCRC who initiated R and T + BEV sequen-
tially between third and sixth LOT between 09/01/2015 and
11/30/2022 (index date), with follow-up until 05/31/2023.
Treatment patterns and overall survival (OS) were assessed
R first (R-T) and T first (T-R).

RESULTS: In total, 238 mCRC patients initiated R and T (R-T,
119pts [107 R-T and 12 R-T+BEV]; T-R, 119 pts [108 T-R and 11
T+BEV-R]) as 3rd- to 6th-line therapy. Baseline demographic
consisted of mean age 63.5 yrs, 55.9% < 65 years old, and
males 55%. Clinical characteristics included 70% colon can-
cer, ECOG 0-1(63.1% R-T and 59.7% T-R), and ECOG 2 (7.6%
R-T and 5.9% T-R). Death (74.8%) was comparable among the
groups. The median IQR sequence durations were 7.0 (5.1, 10)
and 6.4 (4.7, 8.7) months, for R-T and T-R. Median (95% CI) OS
was 12.2 (10.6,14) months among R-T and 9.8 (8.6,12.8) months
among T-R patients. Survival probability at 12 months was
51.6% (41.8, 60.6) for R-T and 41.9% (32.4, 51.2) for T-R.

CONCLUSIONS: Patients initiating R first in third to sixth
LOT appeared to have a longer duration of treatment and
survival, although not statistically significant. The one-year
median duration of survival in this real-world setting for
R-T sequence confirms the importance of access to these
treatments in patients with mCRC and can inform physi-
cians regarding the choice of medications while sequencing
therapies in mCRC.

SPONSORSHIP: Bayer Healthcare

3 0 Real-world analysis of health care resource
utilization and costs among patients with
high-risk non-muscle-invasive bladder cancer with
papillary-only disease who are unresponsive to Bacillus
Calmette-Guérin treatment using SEER-Medicare data
Khaki Al, Singhal M?, Emond B?, Rossi C?, Bungay R®, Liu S?,
Jiang P2, Pilon D3, Joshi K2, Fabrizio M*; ali@khaki.org
IStanford University School of Medicine; 2Johnson & Johnson
Innovative Medicine; *Analysis Group, Inc.; “Urology of Virginia

BACKGROUND: Bladder cancer (BC) is associated with high
costs related to disease recurrence and progression. Bacillus
Calmette-Guérin (BCG) intravesical therapy is administered
as standard of care for patients with high-risk non-muscle-
invasive BC (HR-NMIBC), but nearly 50% of patients
become unresponsive. There is limited real-world evidence
quantifying the economic burden among patients with BCG-
unresponsive HR-NMIBC with papillary-only disease.

OBJECTIVE: To characterize health care resource utilization
(HRU) and costs among patients with BCG-unresponsive
HR-NMIBC with papillary-only disease.

METHODS: A retrospective, longitudinal cohort study using
SEER-Medicare data (01/01/2007 to 12/31/2020) was con-
ducted. Medicare Fee-for-Service patients aged =65 years
(enrolled in Parts A, B, and D) with BCG-unresponsive HR-
NMIBC with papillary-only disease (i.e., without carcinoma
in situ) were included. BCG unresponsiveness was assessed
based on a claim for a guideline-recommended next treat-
ment within 365 days after BCG discontinuation following a
period of adequate induction (=5 instillations within 70 days)
and maintenance (=2 instillations within 180 days after end
of induction). All-cause and BC-related HRU and costs (2025
US dollars; comprehensive patient and payer perspective)
per patient per year (PPPY) were measured during follow-up
from next treatment post-BCG discontinuation to the earli-
est of 12 months, end of continuous enrollment, enrollment
plan switch, death, or end of data availability.

RESULTS: Among 94 patients with BCG-unresponsive HR-
NMIBC with papillary-only disease, mean age was 77 years,
80% were male, 93% were White, mean Quan-CCI was 1.6,
and 26% had a history of smoking. Over a mean follow-up
of 11 months, patients had a mean number of days with all-
cause outpatient (OP) services of 50.9 PPPY (BC-related:
29.3), 1.7 inpatient (IP) admissions PPPY (BC-related: 1.3), 13.6
IP days PPPY (BC-related: 12.5), and 1.6 emergency depart-
ment (ED) visits PPPY (BC-related: 1.2). Patients incurred
mean total all-cause health care costs PPPY of $79,272,
including $29,160 in OP costs, $41,004 in IP costs, and $9,108
in other medical and pharmacy costs. Most costs were BC-
related; mean BC-related total health care costs PPPY were
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$52,344, including $22,692 in OP costs, $24,660 in IP costs,
and $4,992 in other medical and pharmacy costs.

CONCLUSIONS: Patients with BCG-unresponsive HR-NMIBC
with papillary-only disease had substantial HRU and costs
following BCG unresponsiveness, highlighting the need for
effective and safe bladder-sparing treatment options that
can help reduce this burden.

SPONSORSHIP: Johnson & Johnson

3 0 Real-world analysis of treatment patterns
and disease recurrence among patients with

high-risk non-muscle-invasive bladder cancer with

papillary-only disease who are unresponsive to Bacillus

Calmette-Guérin therapy using SEER-Medicare data

Fabrizio M, Singhal M? Emond B?, Rossi C3, Bungay R?,

Liu S3, Jiang P?, Pilon D3, Joshi K?, Khaki A%

mdfabriz@gmail.com; msingha5@its.jnj.com

'Urology of Virginia; *Johnson & Johnson Innovative

Medicine; *Analysis Group, Inc.; *Stanford University School

of Medicine

BACKGROUND: Although Bacillus Calmette-Guérin (BCG)
therapy has been the standard of care for patients with
high-risk non-muscle-invasive bladder cancer (HR-NMIBC)
for nearly five decades, nearly half of treated patients even-
tually become unresponsive. Little is known about treatment
patterns and recurrence rates among patients with
BCG-unresponsive HR-NMIBC with papillary-only disease.

OBJECTIVE: To evaluate treatment patterns and dis-
ease recurrence among patients with BCG-unresponsive
HR-NMIBC with papillary-only disease treated with blad-
der-sparing therapies.

METHODS: A retrospective longitudinal cohort study
was designed using SEER-Medicare data (01/01/2007
to 12/31/2020) to include patients aged =65 years with
HR-NMIBC and papillary-only disease (T1 disease or high-
grade Ta, excluding carcinoma in situ) unresponsive to
BCG. Unresponsiveness was defined as starting another
guideline-recommended therapy within 365 days of BCG
discontinuation after adequate induction (=5 installations
in 70 days) and maintenance (=2 installations within 180
days). Kaplan-Meier analysis was used to estimate time to
recurrence (i.e., claim for transurethral resection of bladder
tumor, biopsy, radical cystectomy, chemotherapy, intravesi-
cal therapy, pembrolizumab, radiotherapy, progression to
muscle-invasive or metastatic bladder cancer, or bladder
cancer-related death) among patients initiating intravesical
chemotherapy or pembrolizumab as next therapy.

RESULTS: Among 1,662 patients with HR-NMIBC and pap-
illary-only disease, 108 (6%) were BCG-unresponsive and
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initiated another guideline-recommended treatment with
365 days following BCG discontinuation. Mean age was 77
years, 77% were male, 93% were White, 27% had a history of
smoking, and mean Quan-CCI score was 1.5. Following BCG
discontinuation, most patients received intravesical ther-
apy (69%) as next treatment, including mitomycin (70%),
gemcitabine (18%), and valrubicin (7%), while 7% received
pembrolizumab. Among patients receiving intravesi-
cal chemotherapy or pembrolizumab as next treatment,
recurrence was observed in 30% at 3 months and 45% at 6
months, reaching 72% at 36 months.

CONCLUSIONS: Patients with BCG-unresponsive HR-NMIBC
with papillary-only disease were primarily treated with
bladder-sparing therapies as next treatment, but nearly
half of these patients experienced early recurrence within
6 months. Novel bladder-sparing treatments that can more
effectively treat HR-NMIBC with papillary-only disease fol-
lowing BCG unresponsiveness are needed.

SPONSORSHIP: Johnson & Johnson

3 0 Life-year and quality-adjusted life-year
results from a US cost-effectiveness

model for belantamab mafodotin, bortezomib, and

dexamethasone in relapsed/refractory multiple

myeloma

Purser M!, Suvannasankha A?, Kaiser M3, Lee D* Dlotko E®,

Macleod P, Boytsov N', Crossman-Morgan CS, Jadhav V7,

Kazeem B8, Lloyd C¢, Riemer J°, Samyshkin Y', McNamara S';

molly.x.purser@gsk.com

Indiana University School of Medicine and Roudebush VA

Medical Center; °The Royal Marsden and The Institute of

Cancer Research, London, UK; *University of Exeter, Exeter,

United Kingdom; “FIECON; °GSK; °GSK, London, United

Kingdom; ’GSK, Bengaluru, India; 8GSK, Stevenage, United

Kingdom; °GSK, Mississauga, ON, Canada

BACKGROUND:Thephase 3DREAMM-7study(NCT04246047)
demonstrated significant improvement in progression-free
and overall survival with belantamab mafodotin, bortezomib,
and dexamethasone (BVd) vs daratumumab, bortezomib,
and dexamethasone (DVd) in patients with relapsed/refrac-
tory multiple myeloma (RRMM) who received =1 prior line
of therapy.

OBJECTIVE: To measure the value of BVd vs that of alter-
native treatment options, a de novo US cost-effectiveness
model was developed to estimate life-years (LYs) and qual-
ity-adjusted LYs (QALYs) for BVd vs relevant comparator
treatments in RRMM in the second-line or later.

METHODS: A de novo partitioned survival model with 4
health states (progression-free disease on treatment,
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progression-free disease off treatment, progressed disease,
and death) evaluated BVd vs 7 comparators: carfilzomib and
dexamethasone (Kd), daratumumab and Kd (DKd), Dvd,
isatuximab and Kd (Isa-Kd), pomalidomide and Vd, and
selinexor and Vd, and Vd. The model used a 1-week cycle
length with a US Medicare perspective over a lifetime hori-
zon, and discounted outcomes at 3.0%. Efficacy data for
BVd and DVd were sourced from DREAMM-7, while relative
treatment effects for other comparators were informed by
a network meta-analysis. Health utilities were informed
by DREAMM-7 EQ-5D-3L data, and adverse event disutili-
ties were sourced from previous Institute for Clinical and
Economic Review reports and supplemented with National
Institute for Health and Care Excellence appraisals. The
incidence of grade >3 adverse events based on trial data was
used to calculate the disutilities for each comparator. Sen-
sitivity analyses (deterministic and probabilistic) explored
the level of uncertainty of the results. The overall intention-
to-treat (ITT) population and subpopulations (second line,
lenalidomide refractory, and lenalidomide exposed) were
evaluated.

RESULTS: In the ITT population, BVd resulted in the highest
LYs (9.2) and QALYs (7.5) among all treatments. LYs for com-
parators ranged from 4.9 (Vd) to 7.8 (Isa-Kd and DKd). QALYs
for comparators ranged from 4.0 (Vd) to 6.3 (Isa-Kd and
DKd). Subgroup results were consistent with those from the
ITT population.

CONCLUSIONS: BVd consistently resulted in the highest LYs
and QALYs.

SPONSORSHIP: GSK. Drug-linker technology licensed

from Seagen Inc; monoclonal antibody produced using

POTELLIGENT Technology, licensed from BioWa.

3 0 Epidemiology and diagnostic landscape for
gastroesophageal adenocarcinomas with a

HER2 focus
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Ku GS; andrew.ko@ucsf.edu; Wenging.tsu@gmail.com
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2Jazz Pharmaceuticals, Philadelphia, PA, USA; 3Jazz

Pharmaceuticals, Oxford, UK; ‘Lumanity, London, UK;

SLumanity, Gurugram, India; *®Memorial Sloan Kettering
Cancer Center, New York, NY, USA

BACKGROUND: There is limited evidence on the epidemi-
ology of gastric cancer (GC), esophageal cancer (EC), and
gastroesophageal junction (GEJ) cancer (collectively known
as gastroesophageal adenocarcinomas [GEAs]) and on
laboratory diagnostic methods used to characterize GEA,
particularly in patients with HER2+ status.

OBJECTIVE: To retrieve evidence via a targeted literature
review on incidence, prevalence, mortality, and survival in
GEA and to characterize diagnostic methods used for GEA,
with an emphasis on HER2+ status.

METHODS: Embase and MEDLINE were searched from 2014
to July 2024, without restrictions on country or language.
These were supplemented with data from 2022 Global Can-
cer Observatory (GLOBOCAN) in key markets—the United
States, Canada, Japan, and EU5.

RESULTS: Thirty-two studies presenting HER2 positivity
rates in patients with GEA were included from 2,308 ini-
tial records. The majority of epidemiological evidence in
HER2+ GEA came from Asia (8 studies). HER2+ prevalence
in patients with GEA ranged from 13.6% in Brunei Darus-
salam to 47.9% in China, and from 6% in Latin America to
14% in Europe. Five-year survival rates were higher in GC as
compared to EC across geographies, irrespective of HER2+
status. Epidemiological data for all-comers GEA (irrespec-
tive of HER2+ status) from GLOBOCAN indicated global
crude incidence rate of 12.3 per 100,000 for GC and 6.5 per
100,000 for EC. Incidence rates were higher in males than
females for GC (15.8 vs 8.7 per 100,000) and EC (9.2 vs 3.7
per 100,000). Five-year prevalence rates of GC were con-
siderably higher in Japan (274.6 per 100,000) compared with
EUS (11.4-27.7 per 100,000), Canada (14.5 per 100,000) and
US (11.2 per 100,000). Mortality rates were higher with EC
than GC in the United States (2.4 vs 1.6 per 100,000), United
Kingdom (4.9 vs 2.3 per 100,000), and Canada (2.8 vs 2.4
per 100,000). Among the 32 studies in patients with HER2+
GEA, HER2 status was tested most commonly by combin-
ing immunohistochemistry (IHC) and in situ hybridization
(ISH) (14 studies). High concordance rates were reported for
HER2 positivity assessed using next generation sequenc-
ing with ISH (up to 98.3%) or IHC with ISH (up to 99.5%).
Evidence on epidemiology and diagnostic performance for
PD-L1 expression in patients with HER2+ GEA was limited.

CONCLUSIONS: This review presents variability in GEA prev-
alence, incidence, and mortality rates by geography, gender,
and GEA subtype. High concordance was observed with the
use of IHC and ISH techniques in determining HER2+ status
in GEA.

SPONSORSHIP: Jazz Pharmaceuticals
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3 0 A survey of health care decision-maker
(HCDM) formulary management perspectives

in crowded oncologic markets: A focus on advanced

non-small cell lung cancer (aNSCLC) and relapsed/

refractory multiple myeloma (RRMM)

Schroader B, Trueheart A, Pollack M,

bridgette.schroader@cencora.com

Cencora

BACKGROUND: Although novel technology and innovation
are driving advances in oncology, many disease areas have
crowded markets with multiple treatment options for the
same indication and/or drugs sharing the same mechanism
of action (MOA). This presents challenges and opportunities
for HCDMs in formulary management.

OBJECTIVE: To assess HCDMs' perspectives on formulary
management in crowded oncology therapeutic areas prox-
ied by aNSCLC and RRMM.

METHODS: A double-blind, web-based survey was fielded
through Cencora’s Managed Care Network from April 17,
2025, to April 15, 2024. The survey utilized hypothetical
narratives describing 1) addition of an oral tyrosine kinase
inhibitor (TKI) for 1*- or 2nd-line treatment of patients with
aNSCLC and a fictitious “XYZ” gene fusion; 2) addition of
an injectable antineoplastic with a novel MOA for patients
with previously treated RRMM. The hypotheticals included
2 comparator products already on formulary; these 2 prod-
ucts and the fictitious new product had similar efficacy
and safety in each scenario. The survey questions assessed
HCDM perspectives on formulary considerations and prod-
uct or disease concerns.

RESULTS: A total of 20 HCDMs responded to the survey,
representing health plans (45%; n=9), integrated delivery
networks (30%; n=6), and pharmacy benefits managers
(25%; n=5) completed the survey representing national
(40%; n=8) and regional (60%; n=12) organizations. Most
respondents were pharmacy directors (60%; n=12). The
largest considerations for coverage and reimbursement in
both scenarios were cost of therapy (both 55%) and appro-
priate evidence (25%-30%). Approximately three-quarters
(70%-75%) of respondents reported they would add the new
products to formulary, 20%-25% reported removing 1 or
both current products to add the new product, and 5% in
each scenario would not add the new product. Highly ranked
product attributes when considering adding oral or inject-
able products to formulary included durability of therapy,
cost, and size of the patient population. Dosing schedule,
supportive care and procedures, and novelty of therapeutic
platform were not highly ranked considerations.
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CONCLUSIONS: Most payers support adding novel oncology
products to their formularies, even when differentiation
from existing products is minimal. Key drivers in decision-
making are clinical evidence (survival, treatment landscape,
etc) and cost. These findings offer valuable insights for
biopharma companies, highlighting the importance of
prioritizing clinical and economic value during clinical
development and market access discussions.

SPONSORSHIP: Cencora

3 0 Systematic literature review of health care
resource use (HCRU), costs and health-related

quality of life (HRQol) for brexucabtagene autoleucel

in relapsed/refractory (R/R) mantle cell lymphoma

(MCL) and precursor B-cell lymphoblastic leukemia

(B-ALL)

Shah B!, lloabuchi C?, Harrigan S® Ray M?,

Santaolalla Revenga A?, Yang L3, Cobley D?, Nissen F?,

Kanters S®, Oluwole O% bijal.shah@moffitt.org;

sharrigan@raincity-analytics.com

'Moffitt Cancer Center, Tampa, FL, USA; ?Kite, a Gilead

Company, Santa Monica, CA, USA; *RainCity Analytics,

Vancouver, BC, Canada; *Vanderbilt University Medical

Center, Nashville, TN, USA

BACKGROUND: Brexucabtagene autoleucel (brexu-cel) is an
autologous CD19-directed chimeric antigen receptor (CAR)
T-cell therapy approved and highly effective for the treatment
of adults with R/R MCL and R/R B-ALL. Demonstrating its full
value requires a comprehensive understanding of its HCRU,
costs, and HRQoL impact in trials and the real world (RW).

OBJECTIVE: To systematically identify and summarize evi-
dence on HCRU, costs, and HRQoL associated with brexu-cel
treatment in adult patients with R/R MCL and B-ALL.

METHODS: A systematic literature review (SLR) was con-
ducted per PRISMA guidelines, using Embase, Medline,
and CENTRAL (2020-2024; search on Dec 16, 2024), and
hand searches of pre-selected conferences. Studies were
selected using separate PICOS frameworks for HCRU, costs,
and HRQoL. Real-world evidence (RWE) was eligible for all
outcomes, and clinical trials were eligible for HRQoL only.
All steps were performed in duplicate, and data were syn-
thesized descriptively.

RESULTS: Through the systematic searches, we identified
31 publications on HCRU and/or costs from 19 unique RW
cohorts and 5 HRQoL publications from 2 trials (ZUMA-2
in R/R MCL and ZUMA-3 in R/R B-ALL). Most HCRU and
costs cohorts focused on MCL (n=13), with fewer on B-ALL
(n=4) or both (n=2). Studies were conducted in the United
States and Europe. Hospital length of stay ranged 15-22
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days, and was generally longer in MCL. ICU admission rates
varied, being higher in MCL (11%-34%) than in B-ALL (0%-
20%). RW costs were reported for one US MCL cohort, with
post-infusion per-patient-per-month costs of $9,096 (Medi-
care) and $4,822 (commercial), 24% and 70% lower costs
vs non-CAR T patients, respectively. HRQoL was assessed
using EQ-5D-5L/EQ-5D-VAS, and improved over time in
both ZUMA-2 and ZUMA-3. Patients treated with brexu-cel
experienced transient decline post-infusion (month 1), fol-
lowed by a recovery to baseline or improvement from month
3 onward for some EQ-5D-5L functional domains (mobility,
self-care and usual activity). For symptoms domains (anxi-
ety/depression and pain/discomfort) the trends suggested
stability over the same period.

CONCLUSIONS: This SLR found brexu-cel to be associated
with notable reduction in post-infusion hospitalization and
ICU use, as well as lower post-infusion costs compared to
non-CAR T patients. In trial settings, brexu-cel was also
associated with HRQoL improvements in patients with
R/R MCL and R/R B-ALL. More RWE is needed to evaluate
HRQoL, capture a broader range of HCRU and cost out-
comes, and support future value assessments of brexu-cel
in clinical and policy decision-making.

SPONSORSHIP: Kite Pharma

31 Multicomponent interventions to improve
adherence and symptom management in

patients receiving CDK4/6 inhibitors: A real-world US

evidence review

Matter A, Wong Z; m0470126@stu.mcphs.edu;

zwongl@stu.mcphs.edu

MCPHS

BACKGROUND: Cyclin-dependent kinase 4/6 (CDK4/6)
inhibitors are a cornerstone of treatment for hormone
receptor-positive, HER2-negative advanced breast cancer.
However, real-world adherence is often undermined by
toxicity, financial strain, and fragmented care, which can
compromise progression-free survival and patient-reported
outcomes.

OBJECTIVE: To systematically evaluate US-based interven-
tions aimed at improving medication adherence, symptom
control, and treatment continuity in patients receiving
CDK4/6 inhibitors.

METHODS: We reviewed 12 studies published between
2020 and 2025, including randomized trials, retrospec-
tive cohorts, and health system implementation programs.
Interventions included digital adherence platforms, nurse-
led symptom triage, financial navigation services, and
pharmacy-integrated models. Extracted outcomes included

medication adherence rates, early discontinuation, dose
reductions, patient satisfaction, and health care utilization.

RESULTS: Mobile adherence tools were associated with 12%
to 25% reductions in missed doses. Nurse-led toxicity mon-
itoring reduced unplanned interruptions by 18% to 30% and
enabled earlier therapeutic adjustments. Financial naviga-
tion services reduced early discontinuation in underinsured
patients by up to 40%. One large health system reported an
average of $2,100 per patient in cost savings due to fewer
emergency department visits. Interventions that combined
digital, clinical, and financial components showed the most
consistent gains in persistence and patient experience.
However, most programs lacked standardized protocols,
limiting scalability. Equity-focused adaptations were rare,
and payer engagement was minimal, contributing to incon-
sistent implementation across systems.

CONCLUSIONS: Real-world support interventions can
improve adherence, reduce toxicity-related disruptions,
and enhance patient outcomes for individuals receiving
CDK4/6 inhibitors. To enable broader and more equitable
adoption, future programs should prioritize standardized
implementation, culturally responsive design, and align-
ment with payer reimbursement strategies to support
sustainable delivery.

SPONSORSHIP: None

3 1 1 Belantamab mafodotin individual patient
dosing in patients with relapsed/refractory
multiple myeloma treated in the phase 3 DREAMM-7
and DREAMM-8 clinical trials
Boytsov NI, Purser M!, Zur R?, Samyshkin Y', Palumbo T,
Batts T', Kamdar M!, Osborne J', Ferrufino C?
natalie.n.boytsov@gsk.com; molly.x.purser@gsk.com
IGSK; 2IQVIA

BACKGROUND: Belantamab mafodotin (belamaf) is an anti-
body-drug conjugate that targets B-cell maturation antigen,
which is present on the surface of multiple myeloma cells.
Robust clinical efficacy was observed with belamaf com-
binations (belamaf +bortezomib [V]+dexamethasone [d]
vs daratumumab [D]+Vd in DREAMM-7 [NCT04246047]
and belamaf+pomalidomide [P]+d vs PVd in DREAMM-8
[NCTO04484623]) in patients (pts) with relapsed/refractory
multiple myeloma. Dose modifications were used to man-
age belamaf-associated adverse events, which affected the
dose and dosing frequency over time, resulting in belamaf
median relative dose intensity (mRDI) of 51.0% and 52.5% for
BVd and BPd, respectively.

OBJECTIVE: To quantify, given the mRDI of belamaf in
DREAMM-7/DREAMMS-8, differences between protocol
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planned belamaf dosing and actual belamaf dosing (per
weekly aggregate individual pt dosing [IPD] and RDI based
on pt data) from DREAMM-7/DREAMM-8 to help inform
costs as part of a budget impact model (BIM).

METHODS: A BIM was developed to estimate the cost of bela-
maf over 3 years, including an analysis of the weekly number
of pts on treatment, administered doses, and administration
frequency during DREAMM-7 and DREAMM-8. Per proto-
col, BVd-treated pts in DREAMM-7 were to receive belamaf
2.5mg/kg Q3W and BPd-treated pts in DREAMM-8 were to
receive belamaf 2.5 mg/kg for cycle 1, then 1.9 mg/kg Q4W
thereafter. The aggregate IPD and mRDI of daratumumab in
the DREAMM-7 comparator, DVd, were also assessed.

RESULTS: Per protocol-planned dosing, BVd-treated pts
were planned to receive 18/17/17 belamaf doses and
49.6/46.8/46.8 belamaf vials in year (Y) 1/Y2/Y3; aggre-
gated IPD data showed pts actually received 9/7/6 doses
and 22.1/13.6/11.5 vials (24.3/22.9/22.9 vials per mRDI)
in Y1/Y2/Y3. BPd-treated pts were planned to receive
13/13/13 belamaf doses and 27.9/27.2 /27.2 belamaf vials per
year for Y1/Y2/Y3; aggregated IPD data showed pts actually
received 6/3/3 doses and 13.5/6.8/8.5 vials (14.6/14.3/14.3
vials per mRDI)in Y1/Y2/Y3. For daratumumab in DVd, both
the IPD and RDI (mRDI 97%) remained stable and similar to
the planned dose from initiation through Y3. The impact
of belamaf dose modifications on total cost of care will be
reported.

CONCLUSIONS: Both IPD and RDI measures of belamaf
dosing in the BVd and BPd combinations resulted in sub-
stantially lower values than the planned protocol dosing,
indicating that use of these measures would provide a more
accurate view of costs associated with BVd and BPd treat-
ment as part of a budget impact assessment.

SPONSORSHIP: GSK

3 1 2 Leveraging causal analysis to identify
trastuzumab biosimilar adoption drivers and

patient outcomes: A real-world claims data analysis
Hale H, Gaur A, Singh A; helen.hale@syneoshealth.com;
abhishek.gaur@syneoshealth.com

Syneos Health

BACKGROUND: With the increasing availability of biosimi-
lars, understanding utilization dynamics is essential to
optimize health care costs and outcomes. Trastuzumab
biosimilars have shown significant potential to lower
treatment costs while maintaining clinical efficacy for
oncology patients. However, adoption rates vary consid-
erably across different patient populations, health care
organizations (HCOs), and geographic regions. Traditional
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analytics identify correlations but cannot determine which
factors causally drive biosimilar selection, limiting action-
able insights for managed care decision-makers.

OBJECTIVE: To establish causal relationships for drivers of
biosimilar trastuzumab adoption patterns using advanced
causal inference methodologies.

METHODS: We analyzed medical and pharmacy claims for
patients initiating trastuzumab therapy between 2022 and
2024. Causal discovery algorithms identified relationships
between patient characteristics (age, gender, comorbidi-
ties), treatment setting (duration, switching rates, dosing
frequency, adherence, out-of-pocket [OOP]), total aggre-
gated health care costs (inclusive of drug, hospital visits, ED
visits, and physician fees), payer factors (formulary coverage,
copay differentials), provider attributes (specialty, practice
setting), margin percentage (reimbursed amount vs average
sales price [ASP]), and biosimilar utilization and adoption.
Treatment duration and adherence were also measured.

RESULTS: Among 26,547 eligible patients, 83% initiated
biosimilars, with notable variation across payer channels
(Originator vs Biosimilar—Commercial: 43% vs 48%, Medi-
care: 44% vs 34%). Descriptive analyses suggest that provider
economics may be a key driver of biosimilar adoption. Pre-
liminary findings show a median treatment duration of 5.1
months for biosimilar users versus 6.3 months for originator
users. Adherence rates were 67% among biosimilar users
compared to 55% for originator users.

CONCLUSIONS: Causal Al analysis of real-world claims data
highlights critical factors driving biosimilar utilization, such
as formulary coverage, geographic and organizational prac-
tices, and reimbursement policies. Insights derived from
causal modeling can inform targeted strategies to improve
data-driven adoption rates and patient outcomes and opti-
mize health care expenditure.

SPONSORSHIP: Syneos Health

31 Recent real-world treatment patterns of
advanced melanoma in the United States

Wallace K!, Block M2, Marcotte R, Camuso B?, Uolligadla V?;

katrine.wallace@replimune.com; Block.Matthew@mayo.edu

Replimune; 2Division of Medical Oncology, Department of

Oncology, Mayo Clinic; RCM Consulting

BACKGROUND: Melanoma has a good prognosis if diagnosed
at a localized stage. However, despite significant recent
advances in therapy, treatments for patients with unresect-
able or metastatic melanoma are most often not curative.

OBJECTIVE: To characterize recent real-world treatment
patterns of advanced, unresectable melanoma patients who
progress to second-line (2L) systemic treatment.
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METHODS: Adults in a large administrative claims database
between 1/2019 and 12/2024 were included in the analysis if
they had =2 claims for melanoma >7 days apart, melanoma as
the primary tumor, =1 code for a systemic melanoma treat-
ment after 1/1/2023, and =1 code for metastatic disease and
had progressed to 2L treatment. Included patients had =3
months of continuous enrollment before the index date (first
melanoma claim). Claims-based algorithms were used to
identify monotherapy/combination regimens by line of treat-
ment (LOT). A Sankey diagram was constructed to illustrate
the exact treatment pattern flows between LOT1and LOT2.

RESULTS: A total of 1252 patients met study criteria and
had progressed to a 2L regimen; 57% were male and the
median age was 63.5 years. Among these patients, the most
common first-line (IL) regimens were immune checkpoint
inhibitors (ICIs; n=1029, 82.2%): pembrolizumab (n=386,
30.8%), nivolumab + ipilimumab (n=367, 29.3%), nivolumab +
relatlimab (n=144, 11.5%), nivolumab (n=128, 10.2%), or other
anti-PD-1 therapy (n=4, 0.3%). Other 1L treatments received
were targeted therapy for BRAF V600 mutation (n =147, 11.7%),
chemotherapy (n=28, 2.2%), or other regimens (n=48, 3.8%).
After progression to 2L therapy, the treatments became more
heterogeneous with decreased utilization of ICI therapy
(n=795, 63.5%). The most common 2L therapies were targeted
therapy for a BRAF V600 mutation (n =325, 26.0%), nivolumab
+ ipilimumab (n=240, 19.2%), nivolumab + relatlimab (n=193,
15.4%), nivolumab (n=178, 14.2%), pembrolizumab (n=178,
14.2%), chemotherapy (n=68, 5.4%), or other (n="70, 5.6%).

CONCLUSIONS: Patients with advanced melanoma for whom
1L therapy fails have no clear standard of care as the 2L
treatment landscape is heterogeneous.

SPONSORSHIP: Replimune, Inc.

31 Economic burden of neutropenia among
patients treated for HR+/HER2- and triple-

negative metastatic breast cancer in the United States:

A retrospective claims analysis

Nguyen M}, Shah R!, Collin S?, Shi Y

nguyenmarvin9ds@gmail.com

Daiichi Sankyo; *AstraZeneca Pharmaceuticals Ltd;

*KMK Consulting Inc.

BACKGROUND: Neutropenia is a common adverse event
associated with metastatic breast cancer (mBC) treatments.
Little is known about the economic burden of neutropenia
in mBC to US health systems.

OBJECTIVE: To evaluate all-cause and neutropenia-related
costs and health care resource utilization (HCRU) among
patients with HR+/HER2- and triple-negative (mTNBC) mBC.

METHODS: Patients with >1 ICD-10 diagnosis code for mBC
were identified in IQVIA PharMetrics Plus claims database
from 9/2019 to 6/2024. Selection criteria included continu-
ous enrollment 6 months before and >3 months after the
index (diagnosis of mBC) date, receipt of mBC treatment
post-index, and no diagnosis codes for other cancers <15
months pre-index. Study patients were categorized into
HR+/HER2- mBC or mTNBC cohorts based on mBC treat-
ment post-index using treatment-based proxies. All-cause
and neutropenia-related HCRU and costs per patient per
month (PPPM) were reported by treatment category across
the duration of any line of mBC treatment.

RESULTS: Among HR+/HER2- patients with mBC (n=4,650;
98.1% female; mean age, 55 years; 94.0% NCI comorbidity
index < 1), neutropenia was experienced by 48.5%, 32.4%,
24.8%, and 8.8% of patients over the duration of sacitu-
zumab govitecan (SG) (n=68), chemotherapy (CT) (n=4,507),
other targeted therapy (TT) (n=1,690), and endocrine ther-
apy (ET) (n=3,325) regimens, respectively. Among patients
with mTNBC (n=1,409; 99.4% female; mean age, 56 years;
91.1% NCI comorbidity index < 1), neutropenia was expe-
rienced by 43.9%, 36.1%, and 39.4% of patients over the
duration of SG (n=246), CT (n=482), and TT (n=1,299) regi-
mens. All-cause (and neutropenia-related, %) costs (PPPM)
were $44,921 (88,046, 18%), $13,386 (S$1,502, 11%), $19,299
($232, 1%), and $6,110 ($75, 1%) during receipt of SG, CT, TT,
and ET regimens, respectively, for patients with HR+/HER2~-
mBC, and $44,568 ($7,720, 17%), $13,892 (52,294, 17 %), and
$25,980 ($1,825, 8%) over the duration of SG, CT, and TT reg-
imens for patients with mTNBC. The proportion of patients
making a neutropenia-related inpatient and outpatient visit
was 18% and 35%, 5% and 31%, 2% and 24%, and 0% and 9%
during receipt of SG, CT, TT, and ET regimens, respectively,
for patients with HR+/HER2- mBC, and 9% and 40%, 8% and
34%, and 10% and 36% during the receipt of SG, CT, and TT
regimens for patients with mTNBC.

CONCLUSIONS: Neutropenia is a common adverse event
with substantial impact to the overall economic burden
among patients with mBC. An unmet need exists for treat-
ments that balance costs of care with clinical benefit for
these patients.

SPONSORSHIP: Daiichi Sankyo
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31 Cost-effectiveness of sotorasib vs adagrasib in
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BACKGROUND: Sotorasib and adagrasib are the only KRAS
G12C inhibitors approved in the United States for previously
treated non-small cell lung cancer (NSCLC). Past economic
evaluations relied on phase 2 data and indirect comparisons.
This study presents the first cost-effectiveness analysis
(CEA) using phase 3 evidence via matching-adjusted indirect
comparison (MAIC) of the CodeBreaK 200 and KRYSTAL-12
trials to assess comparative efficacy and safety.

OBJECTIVE: To evaluate the cost-effectiveness of sotorasib
versus adagrasib in previously treated KRAS G12C-mutated
advanced NSCLC, from a US third-party payor perspective
using phase 3 data.

METHODS: A partitioned survival model was developed with
a 20-year horizon, weekly cycle length, and a 1.5% annual
discount rate. Progression-free survival (PFS) and over-
all survival (OS) for the sotorasib arm were modeled using
parametric curves fitted to individual patient data from
CodeBreaK 200. In the absence of mature OS data from
KRYSTAL-12 and no significant PFS differences in the Phase
3 MAIC (HR=0.93; 95% CI: 0.70-1.22), equivalent efficacy
was assumed. Adverse event (AE) rates were derived from
the MAIC, which showed a consistently lower incidence of
treatment-related AEs with sotorasib. Utilities were sourced
from CodeBreaK 200 and adjusted for grade 3-4 disutilities.
Costs included drug acquisition, AE management, concomi-
tant medications, KRAS GI2C testing, and terminal care.
Probabilistic sensitivity analysis (PSA) assessed uncertainty.

RESULTS: Sotorasib was associated with comparable health
outcomes (incremental QALYs: 0.0002) and lower total
costs, yielding savings of $18,004 per patient compared with
adagrasib. Cost differences were mainly driven by lower
acquisition and AE management costs for sotorasib. AE inci-
dence was lower across multiple categories, notably diarrhea
(OR=0.50), nausea (OR=0.43), and vomiting (OR=0.11).
Sotorasib was also associated with fewer dose reductions
and interruptions compared to adagrasib, indicating a
potentially lower management burden for care teams. At a
$150,000/QALY willingness-to-pay threshold, the net mon-
etary benefit of sotorasib was $18,031. PSA showed a 62.0%
probability of cost-effectiveness at this threshold.
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CONCLUSIONS: This phase 3-informed analysis suggests
sotorasib offers similar clinical outcomes to adagrasib with
better safety and reduced overall costs, supporting its value
as a cost-effective treatment option for previously treated
KRAS G12C-mutated advanced NSCLC in the United States.

SPONSORSHIP: Amgen Inc.

31 Similarities of oral oncology drugs excluded
by large pharmacy benefit managers (PBMs)

Wermerskirchen J, Williams J;

julia.wermerskirchen@precisionaq.com;

jenny.williams@precisionaq.com

Precision AQ

BACKGROUND: Since formulary exclusions were introduced
in 2012, the number of excluded products has grown con-
siderably, from fewer than 100 products to well over 600
products in 2025 across CVS Health, Express Scripts (ESI),
and OptumRx alone. While exclusions aim to decrease health
care spend by encouraging the use of lower cost alterna-
tives, they also limit provider choice and patient access.

OBJECTIVE: To understand the similarities of oral oncology
drugs selected for formulary exclusion and identify trends
among the exclusions that shape the current treatment
landscape.

METHODS: Formulary exclusions were gathered from pub-
licly available formulary listing and categorized by cancer
type, mechanism of action (MOA), indication, and the pres-
ence of black box warnings. A descriptive analysis was
conducted of 2025 Commercial formulary exclusions for
CVS Health, ESI, and OptumRx, to isolate exclusions spe-
cific to oral oncolytics.

RESULTS: Thirty-four oral oncolytics are excluded on one
or more commercial formularies for CVS Health, Express
Scripts, and OptumRx; of these products, only 1is excluded
by all three PBMs. While exclusions have historically been
placed on brands with a generic alternative, 82% of the oral
oncology agents excluded are single-source products with-
out a generic alternative. Common cancers are more likely
to face access restrictions than rare conditions, where there
may be a limited number of treatment options available.
Cancer types most often targeted in formulary exclu-
sions were NSCLC (5 products), Prostate (5 products), and
Renal Cell Carcinoma (4 products). Other common cancer
types include breast, CML, AML, and GIST. NCCN recom-
mendations, mechanism of action, presence of mutations,
black box warnings, orphan designation, and accelerated
approval all impact the potential for exclusion. NCCN rec-
ommendations have a variable influence; the majority of
excluded agents (62%) have one or more Category 1 NCCN
recommendations. Kinase inhibitors make up the majority
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of products identified (59%), followed by PARP inhibitors
(9%) and CYP17 inhibitors (6%). Thirty-nine percent of the
excluded agents are targeted therapies for specific muta-
tions, while only 24% of the excluded agents carry a black
box warning. Sixty-five percent of excluded drugs have
orphan drug designation and 24% have at least one indica-
tion with an accelerated approval.

CONCLUSIONS: While crowded classes and common cancers
seem to be correlated with more frequent exclusions, factors
like guideline recommendations and single-source status
are insufficient to protect oral oncolytics from exclusion.

SPONSORSHIP: Precision AQ

31 Cost-inefficiency of high-dose opioids therapy
in disease-free cancer survivors: A real-world,

US payer-perspective decision-tree analysis

Truong Al, Pontinha V?, Holdford D'; truongam3@vcu.edu

Wirginia Commonwealth University; 2VCU School of

Pharmacy

BACKGROUND: Advances in cancer diagnosis and treat-
ment options have improved survival, which has resulted
in a growing population of cancer survivors. During treat-
ment, patients are exposed to opioids, a cornerstone of
cancer pain management. Prior research showed that many
survivors continue opioid therapy at progressively higher
doses years after the conclusion of treatment. Prolonged
exposure to high-dose opioids has been associated with
negative health outcomes, including increased risk of opioid
use disorder (OUD) and adverse events and increased mor-
tality, and may lead to increased utilization of health care
resources. Studies examining the economic inefficiency of
increased opioid exposure in cancer survivors are, to our
knowledge, non-existent.

OBJECTIVE: To evaluate the cost-inefficiency of long-term
escalating high-dose opioids compared to rapid low-dose
discontinuation of opioids among disease-free cancer sur-
vivors in the United States.

METHODS: A decision-tree model with a two-year time
horizon was developed from the US health care payer per-
spective. Longitudinal opioid exposure data were obtained
from a retrospective observational study of 610 disease-free
survivors treated at VCU Massey Comprehensive Cancer
Center. Model inputs regarding OUD, mortality, and costs
were obtained from published peer-reviewed literature and
public data. Utility values for the health states considered in
the model were obtained from the scientific literature and
used to estimate quality-adjusted life years (QALYs). Uncer-
tainty of the model was assessed with a one-way sensitivity
analysis.

RESULTS: The base-case results show that continued esca-
lating high-dose opioid exposure resulted in higher costs
($41,072 vs $34,223) and fewer QALYs (1.143 vs 1.287) com-
pared to rapid low-dose opioid discontinuation. Therefore,
rapid discontinuation exhibited dominance in the analysis
(ICER: -$47,785/QALY). The sensitivity analysis identified
the utility value for survivors with OUD, mortality risk in
survivors with OUD, and combined survivorship/OUD-
related costs as primary drivers of uncertainty in this model.
However, in almost all scenarios of the sensitivity analysis,
rapid opioid discontinuation remained dominant.

CONCLUSIONS: High-dose therapy in disease-free cancer
survivors is significantly cost-inefficient. High-dose ther-
apy is associated with worse health outcomes and greater
health care costs relative to low-dose therapy. Absent
explicit clinical guidelines for tapering, opioid stewardship
strategies for dose minimization in long-term survivorship
care are critical for avoiding negative outcomes and pre-
venting added costs.

SPONSORSHIP: None

32 Trends in industry payments to US
oncologists: Insights from the 2014-2023

CMS Open Payments datasets

Liu A, Barron J, Falconi A, Fisch M, Debono D, Chi W;

amy.liu@carelon.com

Carelon Research

BACKGROUND: Prior research using the CMS Open Payments
data found that from 2014 to 2018, annual number of payments
and total value increased for oncology drugs, with oncologists
(medical, hematology, radiation, and surgical) receiving 92%
of all cancer drug payments in 2018. In oncology, where the
drug market has experienced substantial growth and where
treatments often carry high costs, it is critical to understand
the landscape of industry payments to inform potential strat-
egies for physician contracting and to guide the development
of transparency-related performance measures.

OBJECTIVE: To understand financial conflict of interest and
oncologist prescribing patterns. In this analysis, we focus
on the CMS Open Payments data to characterize payments
received by US oncologists.

METHODS: We identified physicians specializing in oncol-
ogy from the 2014 to 2023 CMS Open Payments datasets. To
capture all payments made to oncologists, we took a broad
approach, excluding only ownership or investment interest
and acquisition payments, and did not limit to only transac-
tions associated with cancer drugs. We conducted descriptive
statistics to compare payments (adjusted in 2023 dollars) by
program year, form of payment, and reporting entities.
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RESULTS: Total payments to oncologists increased to
approximately $123 million in 2023, reflecting an annual
average increase of 4.5% since 2014. While total payments
grew, median and average payment amount remained rel-
atively steady, reaching $22.0 (0.9% annual increase) and
$295.1 (1.3%) in 2023, respectively. In 2023, 10.5% of oncolo-
gists (n =1931) received >$10,000 in annual payments and
1.2% (n = 228) received >$100,000. Total payments to
oncologists had the largest increase from 2014 to 2019, fol-
lowed by a sharp decline in 2020, likely reflecting impacts of
the COVID-19 pandemic, and then payments began to rise
again from 2021 to 2023.

CONCLUSIONS: This initial analysis highlights substantial
and growing financial interactions between the pharmaceu-
tical industry and oncologists over the past decade. Ongoing
work will incorporate claims data to better understand
how these financial relationships may relate to prescribing
behaviors and inform managed care strategies.

SPONSORSHIP: Elevance Health

32 Total cost of care (TCOC) and adverse effects
(AEs) assessment of bispecific T-cell engagers

(BiTEs) and chimeric antigen receptor T-cell (CART)

therapies for relapsed refractory follicular lymphoma

(RRFL)

Ndujiuba S, Wilson A, Eckwright D, Kim A;

simone.ndujiuba@primetherapeutics.com;

alex.wilson@primetherapeutics.com

Prime Therapeutics

BACKGROUND: Follicular lymphoma (FL) makes up 20%-30%
of new non-Hodgkin lymphoma cases. FL is hard to cure,
with frequent relapses. In the third-line RRFL setting, there
is a debate between treatment with BiTE or CAR T. Unlike
other hematologic cancers, BiTEs are often preferred over
CAR T in RRFL due to their strong, lasting responses, low
toxicity, and no need for lymphodepleting chemotherapy.
Also, BiTEs offer ease of access due to off-the-shelf avail-
ability and lower rates of serious AEs. In a survey of RRFL
patients and treating providers, even though progression-
free survival (PFS) was the key factor for both, decreased
AEs ranked above lower PFS. These attributes support BiTEs
increased use and potentially lower TCOC. Understanding
the real-world TCOC and AE between BiTEs and CART can
inform drug management strategies.

OBJECTIVE: To compare the 12-month TCOC and AE inci-
dence for patients treated with CAR T versus BiTE therapy
in RRFL.

METHODS: Medical and pharmacy claims from 17 million
Commercial (COM) and 950k Medicare members were
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queried to identify members’ first index drug (axicabta-
gene ciloleucel, tisagenlecleucel, lisocabtagene maraleucel,
mosunetuzumab) for RRFL between 12/2021 and 03/2024.
Members requirements included continuous enrollment
(CE) 6 months prior to and after their index date and no pre-
index BITE/CAR T claims. All members’ claims were used
to assess TCOC and post-index AEs (i.e., cytokine release
syndrome, immune effector cell-associated neurotoxic-
ity syndrome). AE claims were classified using ICD-10 and/
or tocilizumab product-specific codes. Nonparametric and
association tests assessed the relationship between index
drug and outcomes. No statistically significant differences
were found between cohorts (age, sex, rural-urban status,
insurance type; a.=.05).

RESULTS: The study consisted of 30 and 31 members in the
BiTE and CAR T cohorts, respectively. The mean age was 63
years, 41% were female, 61% had COM coverage, and 74%
lived in urban areas. The CAR T cohort had significantly
(P<0.05) higher average TCOC ($702k vs $372k), index drug
cost ($521k vs $183k), and AE cost ($9k vs <$500) than the
BiTE cohort. Index drug costs accounted for 49% and 74%
of the total cost of care for the BiTE and CAR T cohorts,
respectively. AEs occurred in 23% and 52% of the BiTE
and CAR T cohort, respectively. The CAR T cohort was 3.5
times more likely to experience an AE compared to the BiTE
cohort (OR=3.5; P=0.03; 95% CI: 0.09-0.86).

CONCLUSIONS: Strong response rates, ease of access, lower
drug and total cost, plus reduced AEs make BiTE therapy a
feasible alternative to CAR T in RRFL.

SPONSORSHIP: Prime Therapeutics

32 Health care resource utilization and costs of
patients with high-risk non-muscle-invasive

bladder cancer with carcinoma in situ who are

unresponsive to Bacillus Calmette-Guérin treatment:

A real-world analysis using SEER-Medicare data

Khaki A, Singhal M?, Emond B?, Rossi C3, Bungay R? Liu

S3, Jiang P?, Pilon D?, Joshi K2, Fabrizio M*; ali@khaki.org;

msinghad@its.jnj.com

IStanford University School of Medicine; 2Johnson & Johnson

Innovative Medicine; *Analysis Group, Inc.; “Urology of

Virginia

BACKGROUND: Among patients with high-risk non-muscle-

invasive bladder cancer (HR-NMIBC) treated with Bacillus

Calmette-Guérin (BCG), nearly half become unresponsive.

However, there are limited real-world data on health care

resource utilization (HRU) and costs among patients with

BCG-unresponsive HR-NMIBC with carcinoma in situ (CIS).
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OBJECTIVE: To describe HRU and costs among patients with
HR-NMIBC with CIS receiving guideline-recommended
treatment after becoming BCG-unresponsive.

METHODS: A retrospective, longitudinal cohort study using
SEER-Medicare Data from 01/01/2007 to 12/31/2020 was
conducted. Patients covered by Medicare fee-for-service
(Parts A, B, and D) who were aged 265 years and had BCG-
unresponsive HR-NMIBC with CIS (+ papillary disease) were
included. Patients with CIS were identified based on stag-
ing or diagnoses codes. BCG unresponsiveness was defined
as the receipt of a guideline-recommended next treatment
within 365 days after BCG discontinuation following adequate
induction (=5 instillations within 70 days) and maintenance
(22 instillations within 180 days of end of induction). All-
cause and bladder cancer (BC)-related HRU and costs (2025
US dollars; comprehensive patient and payer perspective),
measured per patient per year (PPPY), were described during
follow-up (from next treatment post-BCG discontinuation
to the earliest of 12 months, end of continuous enrollment,
enrollment plan switch, death, or end of data availability).

RESULTS: A total of 182 patients had BCG-unresponsive HR-
NMIBC with CIS (mean age: 74 years, 80% male, 93% White
race, mean Quan-CCI: 1.4, 30% with history of smoking).
Over a mean follow-up of 11 months, patients had a mean
number of days with all-cause outpatient (OP) services of
46.8 PPPY (BC-related: 23.6), 3.0 inpatient (IP) admissions
PPPY (BC-related: 2.8), 19.9 IP days PPPY (BC-related: 16.8),
and 0.7 emergency department (ED) visits PPPY (BC-related:
0.2). Patients incurred mean total all-cause health care costs
PPPY of $131,364, including $26,964 in OP costs, $89,772 in IP
costs, and $14,628 in other medical and pharmacy costs. Most
costs were BC-related; total BC-related health care costs
PPPY were $92,856, including $19,452 in OP costs, $66,204 in
IP costs, and $7,200 in other medical and pharmacy costs.

CONCLUSIONS: Patients with BCG-unresponsive HR-NMIBC
with CIS had substantial HRU and costs following BCG unre-
sponsiveness, driven by frequent outpatient visits and high
inpatient costs, highlighting the need for effective and safe
bladder-sparing treatment options that can help reduce
this burden.

SPONSORSHIP: Johnson & Johnson

32 Advancing the management of multiple
myeloma via a multiphase initiative centered

on regional payer-provider forums

Haumschild R', Hoye-Simek A%, McCormick D?,

Contreras Z*, Pangrace M rhaumschild@gmail.com;

mike.pangrace@impactedu.net

'Emory Winship Cancer Institute; Devoted Health; *Optum

Insights; ‘Sharp Health Plan; *Impact Education, LLC

BACKGROUND: Multiple myeloma (MM) is a key cost driver
in oncology, owing to disease progression and the overall
chronicity of the condition. Treatment requires a nuanced
approach using several different classes of drugs, with
chimeric antigen receptor T-cell and bispecific antibody
therapies representing the latest additions.

OBJECTIVE: To identify regional trends in managing MM,
barriers to optimal treatment, best practices in patient
care, and opportunities for collaboration via an open forum
among regional clinical specialists and managed care deci-
sion-makers.

METHODS: Two virtual roundtables were held in the South-
west and Northeast regions in November 2024 among
managed care professionals (n=8), oncology specialist
providers (n=4), and one patient advocacy representative.
Participants heard testimony from patients with MM and
reviewed relevant clinical information prior to engaging in
moderated discussions. The findings were shared via web-
cast as part of a larger initiative to disseminate continuing
education for managed care professionals.

RESULTS: Regional trends in the Southwest included the
challenges associated with geography and transportation to
tertiary treatment centers for specialized MM care, which
are exacerbated by social determinants of health (SDOH). A
push for increased adoption of bispecific antibodies in the
community oncology setting with oversight by tertiary care
centers and non-punitive integration of clinical pathways
were identified as best practices. In the Northeast, drug
shortages and high costs associated with generic alter-
natives were cited as key challenges. Participants noted
coordination among community oncology providers and
tertiary care centers as a key best practice, in addition to
provider alignment with evidence-based treatment proto-
cols. Opportunities for collaboration across both regions
included consultation with oncology specialists on coverage
policies as a cost management strategy. Participants also
suggested an organized means to coordinate care between
community oncology practices and centers of excellence to
facilitate the utilization of newer targeted therapies.

CONCLUSIONS: Increased coordination between payers
and providers has the potential to improve patient access
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to newer targeted therapies for MM regardless of geogra-
phy and/or SDOH. Future efforts will include additional
roundtable meetings with payers and oncology specialist
providers in other regions to advance collaboration.

SPONSORSHIP: Regeneron Pharmaceuticals, Inc.

324Discovering current gaps in care and curating
health plan best practices in the management

of ER+/HER2- mBC: AMCP Market Insights program
Bobolts L', Haumschild R?, Wolff D? Pangrace M*;
laura.bobolts@gmail.com; mike.pangrace@impactedu.net
'OncoHealth; 2Emory Winship Cancer Institute; *Denise &
Co, LLC; “Impact Education, LLC

BACKGROUND: Estrogen receptor-positive/human epider-
mal growth factor-negative metastatic breast cancer (ER+/
HER2- mBC) accounts for 70% of all breast cancer cases and
is characterized by favorable overall survival in early stages.
However, disparities in progression-free survival (PFS) in
second-line therapy and beyond highlight an unmet need in
the affected patient population.

OBJECTIVE: To assess payer perspectives on the manage-
ment of ER+/HER2- mBC, identify key challenges related
to access, and outline best practices to support appropri-
ate drug utilization and coverage decisions within managed
care settings.

METHODS: A multidisciplinary virtual forum of managed
care oncology experts, a breast cancer specialist, and a
patient advocacy representative was held in February 2025
to discuss the clinical, economic, and humanistic consid-
erations surrounding the management of ER+/HER2- mBC.
The program included polling questions to quantify par-
ticipant perspectives and facilitated discussions to generate
qualitative insights on managed care strategies and emerg-
ing best practices.

RESULTS: In polling among the 8 participants, 50% cited
addressing disparities in care and outcomes as the most
important consideration for managing ER+/HER2- mBC.
Qualitative insights also called out the need for intensive
support services and comprehensive care in the manage-
ment of patients with ER+/HER2- mBC. Noting an unmet
need in second-line therapy with current treatment regi-
mens, investigational treatments offer improvements in
progression-free survival, which 100% of payer and patient
advocacy panelists cited as the most important outcome
in ER+/HER2- mBC. Likewise, 100% of participants cited
care pathways and /or treatment algorithms for ER+/HER2~-
mBC, and 60% noted that companion diagnostics play an
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integral role in coverage policy and utilization management.
Qualitative insights highlighted that companion diagnostics
coverage lags substantially behind the associated therapy
coverage, causing administrative burden and delays in
appropriate treatment.

CONCLUSIONS: Payer and patient advocacy representatives
acknowledge a need for comprehensive support services in
the management of ER+/HER2- mBC, with special consid-
eration given to disparities in care and outcomes. Emerging
therapies can potentially address unmet therapeutic needs
in second-line therapy and beyond, but payers will be tasked
with developing an appropriate coverage policy with timely
access to companion diagnostics.

SPONSORSHIP: Arvinas

32 Treatment patterns and disease recurrence
among patients with high-risk non-muscle-

invasive bladder cancer with carcinoma in situ who are

unresponsive to Bacillus Calmette-Guérin treatment:

A real-world analysis using SEER-Medicare data

Fabrizio M!, Singhal M?, Emond B3, Rossi C?, Bungay R3,

Liu S?, Jiang P?, Pilon D3, Joshi K?, Khaki A%

mdfabriz@gmail.com; msingha5@its.jnj.com

'Urology of Virginia; 2Johnson & Johnson Innovative

Medicine; *Analysis Group, Inc.; *Stanford University School

of Medicine

BACKGROUND: Bacillus Calmette-Guérin (BCG) has been the
standard of care for high-risk non-muscle-invasive bladder
cancer (HR-NMIBC) for nearly five decades; however, up
to 50% of patients become unresponsive to BCG. Among
patients who are BCG-unresponsive HR-NMIBC with carci-
noma in situ (CIS), there are limited data on recurrence and
next treatments received.

OBJECTIVE: To describe real-world treatment patterns and
disease recurrence among patients with BCG-unresponsive
HR-NMIBC with CIS receiving bladder-sparing treatment.

METHODS: This retrospective longitudinal cohort study
used SEER-Medicare Data (01/01/2007 to 12/31/2020) to
identify patients aged =65 years with BCG-unresponsive
HR-NMIBC with CIS (+ papillary disease). Patients were
considered BCG-unresponsive if they received guide-
line-recommended treatment within 365 days of BCG
discontinuation after adequate induction (=5 installations in
70 days) and maintenance (=2 installations within 180 days).
Disease recurrence (i.e., claim for transurethral resection
of bladder tumor, biopsy, intravesical or systemic chemo-
therapy, radiotherapy, radical cystectomy, pembrolizumab,
progression to MIBC or metastatic cancer, or bladder
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cancer-related death) for patients initiating intravesical
chemotherapy or pembrolizumab as next treatment was
described using Kaplan-Meier (KM) analyses.

RESULTS: Among 1,700 patients with HR-NMIBC with CIS
receiving adequate BCG induction and maintenance, 193
(11%) received another guideline-recommended treatment
within 365 days after BCG discontinuation and were consid-
ered BCG-unresponsive (mean age 74 years, 81% male, 93%
White race, mean Quan-CCI 14, 29% history of smoking).
Most (64%) received another intravesical chemotherapy as
their next treatment after BCG discontinuation (mitomy-
cin [64%)], valrubicin [15%], gemcitabine [12%]); 4% received
pembrolizumab. Among patients initiating intravesical che-
motherapy or pembrolizumab as next treatment, median
time to recurrence was 3.4 months (95% confidence inter-
val: 2.9, 4.6). KM rates of recurrence were 45% at 3 months,
65% at 6 months, 75% at 12 months, 83% at 24 months, and
90% at 36 months.

CONCLUSIONS: Patients with HR-NMIBC with CIS have lim-
ited options following BCG unresponsiveness, and among
those who are BCG-unresponsive, most received blad-
der-sparing treatments (i.e., intravesical chemotherapy or
pembrolizumab), with 75% experiencing disease recurrence
within one year. These findings underscore a significant
unmet need for more effective bladder-sparing treatments
for patients who are BCG-unresponsive HR-NMIBC with CIS.

SPONSORSHIP: Johnson & Johnson

3 2 Real-world treatment patterns, costs, and burden
of illness in advanced or unresectable cutaneous

melanoma following discontinuation of frontline PD-1

inhibitor therapy: A claims database analysis

Wallace K, Asare E?, Hale H?, Gaur A3, Saklani S3;

katrine.wallace@replimune.com; elliot.asare@hci.utah.edu

'Replimune; *University of Utah; *Syneos Health

BACKGROUND: Several programmed cell death protein-1
(PD-1) inhibitor agents and combination regimens have
been approved as frontline (1L) therapies for advanced or
unresectable melanoma; however, treatment with these
therapies in 1L is most often not curative. Despite approved
therapies, there is no established standard of care for these
patients (pts) after disease progression on anti-PD-1 agents.

OBJECTIVE: To examine the real-world treatment patterns
and cost burden of commercial insurance enrollees with
advanced or unresectable melanoma who discontinued 1L
anti-PD-1 therapies.

METHODS: A retrospective claims analysis was conducted
including adult pts with >2 primary codes for melanoma =30
days apart, occurring between 1/1/2021 and 12/31/2024.
Pts had no melanoma diagnoses 2 years prior to the first
diagnosis and had =21 health care claim per month. Pts were
required to have initiated and subsequently discontinued 1L
anti-PD-1therapy (monotherapy or combination). The index
date for this analysis was the start of subsequent second-
line (2L) systemic treatment. Pts were followed until the
end of treatment, death, or end of follow-up. Treatment
patterns, health care reimbursement costs per-treated-
member-per-month (PTMPM), and durations of therapy
(DOTs) were calculated by line of therapy.

RESULTS: A total 0f 15,436 pts were diagnosed with advanced
melanoma between 1/1/2021 and 12/31/2024 and received a
1L anti-PD-1 therapy; 59% of pts were male, and the median
age was 67 years. Overall, 10.8% (n=1662) of 1L pts pro-
gressed to a 2L systemic treatment (72.1% [n=1198] anti-PD-1
agent or combination, 17.9% [n=298] BRAK/MEK-targeted
therapy, 10.0% [n=166] other), and 17.0% (n=283) of 2L pts
received subsequent third-line (3L) therapy (67.8% [n=192]
anti-PD-1 agent or combination, 17.7% [n=50] BRAK/MEK-
targeted therapy, 14.5% [n=41] other). Total costs PTMPM
for 1L, 2L, and 3L were $19,317, $30,803, and $59,503, respec-
tively. DOTs by line were 11.2, 5.8, and 6.5 months for 1L, 2L,
and 3L, respectively.

CONCLUSIONS: These findings show that monthly treat-
ment costs for these pts rise substantially with each line
of therapy, while treatment durations decline. This nega-
tive correlation suggests that later-line therapies are more
expensive on a monthly basis while providing limited dura-
bility, leading to higher costs for less benefit. These results
suggest a need for novel, more effective treatment options
for pts with melanoma who experience disease progression
after anti-PD-1 therapy.

SPONSORSHIP: Replimune, Inc.
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32 Health care resource utilization (HCRU) and
costs among chemotherapy-naive patients
with metastatic castrationresistant prostate cancer
(mCRPC): A real-world assessment using data from the
Veterans Affairs Healthcare System (VAHCS)
Zheng R!, Cummings S? De Hoedt A?, Parrish J?, Kang B,
Nguyen J?, Patel J*, Wang X3, Freedland S*, Nguyen AS;
renning.zheng@cshs.org; jeetvan.patel@novartis.com
'Department of Urology, Cedars-Sinai Medical Center, Los
Angeles, CA, USA; School of Medicine, Tsinghua University,
Beijing, China; 2Department of Surgery, Section of Urology,
Durham VA Health Care System, Durham, NC, USA;
SNovartis Pharmaceuticals Corporation, East Hanover, NJ,
USA; “Department of Urology, Cedars-Sinai Medical Center,
Los Angeles, CA, USA; Department of Surgery, Section of
Urology, Durham VA Health Care System, Durham, NC,
USA; Center for Integrated Research in Cancer and Lifestyle,
Cedars-Sinai Cancer Institute, Los Angeles, CA, USA;
SDepartment of Radiation Oncology, Cedars-Sinai Medical
Center, Los Angeles, CA, USA

BACKGROUND: Patients with mCRPC are treated with either
androgen receptor pathway inhibitors (ARPI) or chemo-
therapy in the first-line (IL) based on patient symptoms and
prior treatments received. However, mCRPC treatment can
generate substantial HCRU and costs through symptom
management and treatment-related adverse events (AE).
To better understand the impact of the optimal treatment
sequence of mCRPC, we assessed the differences in HCRU
and cost between the two most common 1L mCRPC treat-
ments and quantified differences in AE-related HCRU.

OBJECTIVE: To determine HCRU and costs among chemo-
therapy-naive patients with mCRPC who received ARPI or
taxane as 1L systemic treatment at the VAHCS, an equal-
access health care system.

METHODS: This retrospective, observational study used
VAHCS data from patients diagnosed with mCRPC between
January 2018 and February 2024, who received 1L treat-
ment with ARPI (abiraterone, enzalutamide, darolutamide,
or apalutamide) or taxane (docetaxel or cabazitaxel). Index
date was the date of 1L treatment initiation. HCRU and
costs were evaluated from index date to date of most recent
follow-up or death. AE-related costs were evaluated over a
30-day period from the date of first inpatient or emergency
department (ED) claim for an AE.

RESULTS: We included 2,982 patients (ARPI: 2,828 [95%];
taxane: 154 [5%]) who initiated 1L therapy for mCRPC during
the study period. Overall, 24% of patients had at least 1 inpa-
tient hospitalization during the first year of follow-up (ARPI:
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23%; taxane: 40%), with a mean length of stay of 5 days and
a mean admission cost of $22,356 (ARPIL: $22,000; taxane:
$28,881) per patient per year (PPPY). Furthermore, 37% of
patients had at least 1 ED visit (ARPI: 36%; taxane: 59%) with
a mean cost of $1,097 (ARPL: $1,584; taxane: $1,071) PPPY. In
total, 35% of patients had 3 or more documented AEs (ARPI:
34%; taxane: 61%), with 4% requiring at least 1 inpatient hos-
pitalization due to an AE (ARPI: 4%; taxane: 13%), and 13%
requiring at least 1 ED visit due to AEs (ARPI: 13%,; taxane:
22%). In comparison, a mean of 42 outpatient visits PPPY
was observed in total between the two cohorts with a mean
cost of $38,194 (ARPI: $37,970; taxane: $42,313) PPPY.

CONCLUSIONS: HCRU and costs among patients with mCRPC
were substantial regardless of whether they received 1L ARPI
or taxane chemotherapy, leading to a significant burden on
the health care system. Attempts to delay castration-resis-
tance in prostate cancer and further research into treatment
sequencing are needed to optimize care.

SPONSORSHIP: Novartis Pharmaceuticals Corporation

32 Health care resource utilization (HCRU) and
costs during second-line (2L) treatment for

small-cell lung cancer (SCLC)

Fan X', Nguyen A!, Rengarajan B!, Shear J', Moore K!, Li W',

Ndibmun C', Barnes T?, Engel-Nitz N*, Johnson M?,

D’Agostino R® Ganti AS; xiaozhou.fan@jazzpharma.com

Jazz Pharmaceuticals plc, Dublin, Ireland; 2Optum Value

& Evidence Solutions, Eden Prairie, MN, USA; *Optum Life

Sciences, Eden Prairie, MN, USA; “‘Optum, Eden Prairie, MN,

USA; *Wake Forest University, Winston-Salem, NC, USA;
SUniversity of Nebraska Medical Center, Omaha, NE, USA

BACKGROUND: SCLC accounts for 10%-15% of lung can-
cers and has poor prognosis; most patients (pts) relapse
within <6 months of first-line (1L) treatment (tx). Limited 2L
tx options include chemotherapy, which is often myelosup-
pressive and poorly tolerated, and immuno-oncology (I1O).
A recent publication reported the mean total all-cause per
patient per month (PPPM) for 2L to be $21,446, reflecting the
overall economic burden of SCLC.

OBJECTIVE: To report all-cause and myelosuppressive event
(MYSPE)-related HCRU and associated costs among pts
with SCLC during 2L tx.

METHODS: Pts from the Optum Market Clarity database had
received 1L platinum-based chemotherapy (PBC) and initi-
ated 2L tx for SCLC (index date) between 01 January 2020
and 31 May 2023, with continuous health insurance enroll-
ment =6 months pre- and =1 month post-diagnosis. HCRU
and costs were reported as PPPM to account for the variable
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follow-up. Lin’s regression analysis predicted 12-month
costs comparing tx groups (adjusted for baseline character-
istics and prior HCRU/costs).

RESULTS: A total of 1063 pts received 2L tx: Zepzelca (lur-
binectedin) monotherapy (lurbi; n=350; 33%), PBC (n=249;
23%), topotecan-based (T; n=138; 13%), IO (alone or in combi-
nation; n=154; 14%), and others (n=172; 16%). Median age was
64 years; most pts were non-Hispanic and White. Median
NCI Comorbidity Index score was similar across groups, but
comorbidity profiles varied; pts in the lurbi group were older
(median age: 65 years) with more metastatic sites (mean: 1.3).
Mean all-cause ambulatory visits PPPM were similar across
most groups. Other HCRU (ED visits, hospitalization) were
low and comparable. The mean all-cause costs PPPM were
$25,074 (PBC), $24,274 (lurbi), $24,069 (10), and $17,762 (T).
Predicted 12-month all-cause costs were highest for PBC
(5249,914) vs 10 ($220,258), lurbi ($168,975), and T ($121,865).
Newly identified MYSPE (anemia, thrombocytopenia, pan-
cytopenia, or neutropenia) were less frequent with 10 (30%)
and lurbi (41%) vs PBC (50%) and T (59%). Mean standard
deviation (SD) MYSPE-related ambulatory visits PPPM were
IO, 0.1 (0.5) lurbi, 0.2 (0.6); PBC, 0.3 (0.6); T, 0.4 (0.9). Mean
(SD) MYSPE-related medical costs PPPM were lower for 10,
$737($2595) and lurbi, $1407 (54489) vs PBC, $1791($4999) and
T, $2315 ($5033). Predicted 12-month costs for new MYSPE
were 10 (§6095); lurbi ($11,729); PBC (S12,111); T ($14,706).

CONCLUSIONS: 2L lurbi monotherapy and IO are associated
with less frequent MYSPE and potentially lower MYSPE-
related HCRU and costs vs both PBC and T. Mean all-cause
costs PPPM were lower for lurbi vs PBC and comparable to IO.

SPONSORSHIP: Jazz Pharmaceuticals
32 A systematic review of economic evidence
of advanced or metastatic gastroesophageal
adenocarcinoma
Ku G, Su W?, Sabater J?, Lin J?, Smith M*, Saharia P?,
Sharma V¥, Ko A% kug@mskcc.org; Wenqing.tsu@gmail.com
Memorial Sloan Kettering Cancer Center, New York, NY,
USA; 2Jazz Pharmaceuticals, Philadelphia, PA, USA; ®Jazz
Pharmaceuticals, Oxford, UK; “‘Lumanity, London, UK;
SLumanity, Gurugram, India; *University of California,
San Francisco, San Francisco, CA, USA

BACKGROUND: With the introduction of targeted thera-
pies for gastroesophageal adenocarcinoma (GEA) (including
gastric [GC], esophageal, and gastroesophageal junction
cancers [GEJC]), an economic evidence review is warranted
to identify key drivers of economic burden.

OBJECTIVE: To describe, via a systematic literature review
(SLR), economic evidence in unresectable advanced or met-
astatic GEA, analyzing health care cost and resource use
(HCRU), utilities, and cost-effectiveness (CE).

METHODS: Electronic databases (e.g., MEDLINE, Embase,
and EconlLit) and supplementary data from reimburse-
ment agencies were searched in July 2024 (PROSPERO ID:
CRD42024581806).

RESULTS: Among 31 studies with HCRU data, total annual
treatment cost per patient was as high as €144,188, largely
driven by the cost of PD-L1 targeted therapies. In the United
States, the per-cycle costs for nivolumab and pembroli-
zumab was $6,638-521,601, while chemotherapy costs were
lower ($183-$2,368 per cycle). Cost of managing AEs was
also substantial, with neutropenia management incurring
$17,181 per event in the United States. Similar findings were
observed in other geographies for managing AEs. More than
half of patients with GC were hospitalized early, particularly
within the first six months of treatment initiation. More than
90% of patients required frequent outpatient care for ongo-
ing treatment and symptom management. Among 32 studies
reporting health state utilities, patients with GC/GEJC
consistently had higher utility scores during progression-
free (0.66-0.80) than post-progression (0.54-0.72) state,
reflecting better quality of life earlier in the disease course.
Twenty-seven economic models were identified across the
United Kingdom (6), China (4), Japan (3), and Canada (2),
among other countries; nivolumab (14) and pembrolizumab
(5) were most frequently assessed. Across geographies, and
irrespective of HER2 status, nivolumab and pembrolizumab
were unlikely to be cost-effective due to their higher cost
compared with chemotherapies. Although results improved
for nivolumab and pembrolizumab in PD-L1 expressing sub-
groups, neither treatment was cost-effective compared
with chemotherapy. Addition of chemotherapies to targeted
therapies like trastuzumab was cost-effective compared to
targeted therapy alone, even in the HER2+ population.

CONCLUSIONS: This SLR highlights the contribution of tar-
geted therapies to the high overall treatment cost in GEA,
especially in managing the burden of AEs and quality of life.
Substantial economic burden is seen with current treat-
ments even at an early stage, implying an unmet need for
cost-effective treatment options in GEA.

SPONSORSHIP: Jazz Pharmaceuticals
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33 Budget impact of darolutamide + ADT for
mCSPC from a US payer perspective

Campbell D', Kalayeh B?, Ramsey S!, Dhankhar M,

Appukkuttan S*; david.campbell@curta.com;

bashir.kalayeh@bayer.com

!Curta; 2Bayer HealthCare; *Bater HealthCare

BACKGROUND: Prostate cancer is the most common cause
of cancer and a leading cause of cancer death among
male individuals in the United States. Darolutamide with
docetaxel and androgen deprivation therapy (ADT) is
approved for the treatment of metastatic castration-sen-
sitive prostate cancer (mCSPC). Recently, the efficacy and
tolerability of darolutamide + ADT was demonstrated in the
ARANOTE study. In anticipation of an FDA approval, there is
a need for US health care plans to understand the potential
economic impact for expanded use of darolutamide + ADT
for the treatment of mCSPC.

OBJECTIVE: To estimate the budget impact of expanded
access of darolutamide + ADT from label expansion for the
treatment of mCSPC from a US payer perspective.

METHODS: An Excel-based budget impact model (BIM) was
developed to evaluate the incremental costs between a sce-
nario without darolutamide + ADT approval and a scenario
with approval for a 1-million-member mixed (commercial and
Medicare) US plan. In the scenario without approval, both
real-world utilization and no utilization of darolutamide +
ADT were assessed. The target population included newly
diagnosed and newly progressed mCSPC patients. Com-
parators included doublet and triplet intensified regimens
with ADT (enzalutamide, apalutamide, abiraterone, abi-
raterone + docetaxel, and darolutamide + docetaxel). The BIM
accounted for the costs for drug acquisition, administration,
adverse events (AE) management, and disease progression.
Treatment dosing, efficacy, and AE rates were obtained from
clinical trial publications and package inserts. Costs were
reported in 2025 USD. Model outputs included annual budget
impact, and per-member per-month cost (PMPM) differences
calculated over a 3-year time horizon. Sensitivity analyses
tested the impact of input uncertainty on outcomes.

RESULTS: Each year an estimated 44 men within a 1-mil-
lion-member plan will be newly diagnosed or present with
mCSPC progression and will receive intensified treatment.
The incremental cost from approval and expanded use of
darolutamide + ADT was estimated to be $57,709 in year
1 and $309,015 in year 3 ($0.005 to $0.026 PMPM respec-
tively). In a scenario assuming no use of darolutamide + ADT
without approval, the budget impact was similar and ranged
from $0.004 to $0.025 PMPM. Higher drug acquisition costs
in the first year were partially offset by lower AE and disease
progression-related costs.

JMCP.org | October 2025 | Vol. 31, No.10-d

m Professional Reviewed Abstracts | AMCP Nexus 2025 | October 27-30

CONCLUSIONS: For US health plans, providing expanded
access to darolutamide + ADT for the treatment of mCSPC
results in minimal budget impact.

SPONSORSHIP: Bayer HealthCare Pharmaceuticals Inc,
33 Burden of administration: Belantamab
mafodotin (Belamaf) combinations vs
isatuximab (Isa) + carfilzomib (K) + dexamethasone
(d), daratumumab (D) + K + d, and K + d in relapsed/
refractory multiple myeloma (RRMM)
Samyshkin Y', Purser M!, Dlotko E?, Macleod P?, Breslin K2,
Boytsov N!, McNamara S, Sapra S!, Suvannasankha A?;
Yevgeniy.X.Samyshkin@gsk.com; molly.x.purser@gsk.com

IGSK; *FIECON; *Indiana University School of Medicine and
Roudebush VA Medical Center

BACKGROUND: Belamaf is being investigated after first
relapse or later in phase 3 RRMM studies: DREAMM-7
(NCT04246047; belamaf with bortezomib and dexametha-
sone [BVd]) and DREAMM-8 (NCT04484623; belamaf with
pomalidomide and dexamethasone [BPd] in lenalido-
mide-exposed patients [pts]). The regimens demonstrated
significant progression-free survival (both BVd/BPd) and
overall survival (BVd) benefits, and 88% (DREAMM-7)/90%
(DREAMM-8) of pts had extended dosing intervals to manage
ocular events, with administration (admin) burden reducing
over the first year (Y).

OBJECTIVE: To evaluate admin burden in pts on treatment
for BVd/BPd vs intravenously (IV) administered second-
line-or-later standards of care, IsaKd/DKd/Kd.

METHODS: Amodel estimatingadmin burden per ptreceiving
BVd/BPd/IsaKd/DKd/Kd for the first 2 years of treat-
ment was developed. Dosing regimens were obtained using
weekly individual pt-level dosing data from DREAMM-7/
DREAMM-8 (BVd/BPd), and from published protocols
(IsaKd/DKd/Kd). Admin burden inputs (admin number,
clinic visits, and admin/monitoring [including ocular exam
for BVd/BPd] durations) for the IV and subcutaneous (SC)
agents were sourced from published protocols/clinician
input. Oral agents were assumed to not require admin visits.
Admin/monitoring costs were determined using the CMS
Physician Fee Schedule 2025/Physician’s Fee and Coding
Guide. Reported results are means per pt on treatment.

RESULTS: For BVd, 9.1/9.71V belamaf/SC bortezomib admins
and 10.7 admin/monitoring hours (hrs) were required in Y1,
with 6.6/0.0 admins and 6.6 hrs in Y2, totaling $972/51,126
for admin/monitoring across Y1-Y2. For BPd, 6.2 IV bela-
maf admins and 6.2 admin/monitoring hrs were required
in Y1, with 3.3 admins and 3.3 hrs in Y2, totaling $551/S686
for admin/monitoring across Y1-Y2. For IsaKd, 28.0/78.0
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IV isatuximab/carfilzomib admins and 80.3 admin/moni-
toring hrs were required in Y1, with 26.0/78.0 admins and
78.0 hrs in Y2, totaling $12,197/$2,170 for admin/monitor-
ing across Y1-Y2. For DKd, 24.0/78.0 SC daratumumab/IV
carfilzomib admins and 70.3 admin/monitoring hrs were
required in Y1, with 13.0/78.0 admins and 67.2 hrs in Y2,
totaling $9,586,/52,170 for admin/monitoring across Y1-Y2.
Kd required 78.0 IV carfilzomib admins in each year, with
66.3 (Y1) and 65.0 (Y2) admin/monitoring hrs, totaling
$9,071/$2,170 for admin/monitoring across Y1-Y2. Sen-
sitivity analyses were consistent with primary analyses.
Alternative admin times were explored.

CONCLUSIONS: BVd/BPd are associated with substantially
lower admin burden/costs vs IsaKd/DKd/Kd.

SPONSORSHIP: GSK

33 Opportunities to improve care in HER2-
positive gastrointestinal cancers:

Recommendations from payer and oncologist regional

forums

Bobolts L!, Bachini M?, Richardson T°, Dunn J4,

Kenney J°, McCormick DS; laura.bobolts@gmail.com;

terry.richardson@impactedu.net

!OncoHealth; 2Cholangiocarcinoma Foundation; *Impact

Education, LLC; “Cooperative Benefits Group (CBG);

SJTKENNEY, LLC; SOptum Insights

BACKGROUND: Gastroesophageal adenocarcinoma (GEA)
and biliary tract cancers (BTC) impose a significant burden
on patients with gastrointestinal cancers. Managed care
professionals desire more awareness of disease severity and
have limited knowledge of evidence-based treatment and
biomarker testing recommendations, contributing to gaps
in coverage policies.

OBJECTIVE: To identify opportunities and develop actionable
recommendations by analyzing insights on clinical evi-
dence, biomarker testing, multidisciplinary care, and health
plan utilization management strategies for HER2-positive
gastrointestinal cancers, gathered through collaborative
discussions between oncology specialists and managed
care decision-makers.

METHODS: Three virtual forums were conducted across the
South, North, and West US regions in January and February
2025. Participants provided quantitative insights through
polling and engaged in discussions to identify opportunities
and recommend strategies to improve patient care.

RESULTS: Insights from 27 participants (14 managed care
professionals, 12 oncology specialists, 1 patient) highlighted
key challenges in managing HER2-positive GI cancers,
including insufficient biomarker testing guidance, limited

payer awareness of clinical trial data, and inconsistent
coverage policies. Polling showed top collaboration oppor-
tunities in guideline-directed treatment (33.3%), biomarker
testing alignment (25.9%), and targeted therapy coverage
(25.9%). Major gaps included lack of testing guidance (53.8%)
and limited awareness of trial data and therapy costs (50%
each). Developing HER2 testing and treatment guidance was
the most effective strategy (63.0%) to address known barri-
ers in HER2-positive GI cancers.

CONCLUSIONS: Open communication between managed
care professionals, oncology specialists, and a patient
proved to be an effective approach for identifying treatment
barriers and providing recommendations for payer strate-
gies with HER2-positive GI cancers. The insights highlight
that informed collaborative interactions can inform mean-
ingful improvements in payer utilization management
strategies in oncology.

SPONSORSHIP: Jazz Pharmaceuticals

334Nivolumab plus ipilimumab as a first-line
treatment for MSI-H/dMMR metastatic

colorectal cancer: A cost-per-outcome analysis

Ma HY, Bakker L!, Dave K2, Villacorta R?, Linton J?,
Williams G?, Kaiser A% jasonma@openhealthgroup.com;
alexandra.kaiser@bms.com

!Open Health; ?Bristol Myers Squibb

BACKGROUND: In CheckMate-8HW (CM-8HW), centrally
confirmed microsatellite instability high (MSI-H)/defi-
cient mismatch repair (IMMR) metastatic colorectal cancer
(mCRC) patients treated with nivolumab (NIVO)+ipilimumab
(IPT) showed significantly longer progression-free survival
(PFS) vs chemotherapy (chemo) (HR first-line NIVO+IPI vs
chemo: 0.21 [95%CI 0.14-0.32]) or nivolumab monotherapy
(HR all-lines NIVO+IPI vs NIVO: 0.62 [95%CI 0.48-0.81]). In
KeyNotel77 (KN-177), pembrolizumab (PEMBRO) improved
PFS vs chemo in locally confirmed first-line MSI-H/dMMR
mCRC patients (HR PEMBRO vs chemo: 0.60 [95%CI 0.45-
0.80]). However, first-line comparisons between NIVO+IPI
and PEMBRO are lacking, highlighting the need for clinical
and economic comparisons of first-line mCRC treatments to
inform health care decision-making.

OBJECTIVE: To compare the total costs, PFS, and the costs
per PFS month gained of NIVO+IPI vs chemo, PEMBRO vs
chemo, and NIVO+IPI vs PEMBRO in first-line MSI-H/dMMR
mCRC patients.

METHODS: A three-state semi-Markov model compris-
ing progression-free, progressed, and dead health states
was developed. Results were presented for 24-, 36- (trial)
and 60-month (model) time horizons. Effectiveness data
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from locally assessed MSI-H/dMMR mCRC patients for
NIVO+IPI, chemo, and PEMBRO was sourced from CM-8HW
(DBL Sep2024), CM-142 and KN-177. An indirect treatment
comparison (ITC) was performed between NIVO+PI and
PEMBRO using four METHODS: time-varying parametric
analysis, anchored matching adjusted indirect comparisons
(MAIC), unanchored MAICs, and fractional polynomial net-
work meta-analyses. Treatment acquisition, administration,
disease management, and adverse event costs were sourced
from US databases and reported in 2025 USD.

RESULTS: At 24, 36, and 60 months, NIVO+IPI demonstrated
superior clinical outcomes vs chemo and PEMBRO in first-
line MSI-H/dMMR mCRC. Although upfront drug acquisition
costs were higher for NIVO+IPI, disease management costs
were higher for PEMBRO and increased over time. NIVO+IPI
showed lower costs per PFS gained when compared to
chemo at 24, 36, and 60 months ($35,475; $18,570; $8,743) vs
PEMBRO ($68,253; $31,253; $14,286). Compared to PEMBRO,
the costs per PFS month gained of NIVO+IPI were $23,526,
$12,826 and $5,939. Despite higher acquisition costs,
NIVO+IPI lies on the cost-effectiveness efficiency frontier,
offering greater value than PEMBRO.

CONCLUSIONS: Given its significant PFS benefits, and lower
costs per PFS month gained vs chemo, NIVO+IPI provides
superior value compared to PEMBRO as a first-line treat-
ment for MSI-H/dMMR mCRC patients.

SPONSORSHIP: Bristol Myers Squibb

3 3 Patient characteristics, treatment patterns,
and real-world outcomes among patients in

the United States with human epidermal growth factor

receptor 2 (HER2)-expressing solid tumors

Shah A, Chandakas E, Chiu D, Ferhat A;

anuj.shah@astrazeneca.com

AstraZeneca

BACKGROUND: In April 2024, trastuzumab deruxtecan
(T-DXd) was granted accelerated approval in the United
States for patients (pts) with unresectable/metastatic
HER2-positive (immunohistochemistry [IHC] 3+) solid
tumors following disease progression after prior treatment
(Tx) and with no alternative Tx options. Prior to this US
approval, HER2 IHC testing was primarily performed in pts
with breast and gastric tumors; thus, real-world data on the
Tx patterns and outcomes of pts with other HER2 IHC 3+/2+
solid tumors are limited.

OBJECTIVE: To describe demographic and clinical char-
acteristics and Tx patterns and real-world response rates
(rwRRs) by HER2 IHC status among pts in the United States
with HER2 IHC 3+/2+ solid tumors.
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METHODS: This retrospective cohort study used data from
the Tempus multi-modal database (a primarily US-based
population combining curated sources and electronic
health records). Adult (=18 years) pts with HER2 THC 3+ or 2+
advanced (Stage IV) solid tumors, diagnosed from Jan 2016 to
Dec 2023, were selected for analysis. Pts with multiple solid
tumors, breast or gastric cancer, clinical trial enrollment
during the study period, or Tx with T-DXd were excluded.

RESULTS: Among 392 identified pts (median age 66 years [IQR
57.0-72.0]; 66.6% female; 42.5% White), tumor types included
endometrial (26.5%), colorectal (25.5%), NSCLC (18.9%), and
other solid tumors (29.1%, <15 pts per tumor type). A total of
127 and 265 pts had HER2 IHC 3+ and 2+ tumors, respectively.
First-line (IL) Tx was received by 276 pts. In pts with HER2
[HC 3+ tumors, the most common Tx was immunotherapy-
based regimens (32.6%; n/N=30/92) at 1L, chemotherapy or
HER2-targeted therapy (28.9%; n/N=11/38) at second line
(2L), and chemotherapy (36.8%; n/N=7/19) at third line (3L);
rwRRs (95% CI) were 40% (30, 51), 8% (2, 22), and 21% (7, 46)
with 1L, 2L, and 3L Tx, respectively. In pts with HER2 IHC
2+ tumors, the most common Tx was chemotherapy (44.6%;
n/N=_82/184) at 1L, chemotherapy or immunotherapy-based
regimens (28.8%; n/N=23/80) at 2L, and chemotherapy or
biologic + chemotherapy (28.2%; n/N=11/39) at 3L; rwRRs
(95% CI) were 39% (32, 47), 19% (11, 29), and 21% (10, 37) with
1L, 2L, and 3L Tx, respectively.

CONCLUSIONS: These data provide valuable insights into
the Tx patterns and rwRRs for pts with THC 3+/2+ solid
tumors between 2016 and 2023. The poor rwRRs shown
here, particularly with 2L/3L Tx, highlight the need for
effective biomarker-directed Tx options in these pts. How-
ever, results should be interpreted with caution owing to
the selective pt population who underwent HER2 IHC test-
ing when it was not routinely performed.

SPONSORSHIP: AstraZeneca, Daiichi Sankyo

Precision Medicine
Coverage fragmentation and diagnostic

34 access barriers in US payer policies for
tumor-agnostic oncology: A systematic review of
NTRK-, RET-, and MSI-H-based therapies

Matter A, Bejm I, Wong Z; m0470126@stu.mcphs.edu;
ibejml@stu.mcphs.edu

MCPHS

BACKGROUND: Tumor-agnostic therapies are approved
based on molecular alterations rather than tumor origin.
Between 2017 and 2021, the FDA approved TRK inhibitors
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(larotrectinib, entrectinib), RET inhibitors (selpercatinib,
pralsetinib), and immunotherapies for mismatch repair-
deficient (MSI-H) tumors (pembrolizumab, dostarlimab).
These therapies span a range of solid tumors, including rare
and pediatric cancers. However, payer policies have not
consistently kept pace with regulatory approvals, especially
in diagnostic reimbursement and access for underrepre-
sented populations.

OBJECTIVE: To evaluate how US payers, including commer-
cialinsurers, Medicaid programs, and Medicare contractors,
define coverage for tumor-agnostic therapies, with focus on
biomarker testing, pediatric eligibility, prior authorization,
and reimbursement for diagnostics.

METHODS: A systematic review was conducted using PRISMA
2020 guidelines. Sources included PubMed, Embase, CMS.
gov, state Medicaid portals, Medicare contractor web-
sites, and commercial payer policy databases. From 843
records (2018 to 2025), 92 full texts were reviewed and 27
met inclusion. Including 14 commercial policies, 9 Medicaid
documents, and 4 Medicare determinations. Two review-
ers independently extracted and cross-verified data using a
standardized abstraction tool. Discrepancies were resolved
by consensus. Findings were synthesized by payer type.

RESULTS: Eighteen policies addressed tumor-agnostic
therapies: six for NTRK inhibitors, five for RET inhibitors,
and seven for MSI-H immunotherapies. All required bio-
marker confirmation. Eleven recognized next-generation
sequencing (NGS) as clinically appropriate. Only three of
nine Medicaid programs provided NGS reimbursement
guidance. Pediatric coverage appeared in all NTRK poli-
cies but only one RET policy. Pralsetinib remained limited
to tumor-specific indications. Rare tumors and histologies
not cited in NCCN or compendia guidelines were inconsis-
tently addressed. Policy updates lagged FDA approvals by
6 to 24 months. Authorization criteria varied. Diagnostic
workflows often began with immunohistochemistry, then
confirmatory NGS. Reimbursement for genomic profiling
was inconsistent.

CONCLUSIONS: Coverage of tumor-agnostic therapies
remains fragmented. Inconsistent diagnostic reimburse-
ment, limited pediatric inclusion, and delayed policy updates
hinder access. Aligning payer criteria with clinical evidence
and regulatory approvals is essential. Targeted reforms may
expand access to precision oncology.

SPONSORSHIP: None

Real-World Evidence

359 Health care resource utilization in patients
with primary immune thrombocytopenia
treated with avatrombopag in the United States:
REAL-AVA 2.0 study results

Oladapo A, Nagalla S? Levy M3 Chaturvedi S*,

Kolodny S', Bernheisel C!, Swallow E®, Goldschmidt D,
Greatsinger A°, Ormenaj L°, Sareen S°, Vredenburg M’
Abiola.Oladapo@sobi.com

1Sobi, Inc.; 2Miami Cancer Institute; *Texas Oncology-Baylor
Charles A. Sammons Cancer Center; ‘Division of Medicine-
Hematology, Johns Hopkins School of Medicine; SAnalysis
Group, Inc.

BACKGROUND: Immune thrombocytopenia (ITP) is an auto-
immune disorder marked by low platelet counts (PCs), which
may increase bleeding risk and require ongoing medical
care. Avatrombopag (AVA) is an FDA-approved treatment
for adults with chronic ITP that aims to increase PCs. Clini-
cal trials and real-world studies have shown AVA’s efficacy
in achieving target PC levels, but real-world data on AVA's
impact on health care resource utilization (HRU) is limited.
The REAL-AVA 2.0 study examined clinical effectiveness
and HRU among adult patients (pts) treated with AVA in rou-
tine ITP management in the United States.

OBJECTIVE: To assess ITP-related inpatient (IP), emergency
department (ED), and outpatient (OP) visits following AVA
treatment among adult pts with primary ITP.

METHODS: REAL-AVA 2.0 was a retrospective, multi-site
chart review of pts with primary ITP who initiated AVA
(index date) from 07/2019 to 12/2024 across 11 US medical
centers. Pts were required to have complete medical records
for 3 months pre-index (baseline) and =6 months post-index
unless the patient died. The follow-up (FU) period spanned
from index until earliest of death, end of data, or study end.
ITP-related visits were evaluated during the baseline and
FU periods, with FU visits assessed while the pt remained
on AVA, for up to 1year in 3-month intervals (Q1-Q4). A visit
was classified as ITP-related if it was associated with ITP,
ITP treatment, or related complications. Quarterly FU anal-
yses included only pts with adequate FU through the end of
each respective quarter.

RESULTS: The study included 177 pts; 151 (85%) had sufficient
FU for Q1 analysis, 131 (74%) for Q2, 110 (62%) for Q3, and 95
(54%) for Q4. At index, pts had a mean (standard deviation
[SD]) age of 56 (19) years and a mean (SD) ITP disease duration
of 5.4 (9.0) years. In the 12 months post-AVA initiation, ITP-
related HRU declined consistently across all visit types. The
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proportion of pts with any ITP-related IP admission dropped
from 25.4% at baseline to 7.3% in Q1, 4.6% in Q2, 1.8% in Q3,
and 1.1% in Q4. ED visits followed a similar trend: 18.6% of
pts had =1 visit during the baseline vs. 7.3% in Ql, 3.8% in Q2,
3.6% in Q3 and 1.1% by Q4. OP visits also declined from 63.8%
of pts at baseline to 56.3% in Q1, 52.7% in Q2, 50.0% in Q3,
and 49.5% in Q4. The mean number of ITP-related OP visits
declined from 3.1 visits during the baseline to 1.0 visit in Q4.

CONCLUSIONS: Real-world data from the REAL-AVA 2.0
study suggest that treatment with AVA is associated with
sustained reductions in ITP-related HRU.

SPONSORSHIP: Sobi, Inc.
3 6 Real-world clinical outcomes and disease
management costs among high-risk patients
with non-muscle invasive bladder cancer treated with
Bacillus Calmette-Guérin: A SEER-Medicare Analysis
Fang H!, Raut M?, Zhang S?, Lai Y?, Chang S? Dave H?, Li J*,
Shen P!, Gao W', Bhattacharya R? Song Y, Li H?, Lotan Y%
Honghao.fang@analysisgroup.com; monika.raut@merck.com
'Analysis Group Inc.; 2Merck & Co., Inc.; *Analysis Group,
Inc.; “UT Southwestern Medical Center

BACKGROUND: High-risk (HR) non-muscle invasive bladder
cancer (NMIBC) is typically managed with transurethral
resection of the bladder tumor followed by Bacillus Calmette-
Guérin (BCG), with novel treatments under investigation.
Understanding the clinical outcomes and associated disease
management costs (DMC) under current standard of care is
essential for guiding the adoption of emerging treatments.

OBJECTIVE: To estimate real-world recurrence, survival,
post-recurrence cystectomy, and DMC among HR-NMIBC
patients treated with BCG.

METHODS: Adult patients with HR-NMIBC who received
BCG were identified using SEER-Medicare data (2007-
2020). Recurrence was categorized as NMIBC recurrence,
muscle-invasive bladder cancer (MIBC) progression, and
distant metastasis (DM) based on diagnosis and treatment
records. Recurrence-free survival (RFS; from BCG initiation
to any recurrence or all-cause death) and overall survival
(OS; from BCG initiation to all-cause death) were assessed
via Kaplan-Meier analysis. Post-recurrence cystectomy
was described. Bladder cancer-related DMC by health state
(excluding costs of procedures, pharmacological treatments
and adverse events) were summarized: recurrence-free (RF;
in years 1-2, 3-5, and 6+), NMIBC recurrence, MIBC progres-
sion, and terminal care (30 days before death). Radical and
partial cystectomy costs were also estimated.

RESULTS: A total of 5,490 patients (median follow-up: 2.9
years) were included in this study, with a median age of 76
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years, 80% male, and 91% White. Approximately 40% of
patients experienced recurrence (1,528 NMIBC recurrence;
372 MIBC progression; 278 DM) and an additional 14% died.
Median RFS and OS were 2.8 (95% CI: 2.7-3.1) years and 8.2
(95% CI:7.9-8.9) years, respectively. Among those with recur-
rence, 14% underwent cystectomy. Mean (standard deviation
[SD]) monthly DMC substantially increased from NMIBC
recurrence ($378 [1,167]) to MIBC progression ($1,195 [2,789]);
in contrast, the costs declined over time in the RF state ($286
[939] in years 1-2, S171 [1,058] in years 3-5, and $105 [472]
in years 6+). Mean (SD) costs per procedure for radical and
partial cystectomy were $18,985 (15,463) and $15,367 (11,896),
respectively. Terminal care costs were $2,823 (7,466).

CONCLUSIONS: Patients with HR-NMIBC experienced
high rates of recurrence, with a significant proportion
undergoing subsequent cystectomy. Disease recurrence
was associated with substantial economic burden, which
increased with the stage of recurrence. Novel treatments
that delay recurrence may help reduce the clinical and eco-
nomic burden for patients with HR-NMIBC.

SPONSORSHIP: Merck & Co., Inc.

3 6 Real-world demographics, clinical
characteristics, and medication utilization

in biopsy-confirmed primary C3 glomerulopathy:

A 20-year single-center EHR cohort study

Varma G!, Huang M?, Vincent Al, Gordon K3, Engelmeier J3;

mingyi.huang@apellis.com; absl0O@kaysquare-sci.com

Inference, Inc.; *Apellis; Apellis Pharmaceuticals

BACKGROUND: C3 glomerulopathy (C3G) is a rare progres-
sive nephropathy with limited real-world characterization.

OBJECTIVE: To describe baseline demographics, clinical
features, and medication utilization in primary C3G using
EHR data.

METHODS: In this retrospective cohort study (2002-2022), we
identified 56 biopsy-confirmed primary C3G cases from nfer-
ence nSights de-identified EHR database, representing 7.3
million patients primarily across five US states (MN, WI, IA,
FL, and AZ). C3G was defined by =2 structured ICD codes =15
days apart and /or >2 positive NLP mentions (or one of each)
>15 days apart, plus biopsy confirmation within + 60 days
of the earliest qualifying ICD code or positive NLP mention.
Patients with secondary etiologies (e.g., infections, mono-
clonal gammopathies, systemic diseases, neoplasms) were
excluded. Baseline demographics, comorbidities, clinical
manifestations, and lab measurements were captured in the
12 months before diagnosis. Medication orders for disease-
related classes (immunosuppressants and renin-angiotensin
system blockers) and select individual agents were captured
during baseline and the first 12 months follow up.
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RESULTS: The cohort (N=56) was young (median age 22
years, IQR 13.5), with 27% in the pediatric age group (<18
years); half were female, and the majority were White (86%).
Comorbidity burden was low (Elixhauser score 0 in 59%, 5-10
in 32%). In the baseline period, mean eGFR was 69.9 + 45.8
mL/min/1.73 m? 43% exhibited proteinuria >1 g/24 h (25%
nephrotic-range >3 g /24 h), and 23% had hematuria. 73% of
patients underwent 24-hour protein collection at baseline,
whereas spot ACR/PCR testing was less common (21%). At
baseline, only 21.4% of patients had at least one medication
order (mean 1.75 + 0.87 orders/patient). After diagnosis, 75%
of patients were started on therapy, with mean orders ris-
ing to 2.19 + 1.38 by 12 months. Monotherapy accounted for
35.7% of regimens; 2/3-agent therapy made up 23.2%; and
intensive combinations (4-5 agents) were used in 14.3% (1.8%
received =6 agents). Class-specific use increased substan-
tially: RAS blockade (ACE-1/ARB) rose from 12% at baseline
to 51%, corticosteroids from 11% to 41%, and mycophenolate
mofetil from 2% to 21% at 12 months.

CONCLUSIONS: Primary C3G presents with heterogeneous
renal impairment and is often managed with multi-agent
therapy, imposing substantial patient burden (high pill
counts, frequent monitoring, drug-drug interactions) and
adherence challenges, underscoring the need for more
effective therapies.

SPONSORSHIP: Apellis Pharmaceuticals USA, Inc.
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disorder initiating dextromethorphan-bupropion
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BACKGROUND: Auvelity (dextromethorphan-bupropion) is
an oral N-methyl-D-aspartate (NMDA) receptor antagonist
and sigma-1 agonist approved in the United States in August
2022 for the treatment of major depressive disorder (MDD)
in adults.

OBJECTIVE: To examine the real-world characteristics and
treatment patterns of patients initiating 1 of 4 branded
pharmacotherapies for MDD: dextromethorphan-bupro-
pion, cariprazine, brexpiprazole, or esketamine.

METHODS: Adults with MDD initiating dextromethorphan-
bupropion, cariprazine, brexpiprazole, or esketamine were

identified in the Merative MarketScan Commercial and
Medicare databases (Jan 2021 to Mar 2024; index date = Ist
prescription date). Included patients had 6 months of
continuous enrollment pre- and post-index. Patient char-
acteristics were assessed over the 6 months pre-index;
MDD-related medication use was assessed in the 6 months
pre- and post-index.

RESULTS: The dextromethorphan-bupropion, cariprazine,
brexpiprazole, and esketamine cohorts included 1,472,
11,061, 4,958, and 853 patients, respectively. Demographics
were similar across cohorts (mean age 39-43 years; 64.0-
73.2% female; 43.8-56.6% in the southern United States).
In all cohorts, most patients had 2+ prior MDD treatments
(52.9-65.3%). Selective serotonin reuptake inhibitors (SSRIs),
serotonin-norepinephrine reuptake inhibitors (SNRIs), and
norepinephrine-dopamine reuptake inhibitors (NDRIs) were
the most common prior MDD-related medications across
cohorts (47.2-58.1%, 25.0-38.3%, and 22.0-37.0% of patients,
respectively). Reductions in MDD-related medication use
after dextromethorphan-bupropion initiation were signifi-
cant (P < 0.05), including a decrease of 20.9% in NDRIs and
13.5% in SSRIs. Reductions were also evident but less pro-
nounced in the other cohorts.

CONCLUSIONS: Patients initiating dextromethorphan-
bupropion had similar characteristics and prior medication
use to those initiating cariprazine, brexpiprazole, or esket-
amine. Reductions in MDD-related medication use after
initiation of a treatment were most notable for patients
treated with dextromethorphan-bupropion.

SPONSORSHIP: Axsome Therapeutics, Inc.

3 63Real—world insights on tardive dyskinesia:
A claims-based analysis of demographics

and health care utilization

Patel Al, Bron M?, Darling D? Luo M?, Roeges L?,
Vanderhoef D?, Aweh G* Mudumby P?;
amitapatelmd@gmail.com; LRoeges@neurocrine.com
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Biosciences, Inc.; 3STATinMED, LLC

BACKGROUND: Tardive dyskinesia (TD), a persistent move-
ment disorder associated with prolonged antipsychotic
exposure, can have disabling impacts on social, physical,
and emotional functioning. Older adults have a higher risk
for TD, and the presence of multiple comorbidities and
polypharmacy in this population can complicate clinical
management in long-term care (LTC) settings.

OBJECTIVE: To examine the potential impact of TD on health
care and resource utilization (HCRU) and LTC admissions.
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METHODS: The STATinMED Real-World Data Insights Data-
base, which captures 80% of US claims data, was used for
analysis. Patients with an LTC stay and ICD-10 code indica-
tive of TD (G24.01) during the study period (Jan 2018 to Dec
2022) were identified, with index defined as the earliest date
with a claim of TD diagnosis. Demographics and comorbidi-
ties were analyzed for patients who had continuous capture
of medical and pharmacy benefits for =12 months before
the index date (“baseline”). Medication use, HCRU, and LTC
admissions were analyzed for the baseline period and for
>12 months after the index date (“follow-up”). Mean values
are presented with standard deviation (+SD).

RESULTS: Among 54,890 patients with TD who were included
for analysis, 35,500 (65%) were female and the mean age was
60 (+14) years; 38,960 (71%) were 55 years or older. Common
comorbidities included mood disorders (58%), sleep disor-
ders (32%), schizophrenia (31%), and bipolar disorder (30%).
The mean Charlson Comorbidity Index (CCI) score was 2.2
(+3.5), and 8,782 (16%) patients had a CCI score =5, indicating
high comorbidity burden and health care needs. Use of anti-
depressants declined from baseline to follow-up (from 56%
to 52%); use of drugs with anticholinergic properties (e.g.,
benztropine) remained stable (23% in both periods). Medi-
cal visits (outpatient office, outpatient hospital, emergency
department) and inpatient care increased from baseline to
follow-up. The percentage of patients with =1 LTC admission
increased from baseline to follow-up (from 7% to 11%).

CONCLUSIONS: The population of patients included in this
real-world claims data tended to be older, aged =55 years,
with high comorbidity burden. The increase in outpatient
visits, inpatient visits, and LTC admissions from before to
after the index date suggests a potentially greater need
for health care services and long-term care after patients
received a TD diagnosis (index date).

SPONSORSHIP: Neurocrine Biosciences, Inc.
36 Real-world health care utilization and costs
associated with using dextromethorphan-
bupropion extended-release tablets versus branded
comparators for the treatment of major depressive
disorder
Citrome LY, Zhao Y?, Zeni C?, Princic N?, Richards M3, Alter S?,
Cutler A*; nntman@gmail.com; yzhao@axsome.com
ISchool of Medicine, New York Medical College; *Axsome
Therapeutics, Inc.; Merative; “SUNY Upstate Medical
University and Neuroscience Education Institute

BACKGROUND: Major depressive disorder (MDD) is a prev-
alent condition associated with substantial economic
costs. Auvelity (dextromethorphan-bupropion) is an oral
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N-methyl-D-aspartate (NMDA) receptor antagonist and
sigma-1 agonist that was approved in the United States in
2022 for the treatment of MDD in adults. This study exam-
ined real-world health care resource utilization (HCRU) and
costs in patients in the United States treated with dextro-
methorphan-bupropion vs other recently approved branded
treatments for the symptoms of depression.

OBJECTIVE: To compare total HCRU and costs during 6
months of follow-up among patients who initiated dextro-
methorphan-bupropion vs cariprazine, brexpiprazole, or
esketamine.

METHODS: Adults with MDD initiating dextromethorphan-
bupropion, cariprazine, brexpiprazole, or esketamine
were identified in the Merative MarketScan Commercial
and Medicare databases (Jan 2021 to Mar 2024). The index
date was defined as the first prescription claim. Patients
were required to have continuous enrollment for 6 months
pre- and post-index. Using propensity scores to adjust for
demographics, comorbidities, and prior medication use,
the respective comparator cohorts were weighted to the
dextromethorphan-bupropion cohort. Regression analy-
ses were conducted for total HCRU and costs during the
6-month post-index period, controlling for pre-index costs.

RESULTS: After weighting, each cohort had 1,472 patients
(mean age: 43 years, female: 66.7%). Patients in the carip-
razine, brexpiprazole, and esketamine cohorts were more
likely to have emergency department (ED) visits (odds
ratio [OR]: 1.35, 1.23, and 1.34, respectively; all P < 0.05) and
inpatient admissions (OR: 140, 119, and 111, respectively;
P< 0.05 for cariprazine) than those initiating dextrometho-
rphan-bupropion. Adjusted mean total costs were $18,715
for dextromethorphan-bupropion vs $19,931, $20,762, and
$41,954for cariprazine,brexpiprazole,and esketamine, respec-
tively (P = 0.053 vs cariprazine; P < 0.05 vs brexpiprazole and
esketamine). Adjusted medical costs were $9,154 vs $10,335,
$10,352, and $23,934, and pharmacy costs were $9,272 vs
$10,060, $11,015, and $21,561, respectively (all P < 0.05).

CONCLUSIONS: These data from a large US claims database
indicate that patients treated with dextromethorphan-
bupropion were less likely to have ED visits or inpatient
admissions and had significantly lower total health care
costs (medical and pharmacy) over 6 months following the
start of treatment compared with those receiving caripra-
zine, brexpiprazole, or esketamine.

SPONSORSHIP: Axsome Therapeutics, Inc.
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BACKGROUND: Cirrhosis is a progressive liver disease that
can lead to serious complications and rising health care
costs. As severity advances, patients face higher risk of
complications, adding clinical and economic burden. Under-
standing the timing and costs of complications is critical for
timely intervention and resource planning,

OBJECTIVE: To assess the clinical and economic burden of
cirrhosis by evaluating complication patterns and all-cause
health care costs across disease stages in a real-world US
population.

METHODS: This retrospective cohort study used Komodo
Research Data (2016-2023) to identify adults newly diag-
nosed with cirrhosis. Patients were followed from the index
date, defined as diagnosis or first complication (ascites,
overt hepatic encephalopathy [OHE], or varices with /with-
out bleeding) until the earliest of end of enrollment, liver
transplant, secondary neoplasm of liver, death, or data cut-
off. Complications were described overall and by etiology:
alcohol-associated liver disease [ALD], metabolic dysfunc-
tion-associated steatohepatitis [MASH], viral hepatitis,
or other. Time to first complication was estimated using
Kaplan-Meier methods. All-cause health care costs (2024
USD) per patient per month (PPPM) were evaluated across
six periods: at any time, pre-diagnosis, 3-month diagnostic
workup, stable disease, 3-month pre-complication, and up
to 3-month post-complication.

RESULTS: Among 110,359 adults with cirrhosis (median
age: 60; 55.5% male; 56.9% White, median follow-up:
23.5 months), cirrhosis was attributed to ALD in 34.7% of
patients, MASH in 22.8%, viral hepatitis in 13.8%, and other
in 28.8%. Within 36 months, 62.3% developed a complica-
tion, with the highest risk in ALD (84.6%) and the lowest
in viral hepatitis (41.5%). The most common initial com-
plication was ascites (63.6%), followed by varices without
bleeding (27.2%), OHE (14.6%), and varices with bleeding
(8.5%). Among 66,563 patients with complications, total cost
PPPM was $5,597, compared to $2,808 for those without. In
patients with complications, costs fluctuated over time;
total cost PPPM was $2,606 pre-diagnosis, $5,483 during
diagnostic workup, $2,639 during the stable disease period,
$4,818 pre-complication, and $12,695 post-complication.

CONCLUSIONS: Complications are common within 3 years of
cirrhosis diagnosis and are linked with higher health care
costs. These findings highlight the need for early interven-
tion and monitoring to reduce burden and improve outcomes.
Patients who experience complications incur higher costs,
with a marked increase following onset of complications.

SPONSORSHIP: Bausch Health
3 6 Health care costs for patients with

major depressive disorder initiating
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Citrome L*; acutler@ajcmd.com; yzhao@axsome.com
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BACKGROUND: Major depressive disorder (MDD) is a chronic
condition with unmet needs despite many established
treatment options. Auvelity (dextromethorphan-bupropion
[DM-BUPY]) is an oral, N-methyl-D-aspartate (NMDA) recep-
tor antagonist and sigma-1 agonist approved in the United
States for the treatment of adults with MDD. This study
evaluated real-world health care costs in patients with
different pharmacologic treatment histories initiating DM~
BUP for MDD.

OBJECTIVE: To examine health care costs over 6 months
among patients with MDD initiating DM-BUP who were
treatment-naive or had 1 or 2+ prior MDD treatments.

METHODS: Adults with MDD who initiated DM-BUP were
identified in the Merative MarketScan Commercial and
Medicare databases (Jan 2021 to Mar 2024). Included
patients had continuous enrollment for 6 months pre- and
post-initiation of DM-BUP (index date =1st prescription
date). Patients were divided into subgroups according to the
number of MDD treatments in the pre-initiation period: 0, 1,
or 2+ Multivariate regressions were conducted to examine
health care costs, adjusting for differences in age, gender,
and comorbidities.

RESULTS: Among 1472 patients initiating DM-BUP, 160
(10.9%), 367 (24.9%), and 945 (64.2%) were MDD treatment-
naive or had 1 or 2+ prior MDD treatments, respectively.
Treatment-naive patients were younger, were more likely to
be male, and had fewer mental health-related comorbidities
than those with 1 or 2+ prior MDD treatments (all P < 0.05).
Treatment-naive patients had lower total costs vs patients
with 1 or 2+ prior MDD treatments ($13,025 vs $15,054 and
$23,484, respectively; P < 0.05 for 2+ vs 0 prior treatments).
Similarly, inpatient ($434 vs $583 and $2,922, respectively),

Vol. 31, No. 10-d | October 2025 | JMCP.org



outpatient (85,446 vs $6,384 and $9,112), and pharmacy costs
(87,056 vs $7,926 and $11,537) were lower for treatment-naive
patients than those with 1 or 2+ prior MDD treatments (all
P < 0.05 for 2+ vs O prior treatments). MDD-related and
mental health-related costs were also significantly lower
among treatment-naive patients than those with 1 or 2+
prior MDD treatments (both P < 0.05). Across all analyses,
costs were also lower for patients receiving 1 vs 2+ prior
MDD treatments (all P < 0.05).

CONCLUSIONS: In this retrospective analysis of DM-BUP in
the United States, patients who were MDD treatment-naive
prior to initiating DM-BUP had lower health care costs
(total, MDD-related, and mental health-related) in the 6
months after starting DM-BUP than those with prior MDD
treatments; costs were also lower for patients with 1 vs 2+
prior treatments.

SPONSORSHIP: Axsome Therapeutics, Inc.
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BACKGROUND: Mild cognitive impairment (MCI) and
Alzheimer disease (AD) affect millions of Americans. MCI,
characterized by cognitive decline with intact daily living
activities, progresses to AD, where functional independence
declines. Understanding the cost implications and progres-
sion rates of these conditions, particularly in relation to the
timing and setting of diagnosis, is crucial for optimizing
patient outcomes and managing health care expenditures.

OBJECTIVE: To estimate longitudinal costs and time to
death, disease progression, and institutionalization associ-
ated with MCI and AD.

METHODS: This retrospective, observational, case-control
study utilized Medicare Research Identifiable Files from
2016 to 2021. Patients aged 65 and older with at least 24
months of continuous Medicare enrollment were included
and categorized into incident MCI or AD cohorts if there
were no diagnosis codes for either condition in the prior
12 months. Subjects with an MCI or AD diagnosis were
matched to non-diagnosed controls using set criteria. Costs
and time-to-institutionalization and -death were assessed
using Kaplan-Meier survival analysis and regression models.

RESULTS: The incident cohorts included 422,866 individu-
als with MCI and 560,313 with AD diagnoses. At 24 months
post-index diagnosis, the survival probability was 65%
vs 84% (P<0.05) for MCI and 33% vs 71% (P<0.05) for AD
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compared to their respective matched controls. Average
costs for subjects with MCIAD during the index month
were approximately $27,071/$20,186 for the inpatient set-
ting, $17,069|S14,039 for the institutional setting, and
$3,520|$3,409 for the outpatient setting. A sub-analysis
comparing incident MCI subjects to matched AD subjects
found that monthly per subject costs were $552 lower for
the MCI cohort compared to their AD matched cohort.

CONCLUSIONS: Health care expenditures were significantly
higher for individuals diagnosed in inpatient or institutional
settings compared to diagnosis in outpatient settings.
Diagnosis at an earlier stage (MCI) was associated with
lower initial and long-term costs and increased probability
of survival compared to those at a later stage (AD). These
results underscore the potential benefits of timely diagno-
sis in appropriate settings to reduce the economic burden
of dementia. Timely diagnosis of MCI and AD significantly
reduces health care costs, enhances survival, and delays
institutionalization. The findings of this study emphasize
the need for strategies promoting early and outpatient
diagnosis for those with MCI or AD to potentially improve
patient outcomes and reduce health care expenditures.

SPONSORSHIP: Eli Lilly & Company
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BACKGROUND: Drug shortages pose serious public health
risks that can be difficult to predict. The US Agency for
Healthcare Research and Quality’s (AHRQ) Medical Expen-
diture Panel Survey (MEPS) provides national data on
pharmacy-filled medications each year. However, the abil-
ity of the MEPS to inform public health responses to drug
shortages is limited due to timeliness and small sample
sizes. Pharmaceutical claims databases may provide timely,
reliable data on pharmaceutical use, but their representa-
tiveness is uncertain.

OBJECTIVE: To compare the utility of data on prescription
drug dispensing events from two sources to inform drug
shortage occurrence and impacts.

METHODS: We used data from the Medical Expendi-
ture Panel Survey (MEPS) and the Healthcare Integrated
Research Database (HIRD), a large, commercial health
insurance claims database to identify drugs dispensed in
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2022. We categorized National Drug Codes (NDCs) associ-
ated with each event into 14 Multum Lexicon therapeutic
categories. For each data source and therapeutic category,
we calculated the number of fills, the number of unique
NDCs, and the average number of fills per NDC within each
therapeutic category. We used standardized mean differ-
ences (SMDs) to compare the share of fills and NDCs within
each therapeutic category across the two data sources.

RESULTS: MEPS recorded 191,514 fills, a value roughly 14 times
higher than the 163.5 million HIRD-recorded fills. MEPS
recorded 8% more unique NDCs than did the HIRD (7,661
vs 7,038, respectively). The shares of total fills across data
sources differed most for anti-infectives and metabolic agents
(SMDs = 0.23 and 0.11, respectively). Counts of NDCs within
therapeutic categories were more similar (SMDs < 0.02).
The number of fills per NDC in each therapeutic category
ranged between 8 and 48 in the MEPS and 6,000 and 34,801
in the HIRD.

CONCLUSIONS: Results suggest data on pharmacy-dis-
pensed medications from the HIRD are highly similar to
those reported in the MEPS, despite the widely varying
measurement methodologies. The larger number of NDCs
reported in the MEPS suggests it more fully represents
national variation in prescription drug benefit coverage.
At the same time, the substantially larger number of fills
per NDC in the HIRD demonstrates that claims databases
can facilitate reliable analysis of shortages affecting nar-
row drug classes. Future research should explore how
claims data can complement nationally representative
data to promote timely detection and response to drug
shortages.

SPONSORSHIP: Carelon Research, RAND Corporation
36 Burden of anti-seizure medication titration
on health care resource utilization and costs
among patients with focal onset seizures: A physician
panel-based chart review
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Flatebo J*, Emond B®, Thornton D? barry.gidal@wisc.edu,
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BACKGROUND: Anti-seizure medications (ASMs), the stan-
dard treatment for focal onset seizures (FOS), often require
careful titration to improve tolerability, delaying thera-
peutic dosing and risking suboptimal seizure control. This
trade-off may increase health care costs due to higher dos-
ing requirements and more frequent monitoring.

OBJECTIVE: To compare health care resource utilization
(HRU) and costs between the titration and maintenance
periods of ASM treatments among patients with FOS in the
United States.

METHODS: A retrospective physician panel-based chart
review completed by neurologists and epileptologists was
used to collect data on adult patients with FOS initiating an
ASM between 1/1/2021 and 12/31/2023 (index date). Epi-
lepsy-related HRU and costs were assessed from the index
date to the earliest of index ASM discontinuation, loss-to-
follow-up, or end of data collection. Based on reported HRU,
costs were imputed using literature-based estimates of epi-
lepsy-related costs in the United States. Physician-evaluated
titration end date was used to divide follow-up time into
titration and maintenance periods. Multivariate regression
models adjusting for patient characteristics observed dur-
ing the 6-month period pre-ASM initiation (baseline period)
were used to compare HRU and costs between titration and
maintenance periods.

RESULTS: Overall, 148 neurologists/epileptologists provided
data on 399 patients (mean age: 36.5 years, 60.7% male,
69.2% White, 70.2% commercially insured). The median
duration of the titration and maintenance periods was 3.1
and 16.0 months, respectively. Per-patient-month (PPM) HRU
was significantly higher in the titration versus maintenance
period for all HRU types: inpatient admissions (adjusted
incidence rate ratio [IRR]: 5.70), emergency department (ED)
visits (IRR: 3.39), outpatient visits (IRR: 1.52), lab monitoring
(IRR: 1.89), diagnostic services (IRR: 3.24) and office phone
calls (IRR: 2.52; all P<0.001). PPM health care costs were also
significantly higher during the titration versus maintenance
period (adjusted total mean monthly cost difference: $879;
inpatient: $717; ED: $98; outpatient: $37; lab monitoring: $1;
diagnostics: $20; all P<0.001).

CONCLUSIONS: Among patients with FOS, epilepsy-related
HRU was 1.5-6 times higher during titration than main-
tenance periods. Epilepsy-related costs were also higher
during titration, driven by higher inpatient and ED costs.
Safe, efficacious treatments that avoid prolonged titration
periods may help reduce titration-related HRU and costs for
patients with FOS.

SPONSORSHIP: Xenon Pharmaceuticals Inc.
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BACKGROUND: Migraines are a prevalent and debilitating
neurological condition, affecting 40 million adults in the
United States. Multiple studies have shown the detrimen-
tal impact of migraines, such as loss of time in work and
life domains and overall decline in quality of life. Patients
can be prescribed prophylaxis (e.g., beta blockers, anti-
convulsants, antidepressants), and rescue medications
(e.g., triptans, opioids [which are not recommended for
use to treat migraines]) to treat and/or relieve migraines.
Approximately 38% of migraine patients would benefit
from prophylaxis. Calcitonin gene-related peptide receptor
antagonists (CGRP) are the newest class of drugs approved
for migraine prophylaxis. Patients taking CGRPs report
reduced migraine frequency and severity, which should
result in lower utilization of rescue migraine medications.

OBJECTIVE: To examine the use of triptans, rescue medi-
cations, and opioids for patients with migraines prescribed
CGRPs and patients who are not prescribed CGRPs.

METHODS: This retrospective, cross-sectional study exam-
ined health and pharmacy claims using data from Komodo
Health from 2018 to 2023. Patients were aged between 18
and 60 years, had commercial, Medicaid, or Medicare cover-
age, and had a migraine diagnosis. Inclusion criteria include
being prescribed a migraine drug during the index period,
and with 12 months of continuous health coverage before
and after the migraine prescription index date. Opioid
use was operationalized as morphine milligram equivalent
(MME). Pearson’s chi-square was used to compare pre and
post period within each group.

RESULTS: A total of 94,990 patients were included in this
study. Among those on CGRP medications (n=18,835), trip-
tan use decreased in post period (58.7% vs 53.7%; P<0.001)
while increased among patients on non-CGRP medications
(n=76,155; 37.4% vs 49.3%, P<0.001). For both cohorts, the
use of opioids increased post index period (CGRP: 18.7% vs
19.3%, P=0.2) (non-CGRP: 14.8% vs 16.4%, P<0.001). Res-
cue medications increased in the post period among those
on non-CGRP medications (64.5% vs 68.6%, P<0.001) but
decreased in the post period among those on CGRP medi-
cations (69.1% vs 69.0%, P=0.8).

CONCLUSIONS: In the cohort prescribed CGRPs, there was
a statistically significant correlation with lower triptan
use. While an increase in opioid use was observed in the
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post period, the increase was not statistically significant.
Comparatively, the non CGRP cohort had statistically sig-
nificant increases in the use of triptans and opioids. Further
research can elucidate how CGRPs may reduce the need for
migraine rescue medications.

SPONSORSHIP: Evernorth Research Institute
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Delhi, India; *Northwestern University Feinberg School of
Medicine, Children’s Hospital of Chicago

BACKGROUND: Mucopolysaccharidosis II (MPS 1I) is a rare
genetic disease caused by the lack of iduronate-2-sulfatase
enzyme leading to a buildup of complex sugars in cells. This
leads to progressive damage to organs and tissues, affecting
physical and cognitive development. Although idursulfase
has been approved for MPS 1I, real-world evidence evalu-
ating the clinical and economic burden among treated
patients remains limited.

OBJECTIVE: To evaluate the clinical and economic burden
of patients of MPS II treated with idursulfase in the United
States.

METHODS: A retrospective study was conducted using
Komodo claims data from Jan 2015 to Feb 2025. The MPS
IT on idursulfase cohort was selected based on 1) >1 claim
of idursulfase between Jan 2017 and Dec 2023 (index date);
2) >2 claims for MPS 1I 90-365 days apart, and within 365
days of index, 3) male, and 4) continuous enrollment 1 year
pre- and up to 3 years post-index. The MPS II cohort was 1:3
direct matched to a 1% random sample of the general popu-
lation in Komodo. Outcomes for clinical burden and health
resource utilization (HCRU) were evaluated over the follow-
up period and compared using statistical testing.

RESULTS: A cohort of 329 patients with MPS Il on idursulfase
and 987 matched controls were included. Both cohorts were
primarily pediatric (mean [SD] age: 12.3 [9.3]) with a mean
(SD) follow-up period of 2.94 years (0.25). The MPS II cohort
had a higher proportion of patients on Medicaid compared
to the matched controls (50% vs 39%, P<0.0001). MPS II
patients had a higher proportion of patients experiencing
comorbidities across all categories assessed (P<0.0001).
The most frequent comorbidities in MPS II patients were
hearing loss (47%), valvular hear disease (42%), develop-
mental delay (41%), and sleep apnea (41%). MPS II patients



Professional Reviewed Abstracts | AMCP Nexus 2025 | October 27-30 E3hk]

also experienced higher HCRU compared to the matched
controls (Inpatient: 43% vs 11%, Emergency: 64% vs 43%,
Surgeries: 63% vs 29%; P<0.0001). Mean admissions and
visits in each of the health care settings were significantly
higher among MPS II patients compared to the matched
controls (Inpatient: 3.23 vs 1.29; Outpatient: 26.56 vs 16.13;
Prescriptions: 11.50 vs 4.99; Surgery: 1.08 vs 0.64, respec-
tively; P<0.0001).

CONCLUSIONS: Patients with MPS II on idursulfase expe-
rience significantly higher clinical and economic burden
compared to the general population. These findings under-
score the importance of identifying new therapies that can
reduce the burden of both CNS and peripheral disease for
patients with MPS II.

SPONSORSHIP: Denali Therapeutics

37 A retrospective cohort study examining the
real-world disease progression, HCRU, and

costs among patients with T2D with newly diagnosed

CKD stage Il or IV with and without finerenone use

EarlJ, Hocum B!, Shuvo S, Grossman J', Warnock N,

Katta A?, Ferri M!, Wang Y3, Brixner D% jake.earl@bayer.com

Bayer; *Bayer US LLC; 3Bayer U.S. LLC; *University of Utah

BACKGROUND: Finerenone (FIN), a non-steroidal min-
eralocorticoid receptor antagonist approved in 2021,
demonstrated promising efficacy in patients with type 2
diabetes (T2D) and chronic kidney disease (CKD).

OBJECTIVE: To characterize the progression of disease,
HCRU, and costs of T2D patients after CKD stage III or IV
diagnosis with and without FIN.

METHODS: A retrospective cohort study of T2D patients
newly diagnosed with CKD stage III or IV from Optum Clin-
formatics Database between 07/2021 and 06/2023 was
conducted. A 12-month continuous lookback and follow-up
period were used to identify demographics, index diagno-
ses, incident heart failure (HF), atrial fibrillation (AF), CKD
stage progression, HCRU, and costs. A 6-month washout
period identified incident FIN users, and 3 months of FIN
use was required. Proportions and means (SD) are reported
for HCRU and costs.

RESULTS: The FIN and non-FIN cohorts contained 424 and
161,880 patients, respectively. Baseline CKD stage, CCI
score, gender, and use of steroidal mineralocorticoid recep-
tor antagonist during the lookback period were similar
between cohorts. The FIN cohort, however, had a higher
prevalence of other medication classes for CKD/T2D. Other
differences between FIN and non-FIN cohorts at baseline
included age (71 and 75), prevalence of HF (18% and 20%),
and AF (13% and 16%). After follow-up, incident HF was 12%

in the FIN cohort and 19% in the non-FIN cohort. Incident
AF was 4% in the FIN cohort and 10% in the non-FIN cohort.
Progression from CKD stage III to IV was 11% in the FIN
cohort and 6% in the non-FIN cohort. Progression to ESRD
from stage III or IV was 1% and 2% in the FIN group and 7%
and 19% in the non-FIN group. Mean inpatient visits were
2.5(7.5) in the FIN group and 4.9 (12.3) in the non-FIN group,
corresponding to mean inpatient costs of $11,774 ($37,907)
and $23,075 ($54,591). Mean outpatient costs were $19,544
($21,779) in the FIN group and $24,255 ($40,534) in the non-
FIN group. These costs corresponded to the following mean
HCRU measures among the FIN and non-FIN groups: ED
visits 0.9 (1.9) and 1.3 (2.3), outpatient visits 5.9 (7.9) and
7.4 (10.9), and office visits 19 (11.7) and 16.3 (13.6). In the FIN
and non-FIN groups, mean pharmacy costs were $20,631
($18,605) and $7,594 ($18,367). Mean total costs for the FIN
and non-FIN groups were $51,949 and $54,924, respectively.

CONCLUSIONS: In this analysis, T2D patients with newly
diagnosed CKD stage IIl and IV who received FIN were asso-
ciated with lower incident HF, AF, and progression to ESRD.
Although pharmacy costs were higher, HCRU shifts yielded
similar total costs.

SPONSORSHIP: Bayer

37 Real-world visual outcomes by health care
insurance with prescription digital treatment

for amblyopia: PUPIL registry analysis

Indaram M!, Hancock S?, Repka M3;

maanasa.indaram@ucsf.edu; shelley@luminopia.com

'University of California San Francisco; Luminopia;

SWilmer Eye Institute, Johns Hopkins University

BACKGROUND: Amblyopia (“lazy eye”) is a neurodevelop-
mental disorder causing reduced vision in an eye despite
use of corrective lenses; it affects 2-5% of children. Previous
studies show Medicaid patients with amblyopia have poorer
outcomes with traditional treatments. Luminopia, an FDA-
cleared prescription digital treatment for anisometropic
and/or mild strabismic amblyopia in children aged 4 to <13
years, may address these disparities.

OBJECTIVE: To evaluate real-world evidence including
visual outcomes and treatment adherence with Luminopia
across insurance types using the Patients Using Prescrip-
tion Luminopia (PUPiL) Registry (NCT06429280).

METHODS: Retrospective analysis of PUPIL registry patients
aged <18 years who completed Luminopia treatment based
on data available up to 3/4/25, including amblyopia of any
cause and severity. Children enrolled had at least 12 weeks of
Luminopia at 14 participating centers. Amblyopic eye best-
corrected visual acuity (BCVA) improvement from start to
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end of treatment and treatment usage were analyzed by
amblyopia severity. Multivariable analysis was used to iden-
tify significant predictors of vision improvement. Outcomes
were analyzed by insurance type.

RESULTS: A total of 182 registry-enrolled children were eli-
gible; 46% were female. Mean age was 7.3+2.5 years, 81%
had received prior treatment for amblyopia, and 34% had
Medicaid insurance. Children with severe (<20/100, 14%),
moderate (20/40 up to 20/100, 60%), and mild (>20/40,
25%) amblyopia gained +1.7, +1.1, and +0.3 lines BCVA,
respectively. Treatment usage and duration varied by sever-
ity: mild (102+78 hours), moderate (111+76 hours), and severe
(124+105 hours) over approximately 8 months for all groups.
Significant predictors of improvement were prior treatment
status (P=0.03), baseline vision (P<0.0001), and treatment
hours (P=0.03). After adjusting for these factors in the mul-
tivariable model, the difference in VA outcomes between
insurance groups was not significant (adjusted means:
Medicaid 1.3 vs commercial 1.1 lines, P=0.40). Treatment
adherence was similar between groups (Medicaid: 3.4 hr/
week, 57% adherence; commercial: 3.2 hr/week, 54% adher-
ence; P=0.48). No serious adverse events were reported.

CONCLUSIONS: Unlike real-world outcomes observed with
traditional monocular amblyopia treatments, Medicaid-
insured children achieved comparable visual outcomes and
treatment adherence rates to commercially insured chil-
dren using Luminopia. This therapeutic intervention may
help address differences in amblyopia treatment outcomes
across socioeconomic groups, potentially reducing long-
term health care costs.

SPONSORSHIP: Luminopia, Inc.

374Data linkage and tokenization in action:
A systematic review of North American

clinical trials utilizing linkage to real world data
Rizzo E!, Kallmes K?, Dougherty T%; tmjd@novonordisk.com
'Mobility HEOR; 2Nested Knowledge; *Novo Nordisk Inc.

BACKGROUND: Data linkage and tokenization are increas-
ingly being adopted to address challenges in clinical trials,
such as higher costs, evaluating unique endpoints, provid-
ing long-term surveillance of patient outcomes, and more.

OBJECTIVE: To quantify examples of published clinical trials
that have used data linkage and evaluate the uses of linked
data in trial analyses.

METHODS: Relevant articles were identified through
PubMed and ClinicalTrials.gov searches implemented on
Nested Knowledge, an artificial intelligence-assisted sys-
tematic literature review software platform, for articles
published from 2014 to 2024. Gray literature was identified
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on congress websites and via Google Scholar searches.
Articles were included if the clinical study population was in
North America (USA and Canada) and the study had a medi-
cal intervention. Data on study sponsor, objective, patient
disease state, type of linked data, linked data elements, and
linkage methods were extracted from each study.

RESULTS: A total of 698 abstracts were screened, and 20
articles reporting trials with linkage were included in this
review. There were 8 interventional trials, 1 phase II, 8 phase
111, and 3 phase IV trials The key objectives in data linkage
were safety and efficacy (10), cost (3), feasibility (3), survival
(3), and prior medical history (1). The disease state of the
trial populations were Cancer/Tumors (6), Cardiovascular
Risk (3), Aortic Stenosis (2), Kidney Disease (2), and 1 each:
Perianal, Rheumatoid Arthritis, Alzheimer, Joint Replace-
ment, Depression, COVID-19, and Spinal Muscular Atrophy.
The studies were sponsored by industry (7), academic (7),
and government institutions (6). Studies linked trial data
with real-world datasets, including Medicare claims, regis-
tries, and administrative health records. The methods used
included probabilistic matching, deterministic matching,
tokenization, secure data transfer to link patient data across
different datasets, unique identifiers for longitudinal track-
ing, and integrating registry data, and /or manual review for
validation. The percentage of the study population that was
successfully linked was 74.1% on average (range: 13%-100%).

CONCLUSIONS: The small number of clinical trial publica-
tions involving data linkage indicates that this practice is
still in the early stages of adoption. This adoption is seen
broadly across private and public sectors and generally tar-
gets registries, insurance, and health records for safety and
efficacy data.

SPONSORSHIP: Novo Nordisk Inc.

37 Socioeconomic disparities in health care
resource utilization and costs among
Medicare fee-for-service beneficiaries with progressive

pulmonary fibrosis

Yang I, Shetty S?, Cantu C3, Prasad S*, Patel P%, Adegunsoye AS5;
joseph.yang@boehringer-ingelheim.com

Boehringer Ingelheim Pharmaceuticals, Inc.; 2Boehringer
Ingelheim; *Clarify Health Solutions; “Clarify Health;
SUniversity of Chicago

BACKGROUND: Fibrosing interstitial lung disease (ILD)
that progresses is known as progressive pulmonary fibro-
sis (PPF). Socioeconomic factors affect access to care and
health outcomes, yet evidence on related disparities is
limited.
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OBJECTIVE: To describe potential disparities in health care
resource utilization (HCRU) and costs among Medicare fee-
for-service (FFS) beneficiaries with PPF by socioeconomic
status (SES).

METHODS: This retrospective cohort study used the Medi-
care FFS claims database to identify beneficiaries with PPF
between January 2017 and June 2024. First, patients newly
diagnosed with ILD were identified by =2 claims with a rel-
evant diagnosis code on separate dates within 365 days.
Then, patients with evidence of progression were identified
using claims-based proxy measures, with the earliest date
of progression set as the index date. Continuous enroll-
ment for 12 months before and >1 month after index date
was required. All-cause and PPF-related HCRU and costs
were assessed, stratified by separate covariates that indi-
cate lower SES (i.e., eligibility for Part D low-income subsidy
[LIS] and dual-eligibility [DE] for Medicare and Medicaid).
All outcomes were analyzed descriptively.

RESULTS: A total of 257,280 patients with PPF were iden-
tified (mean age: 74 years), and the majority were female
(61.5%) and non-Hispanic White (80.4%). The majority were
of higher SES, as reflected by distributions for DE status
(full DE: 22.9%; partial DE: 5.9%; not DE: 71.2%) and LIS eli-
gibility status (eligible with full subsidy: 29.5%; eligible with
partial subsidy: 2.8%,; ineligible: 74%). Patients in lower SES
groups consistently had higher HCRU and costs. Mean (SD)
all-cause inpatient visits per patient per month (PPPM) were
highest among patients with full DE (0.40 [0.68]), followed
by partial DE (0.30 [0.38]), and not DE (0.23 [0.33]). All-cause
emergency department visits showed a similar gradient (full
DE: 0.42 [0.57]; partial DE: 0.37 [0.45]; not DE: 0.25 [0.29]).
Mean (SD) all-cause total medical costs PPPM were $10,429
[S14,337] for full DE, $7,771 [$11,220] for partial DE, and $6,818
[$10,470] for not DE patients. Similar trends were observed
for LIS status.

CONCLUSIONS: Among Medicare beneficiaries with PPF,
lower SES was associated with higher HCRU and costs,
reflecting potential disparities in access to care and disease
burden. These findings underscore the need for targeted
strategies and interventions to address underlying dis-
parities in care and enhance outcomes in this vulnerable
population.

SPONSORSHIP: Boehringer Ingelheim

376Real—world persistence of first-line advanced
therapies in patients with psoriatic arthritis
Walsh J', Ye X2, Li C?, Patel M?, Saffore C?, Ciecinski S?,
Bergman M?; xiaolan.ye@abbvie.com

ISalt Lake City Veterans Affairs and University of Utah
Health; 2AbbVie Inc.; 3College of Medicine, Drexel University

BACKGROUND: Advanced therapies such as interleukin (IL)-
23,1L-12 /23, IL-17, phosphodiesterase-4 (PDE-4), and tumor
necrosis factor (TNF) inhibitors (i) have been approved
for first-line treatment of active psoriatic arthritis (PsA).
Risankizumab (RZB), an 1L-23i, was approved for the treat-
ment of PsA in the United States on 1/21/22. Real-world
evidence on treatment persistence for PsA does not fully
include recently approved therapies.

OBJECTIVE: To evaluate real-world persistence in patients
with PsA initiating first-line advanced therapies (ILAT) over
12 months.

METHODS: Adults with >1 PsA diagnosis at baseline who
initiated a new 1LAT between 1/21/22 and 10/31/24 were
identified using the Merative Marketscan databases cov-
ering 1/1/16 to 10/31/24 and =6 months of continuous
enrollment pre-index date (baseline) and =12 months of
continuous enrollment post-index date. Persistence was
defined as no treatment switch or discontinuation. Treat-
ment switch was defined as a claim for a different 1LAT
after the index date; treatment discontinuation was defined
as a gap in treatment without refill equal to 90 days of the
assumed days of supply of the last prescription fill. Multi-
variate logistic regression was used to compare persistence
rates among individual drugs (reference: RZB), accounting
for differences in baseline characteristics.

RESULTS: A total of 2181 patients met the inclusion criteria for
the study and were treated with adalimumab (ADA; n = 600),
apremilast (APR; n=577), etanercept (ETN; n=147), golim-
umab (GOL; n=70); guselkumab (GUS; n =221), ixekizumab
(IXE; n =163), risankizumab (RZB; n=266), or secukinumab
(SEC; n =137). Switch rates varied across 1LAT from 5.3%
to 30.7% and discontinuation rates varied from 21.8% to
53.2%, with RZB having the lowest switch and discontinu-
ation rates within 12 months following treatment initiation.
Persistence rates were the highest for RZB (76.3%) followed
by SEC (65.7%), GUS (61.1%), ETN (59.2%), GOL (52.9%), IXE
(52.8%), ADA (49.2%), and APR (41.6%). Compared with RZB,
the odds of persistence were SEC 0.63 (95% CI 0.40-0.99),
GUS 0.50 (95% CI 0.34-0.74), ETN 0.48 (95% CI 0.30-0.74),
GOL 0.38 (95% CI 0.22-0.67), IXE 0.35 (95% CI 0.23-0.54),
ADA 0.31(95% CI 0.22-0.44), and APR 0.23 (95% CI 0.17-0.32),
all P<0.05.
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CONCLUSIONS: In this real-world US claims data study
of adults with PsA initiating 1LAT, persistence rates at 12
months were significantly higher with RZB relative to all
other treatments.

SPONSORSHIP: AbbVie

377Health care costs and resource utilization in
Medicaid-insured people with overweight or
obesity and knee osteoarthritis in the United States:

A retrospective database study

Terrell K, Perez-Nieves M!, Mody R!, Meeks Al

Azimzadeh P!, Huang A?, Gonsahn-Bollie S!, Schapiro D';
kendra_terrell@lilly.com

'Eli Lilly and Company; *Tigermed-BDM

BACKGROUND: Overweight or obesity increases the risk of
onset and progression of knee osteoarthritis (OA-K). The
American College of Rheumatology and Osteoarthritis
Research Society International recommends weight reduc-
tion of =5% for people with OA-K. With continuous
advancements in OA-K treatment and innovation in weight
management, understanding the economic impact of OA-K
in people with overweight or obesity is crucial.

OBJECTIVE: To describe health care costs and resource
utilization in Medicaid-insured people with overweight or
obesity and OA-K in the United States.

METHODS: This retrospective, observational study used
Optum’s de-identified Market Clarity Data, linking medi-
cal and pharmacy claims with electronic health records.
Adults (245 years) with =1 diagnosis code for OA-K (earliest
as index date) between Oct 1, 2016, and Mar 31, 2023 (index
period), with baseline body mass index (BMI) 225 kg/m?,
and classified as having moderate to severe OA-K pain based
on previously validated real-world data algorithms were
included. All participants had continuous medical and phar-
macy Medicaid enrollment benefits, 12-month pre-index
through >12-month post-index, after the earliest observed
claim with OA-K diagnosis. Results were stratified by BMI
categories: Overweight (=25 to <30 kg/m?), Class 1 obesity
(230 to <35 kg/m?), Class 2 obesity (=35 to <40 kg/m?), and
Class 3 obesity (240 kg/m?). All-cause and OA-K-related
annualized health care costs were calculated post-index for
different BMI categories and adjusted using a generalized
linear model with gamma distribution (adjusted for age, sex,
payor type, baseline Charlson Comorbidity index score, and
baseline costs).

RESULTS: A total of 10,392 people with OA-K were included
(Overweight: 26.2%; Class 1 obesity: 28.3%; Class 2 obe-
sity: 20.1%; Class 3 obesity: 25.4%). The mean (SD) adjusted
annualized all-cause total health care costs increased in the
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higher BMI categories: Overweight: $42,735 (44,565); Class
1 obesity: $44,803 (42,142); Class 2 obesity: $51,308 (46,385);
Class 3 obesity: $57,555 (49,754). Similarly, mean (SD) OA-K-
related total health care costs also increased in the higher
BMI categories: Overweight: $3,430 (341); Class 1 obesity:
$4,091 (393); Class 2 obesity: $4,701 (431); Class 3 obesity:
$4,717 (428).

CONCLUSIONS: This real-world study highlights the
increasing economic impact of overweight or obesity in
Medicaid-insured people with OA-K. Future studies evalu-
ating the impact of weight management strategies focusing
on OA-K-related health care costs should be undertaken.

SPONSORSHIP: Eli Lilly and Company

378Use of health services by people living with
Alexander disease

Bonkowsky J', Kymes S?, Householder K2, Ma X3,
Pathan F*, Wu Z3, Thomas A?, Vera-Llonch M?;
joshua.bonkowksy@hsu.utah.edu; skymes@ionis.com
'University of Utah; *lonis Pharmaceuticals; *Komodo
Health; *Komodo Health, Inc.; °Ionis Pharmaceutical

BACKGROUND: Alexander disease (AxD) is a rare genetic leu-
kodystrophy affecting people of all ages. The prevalence is
suspected to be 1in one million people in the United States.
The economic burden of the condition on the health care
system has not be described. We provide that information
here using a recently implemented ICD-10 code.

OBJECTIVE: To characterize the economic burden of medi-
cal care, in terms of dollars expended and frequency of
health service utilization, for people living with AxD.

METHODS: A retrospective cohort study was conducted
using a nationally representative claims data set from
Komodo Health. AxD patients were identified by the pres-
ence of at least two insurance claims with an ICD-10-CM
code G31.86 at least 30 days apart between January 01,
2023, and October 31, 2024. Paid charges from 2023 were
adjusted to 2024 using the Consumer Price Index for Medi-
cal Care and 2024 charges were extrapolated to 12 months.
Health care utilization is described for inpatient, emergency
department (ED) visits, and outpatient services. We also
provide some demographic description. We report charges
for 2023 and 2024. Utilization is reported only for 2023 due
to completeness of data.

RESULTS: Fifty-five patients living with AxD were identified
in 2023 and 76 in 2024. Drawing demographic and clinical
factors from 2024, the average age was 28; 45% were <18,
and 20% were 255. A total of 58% had claims indicating
seizures, 58% respiratory conditions, 38% movement condi-
tions, and 30% scoliosis. Mean paid charges for all services
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were $107,261 in 2023 and $63,483 in 2024. In 2023, 43.6%
of people with AxD were hospitalized for at least one day
and 66% made at least one visit to the ED during the year.
Of those admitted for inpatient services, 1/3 were admitted
from the ED. Of those with an inpatient visit, 48% included a
stay in the ICU. The mean length of stay in the hospital was
11 days, and the median was 5 days. Home health services
were used by 56.2% of people with AxD, and nearly 100%
used outpatient and pharmacy services.

CONCLUSIONS: This is the first report of health care utili-
zation for people living with Alexander disease. While rare,
people living with AxD are heavy users of health services,
particularly inpatient, ICU, and ED care. At an annual mean
of $63,000 to $107,000, the cost represents a burden of care
higher than other severe chronic diseases. However, even
this represents a fraction of the total burden of AxD to fami-
lies and society.

SPONSORSHIP: Ionis Pharmaceuticals

37 Antipsychotic medication utilization and
treatment patterns among patients with

schizophrenia: A real-world evidence study

Sidovar M!, Tkacz J?, Wilson K2, Pennington E?, Okunev I,

Kramer K, Gillard K'; matt.sidovar@bms.com;

joseph.tkacz@inovalon.com

Bristol Myers Squibb; *Inovalon

BACKGROUND: The primary treatment option for schizo-
phrenia is antipsychotics; however, these are associated
with a variety of tolerability issues that impact adherence.

OBJECTIVE: To assess treatment patterns among patients
with a diagnosis of schizophrenia receiving antipsychotic
medications. Subgroup analyses were conducted among
patients with comorbid hypertension to assess any differ-
ences in adherence to antipsychotics and antihypertensive
medications.

METHODS: This was a retrospective analysis of the MORE2
Registry and 100% Medicare Fee-for-Service (MFFS)
claims databases spanning 1/1/2016 to 9/30/2023. Inclu-
sion criteria: 1) >1 inpatient or >2 outpatient claims with a
schizophrenia diagnosis, 2) =2 claims for an antipsychotic
(earliest claim=index date), 3) 218 years on index, 4) =26
months of continuous enrollment prior to and =12 month
following index, and 5) absence of claims for antipsychot-
ics during the 6 month pre-index period. Subgroups were
created based on route of administration (oral [OAP] vs
long-acting injectable [LAI]-containing), and evidence of
comorbid hypertension. Medication adherence at the class
level was assessed and defined as a proportion of days cov-
ered (PDC) 20.80 during follow-up. Antipsychotic treatment

augmentation, treatment switching, and antihypertensive
treatment adherence among the subgroup with hyperten-
sion were also assessed.

RESULTS: Overall, 212,770 patients with schizophrenia were
included. Mean (SD) age was 46.3 (16.3) and the major-
ity were male (54.9%). Most patients received OAPs only
(82.3%); 15.9% received an LAl-containing regimen. Most
common index antipsychotics were risperidone (21.1%),
quetiapine (19.8%), and olanzapine (19.2%). Adherence was
low for both OAPs (39.6%) and LAl-containing regimens
(50.2%). Treatment switching was observed among 9.3% of
the sample, while augmentation was observed among 4.8%.
Augmentation and switching were two-fold more frequent
among patients receiving LAl-containing regimens com-
pared to OAPs. Among patients with comorbid hypertension
(23.1%), only 47.4% were adherent to antipsychotics, while
66.1% were adherent to antihypertensives.

CONCLUSIONS: Adherence to antipsychotic medication
remains suboptimal among patients with schizophrenia liv-
ing in the United States. Among patients adherent to oral
antihypertensives medications, adherence to antipsychot-
ics remained low, suggesting selective nonadherence due to
potential barriers specific to antipsychotics. Development
of newer antipsychotics with improved tolerability may lead
to increased adherence and improved clinical outcomes.

SPONSORSHIP: Bristol Myers Squibb

3 8 Treatment patterns among patients with
neuromyelitis optica spectrum disorder

(NMOSD): A real-world evidence study

Singh M!, Pennington E?, Tkacz J?, Cavida D3 Okunev I?;

msinghO8@amgen.com

'Amgen UK; ?Inovalon; 2Amgen United States

BACKGROUND: Neuromyelitis optica spectrum disorder
(NMOSD) is a rare, inflammatory, autoimmune condition
that primarily affects the optic nerves and spinal cord.
Treatment for NMOSD focuses on the management of acute
attacks and prevention of relapses.

OBJECTIVE: To describe current treatment patterns among
patients with a diagnosis of NMOSD.

METHODS: This study was an observational, retrospective
analysis of the MORE2 Registry and 100% Medicare Fee-
for-Service databases spanning 6/11/2019 to 12/31/2023.
Inclusion criteria were as follows: >2 claims with a diag-
nosis of NMOSD, or =1 claim with a diagnosis of NMOSD,
transverse myelitis, or optic neuritis + >1 claim for treat-
ment (earliest diagnostic evidence = index date), 2) aged >18
years on the index date, and 3) >12 months of continuous
enrollment prior to and =6 months following the index date.
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Maintenance NMOSD treatment lines of therapy (LoTs)
were assessed, and treatment patterns were reported,
which included the time to treatment, duration of therapy,
time to next treatment, co-administration with steroids,
and switching.

RESULTS: A total of 3,130 patients qualified for the study,
with a mean (SD) age of 53.2 (16.9) years and the major-
ity being female (80.7%) and receiving Medicare benefits
(57.8%). Three-fourths of patients (74.6%) received an initial
LoT, while 51.6% showed a second LoT (396.3 [273.1] days
after the initial LoT). The majority of LoT 1 and LoT 2 regi-
mens were off-label treatments (86.2% and 79.7%), and most
were for biologic monotherapy (72.9% in LoT1, and 61.3% in
LoT2). The most common biologics were rituximab (LoT1
54.6%; LoT2 43.9%), eculizumab (LoT1 6.7%; LoT2 5.6%),
and inebilizumab-cdon (LoT1 4.1%; LoT2 5.1%). Utilization
of combination therapy was more frequent during LoT 2
compared to LoT 1 (12.5% vs. 2.0%). Patients receiving ine-
bilizumab-cdon were the least likely to switch to another
maintenance medication (<10%), compared to those receiv-
ing rituximab (11.0%) and eculizumab (19.8%). During LoT 1,
receipt of oral steroids was more frequent among patients
receiving rituximab (40.7%) and eculizumab (40.8%) com-
pared to patients receiving inebilizumab-cdon (34.4%).

CONCLUSIONS: The majority of patients with NMOSD
received off-label treatment, largely with biologic mono-
therapy. Switching, a key indicator of suboptimal disease
management, was least common among patients on inebi-
lizumab-cdon. As patients remain on therapy for well over
a year, findings emphasize the importance of appropriate
treatment selection early in the patient journey.

SPONSORSHIP: Amgen Inc.

3 8 Cost-effectiveness of VOWST (fecal
microbiota spores, live-brpk; VOS, formerly

SER-109) for prevention of recurrent Clostridioides

difficile infection in the United States

Wilson M, Nguyen D?, Yazdani M?;

morteza.yazdanil@nestle.com

IRTI Health Solutions; 2Nestlé Health Science

BACKGROUND: Clostridioides difficile infection (CDI) may
result in debilitating, potentially life-threatening compli-
cations. VOS is the first FDA-approved orally administered
microbiome treatment indicated for prevention of recurrent
CDI (rCDI) following antibiotics treatment of rCDI in patients
aged 18 years and older. Results of a recent budget impact
analysis suggest VOS is cost saving to a US health plan.
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OBJECTIVE: To assess the cost-effectiveness of VOS for the
prevention of rCDI from a US perspective.

METHODS: A cost-effectiveness model with a Markov struc-
ture over a I-year time horizon was developed in Microsoft
Excel comparing VOS versus antibiotics alone and versus
Rebyota (RBL, formerly RBX2660). Baseline recurrence
risks were obtained from published literature while reduc-
tion in recurrence risk with VOS and with RBX come from
published randomized clinical trials. Treatment and recur-
rence costs and quality-of-life parameters were obtained
from published literature. Recurrences, deaths, quality-
adjusted life-years (QALY), and costs (in 2025 US dollars)
were estimated from a third-party commercial payer per-
spective and from a Medicare perspective. Incremental
cost-effectiveness ratios were calculated. One-way deter-
ministic sensitivity analyses (OWSA) and multivariate
probabilistic sensitivity analyses (PSA) were conducted.

RESULTS: In the Medicare setting, the base-case analysis
found treating with VOS was estimated to result in $38,531
in total direct medical costs and 0.78 QALY per patient,
compared with $39,919 and 0.73 for RBL, and $41,935 and
0.66 for antibiotics alone. As such, VOS was more effec-
tive and less costly (i.e., the dominant strategy) compared
with either RBL or antibiotics alone. Results were similar
for a commercial population. The OWSA found that the
estimated relative risk reduction compared with antibiot-
ics alone and the baseline risk of recurrence were the most
influential parameters. However, only at the lower bound of
relative risk reduction for VOWST did VOWST cease being
cost-effective. In the PSA at a willingness-to-pay threshold
of $100,000/QALY, VOS was the dominant strategy in 62%
of simulations and cost-effective in 78% of simulations.

CONCLUSIONS: Treatment with VOS has been shown to
significantly reduce recurrences for patients with rCDI
compared to antibiotics alone. This study illustrates that
VOS is a cost-saving and cost-effective treatment compared
with antibiotics alone and with RBX. As such, VOS provides
clinical and economic value compared with available treat-
ments for rCDI in the United States.

SPONSORSHIP: Nestlé Health Science
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3 8 A claims-based analysis of the real-world
economic burden of illness in patients with

Sjogren disease in the United States

DiRenzo D', Patel S?, Kathe N?, Moore-Schiltz L?,

McMorrow D? Schinkel 3, Alevizos I?, Kilby A%

Dana.Direnzo@Pennmedicine.upenn.edu; spatel43@amgen.com

'University of Pennsylvania, Division of Rheumatology;

2Amgen; 3Inovalon

BACKGROUND: Sjogren disease is an autoimmune disor-
der characterized by dry eyes/mouth, fatigue, pain, and
systemic manifestations often resulting in significant addi-
tional health care costs.

OBJECTIVE: To describe the all-cause and disease-specific
health care resource utilization (HCRU) and costs associ-
ated with Sjogren disease.

METHODS: Two claims databases were used to identify prev-
alent and incident patients with Sjogren disease between
01/01/2020 and 12/31/2021 (100% Medicare Fee-for-Service
[FFS]) or 12/31/2022 (MORE2 Registry). Adult patients with
at least 2 outpatient claims with a Sjégren ICD-10 diagnosis
code at least 30 days apart within a 1-year period (earliest
claim = index date) and 12 months of continuous enrollment
pre-index and a variable follow-up of at least 12 months post-
index were included. Absence of a Sjogren ICD-10 code in
all available history pre-index was required for the incident
cohort. All-cause and Sjogren-specific HCRU (per patient
per month [PPPM]) and costs (per patient per year [PPPY])
were evaluated at baseline and follow-up.

RESULTS: The prevalent cohort consisted of 133,033 patients,
of whom 30% (n= 39,596) were classified as incident. Over-
all, mean age was 66 years, 90% were female, and 62% were
insured by Medicare FFS. At baseline, 34% of the prevalent
cohortand 33% of the incident cohort had atleast 1 all-cause
emergency department (ED) visit PPPM; during follow-up,
this increased to 58% of the prevalent cohort and 53% of
the incident cohort. At baseline, 13% of the prevalent cohort
and 11% of the incident cohort had at least 1 inpatient (IP)
admission PPPM; during follow-up, this increased to 28% of
the prevalent cohort and 23% of the incident cohort. During
follow-up, 17% and 13% of the prevalent cohort and 13% and
5% of the incident cohort had at least 1 Sjogren-specific ED
visit and IP admission PPPM, respectively. Total all-cause
baseline costs PPPY in prevalent and incident cohorts were
$23,532 and $21,324, respectively. These costs increased
during follow-up (prevalent: $29,820 PPPY; incident: $28,476
PPPY). About 23% and 24% of the baseline and follow-up all-
cause costs for prevalent patients and 13% and 19% of the
baseline and follow-up all-cause costs for incident patients
was identified as Sjogren related.

CONCLUSIONS: Findings highlight the substantial economic
burden associated with Sjogren disease, including signifi-
cant HCRU and high costs. This underscores the need for
Sjogren-specific treatments to effectively manage the dis-
ease and mitigate the economic burden faced by patients.
Future research should focus on the long-term economic
burden as the disease progresses.

SPONSORSHIP: Amgen

38 Health care burden of eosinophilic
esophagitis by disease severity:

A retrospective cohort study of US health insurance

claims data
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Medicine, University of North Carolina at Chapel Hill,
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BACKGROUND: Eosinophilic esophagitis (EoE) is a chronic,
immune-mediated disease. If inadequately treated, it can
progress from an inflammatory to a more severe, fibroste-
notic phenotype.

OBJECTIVE: To assess EoE-related health care resource uti-
lization (HCRU) and costs, stratified by disease severity, in
patients with EoE in the United States.

METHODS: This retrospective, observational cohort study
examined US health insurance claims data from the Mera-
tive MarketScan Commercial, Medicare Supplemental and
Medicaid databases between July 1, 2020, and June 30, 2023.
Patients with =1 inpatient/outpatient claim for EoE (ICD-
10-CM: K20.0) were included. The date of the first observed
EoE claim during the selection window (July 1, 2021, to June
30, 2022) was the index date. Patients required continuous
enrollment 12 months before (baseline) and 12 months after
the index date (follow-up). Using a claim-based algorithm
adapted from the Index of Severity for EoE, disease severity
was classified as mild, moderate, or severe based on EoE-
related diagnoses, procedures, and complications reported
during the baseline period + 30 days post-index date. EoE-
related HCRU and costs during the baseline and follow-up
periods, stratified by severity, were reported.

RESULTS: Overall, 19,169 patients with EoE were identified.
EoE severity was classified as mild, moderate, and severe in
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67.5%, 24.9%, and 7.6% of patients, respectively. In general,
EoE-related HCRU increased from baseline to follow-up and
from mild to severe disease (data not shown). Mean (SD)
total health care costs/patient/year (medical + pharmacy)
during baseline versus follow-up periods were as follows:
mild, $2623 ($6883) vs $S4608 ($S9054); moderate, $3596
($6961) vs $5399 ($8077); and severe, $10,317 ($19,661) vs
$12,787 ($22,334). Mean (SD) pharmacy costs/patient/year
during baseline versus follow-up periods were as follows:
mild, $818 ($4136) vs $S1308 ($5688); moderate, $500 ($3823)
vs $1026 ($5464); and severe, $1505 ($4518) vs $2135 ($6190).
Overall, 414 (2.2%) patients with EoE had a claim for dupil-
umab (the only FDA-approved medication at the time of this
study); most patients with claims for dupilumab had mild
EoE (mild, 69.1%; moderate, 19.8%; severe, 11.1%). During the
follow-up period, patients who had a claim for dupilumab
had higher total mean (SD) EoE-related health care costs
than those who did not ($31,591 [$21,023] vs $4852 [$9567]).

CONCLUSIONS: The higher HCRU and health care costs
associated with severe EoE highlight the importance of
early diagnosis and prompt treatment.

SPONSORSHIP: Takeda Pharmaceuticals USA, Inc.

38 Economic burden among patients with high-
risk and low-to-intermediate-risk localized

prostate cancer receiving radical prostatectomy in the

United States

Lowentritt B!, Patel C? Kinkead F?, Burbage S? Rossi C¥,

Wang Y3, Lee F3, Pilon D%, Joshi K?, Brown G5;

blowentritt@chesuro.com; shurbage@its.jnj.com

!Chesapeake Urology; 2Johnson & Johnson Innovative

Medicine; *Analysis Group, Inc; *Analysis Group, Inc.;
SNew Jersey Urology

BACKGROUND: Radical prostatectomy (RP) is a potentially
curative treatment option for patients with localized pros-
tate cancer (LPC). Although prognosis for patients receiving
RP is favorable, patients presenting with high-risk (HR)
features (e.g., T4 staging, Gleason score =8, and prostate-
specific antigen [PSA] level 220 ng/mL) may experience
recurrence and greater risk of progression to metastasis.
To date, there is limited information on economic burden of
patients with HR-LPC treated with RP in the United States.

OBJECTIVE: To describe health care costs for patients with
LPC treated with RP stratified by HR and low-to-intermedi-
ate-risk (L/IR) status.

METHODS: Clinical data from private, community-based
urology practices (PPS Analytics) were linked with insur-
ance claims data (Komodo Research Database) between
1/1/2016 and 8/31/2024. The date of the first claim for an
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RP procedure was defined as the index date. HR and L/IR
status was based on NCCN guidelines incorporating pre-
index tumor staging, Gleason score, and PSA levels. Patients
with metastasis, castration resistance, or advanced treat-
ment prior to the index date, or <12 months of continuous
pre-index insurance eligibility were excluded. Baseline (i.e.,
12-month pre-index) and follow-up total health care costs
(i.e., medical and pharmacy) per-patient-per-month (PPPM,;
2024 USD) were described from the payer’s perspective.

RESULTS: In total, 1,488 patients with HR-LPC (mean age 63
years, 52% White, 14% Black, 60% commercially insured,
median time between diagnosis and RP 2.7 months, mean
Quan-CCI 2.8) and 2,572 patients with L/IR LPC (mean age
61 years, 50% White, 15% Black, 69% commercially insured,
median time between diagnosis and RP 2.9 months, mean
Quan-CCI 2.6) who received an RP were identified. Mean
total baseline costs were $912 PPPM for HR patients and
$789 PPPM for L/IR patients. Mean total index date (RP)
costs were $21,409 (HR) and $20,930 (L/IR). During a mean
overall follow-up of 29.7 months (HR) and 33.2 months
(L/IR), mean total follow-up costs were numerically higher
among HR patients ($3,716 PPPM) than L/IR patients ($2,749
PPPM). Outpatient costs accounted for 86% of the observed
cost difference. LPC-period specific costs prior to recur-
rence or progression were also numerically higher among
HR patients ($4,831 PPPM) than L /IR patients ($3,480 PPPM).

CONCLUSIONS: Although patients with HR and L/IR LPC
had similar baseline costs, costs increased for HR patients
following RP, overall and prior to recurrence or progression,
suggesting an unmet need of effective treatment options for
this patient population.

SPONSORSHIP: Johnson & Johnson

3 8 Real-world treatment history and economic
outcomes of CD38 antibody-based regimens

in relapsed/refractory multiple myeloma in the United

States

Lin P!, Fang H? Barnes Y', Latremouille-Viau D? Clark C',

Guérin A®, Trinh L?, Lin F'; Peggy.Lin@sanofi.com

Sanofi; Analysis Group Inc.; *Analysis Group ULC

BACKGROUND: Multiple myeloma (MM) accounts for approx-
imately 2% of all cancer diagnoses and deaths in the United
States, with 36,110 new cases and 12,030 deaths expected
in 2025. Despite therapeutic advances, most patients even-
tually relapse and develop drug resistance. Anti-CD38
monoclonal antibodies, including isatuximab (Isa) and dara-
tumumab (Dara), are indicated in relapsed/refractory MM
(RRMM), but limited evidence exists on treatment patterns
and economic outcomes.
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OBJECTIVE: To describe treatment history and costs
associated with anti-CD38 agents in combination with
pomalidomide and dexamethasone (Pd) or carfilzomib and
dexamethasone (Kd), in RRMM in a real-world setting.

METHODS: A retrospective cohort study was conducted
using the Komodo Health’s Research Grade claims data (Jan
2016 to Feb 2024) on adults with RRMM who initiated Isa- or
Dara-based regimens after Mar 2020 (post-FDA approval of
Isa). The index date was the CD38 regimen initiation. Treat-
ment history (number of prior lines of treatment, CD38
exposure, stem cell transplant [SCT] status), and 12-month
post-index direct health care costs were reported descrip-
tively.

RESULTS: A total of 154 Isa- (53% Isa-PD, 47% Isa-Kd) and
1,262 Dara-treated (67% Dara-Pd, 33% Dara-Kd) RRMM
patients were included, with median age of 67 and 66 years,
43% and 47% female, 43% and 44% non-White, and 57% and
53% covered by Medicare, respectively. Isa-treated patients
had higher baseline comorbidity burden compared with
Dara-treated patients: 23% vs 16% with anemia, 25% vs 23%
with renal impairment, and 12% vs 9% with skeletal-related
events (similar hypercalcemia at 8%). Prior use of SCT was
lower (21% vs 25%) and prior use of anti-CD38 agents was
higher (58% vs 4%) in Isa- than Dara-treated patients. Isa-
based regimens were received in later lines than Dara-based,
with 32% and 17% observed with >3 prior lines of therapy,
respectively. Mean total 12-month health care costs (2023
USD) were $365,456 in Isa- and $439,673 in Dara-treated
patients. During this period, mean per-patient-per-month
costs were $36,983 in Isa- and $39,130 in Dara-treated
patients, with cost difference primarily driven by lower MM
treatment costs in Isa-treated patients ($24,835 vs $29,880).

CONCLUSIONS: Despite a higher disease burden at treat-
ment initiation, Isa-treated patients incurred lower
economic burden than those receiving Dara-based regi-
mens, which was mainly driven by the cost of medication.
Given similar efficacy and safety profile, Isa may be a com-
pelling treatment option for RRMM from the health care
payer’s perspective.

SPONSORSHIP: Sanofi

3 8 Do claims data support use of CPT category
Il codes for real-world evidence clinical

outcomes?

DeShazo J', Craig K?, Pritzker J*, Fernandes J?, Zhao Y

jonathan.deshazo@cvshealth.com

Real World Evidence, CVS Health, Woonsocket, Rhode

Island, USA; 2CVS Health; 3CVS Health Aetna

BACKGROUND: Medical claims data include details on
enrollment, procedures performed, diagnoses, and phar-
macy dispenses; however, they typically lack detailed
outcome measurements found in laboratory results. CPT
Category II codes (Cat II) are a supplemental extension of
the AMA’s Current Procedural Terminology (CPT) that were
intended to facilitate quality of care documentation without
labor-intensive manual review of the medical record. Cat II
topics range from patient management and history to doc-
umenting laboratory result values. The suitability of Cat II
for real-world evidence (RWE) research has been raised, but
use of the optional coding was initially very low. However, in
the past 5 years payors have implemented Cat II incentives
while provider thought leaders (such as the AAP and AMA)
recommend adopting Cat II codes for quality improvement
purposes.

OBJECTIVE: To quantify the concordance between labo-
ratory results and claims-reported Cat II codes for two
commonly performed laboratory tests: HbAlc and LDL cho-
lesterol.

METHODS: This analysis examined closed claims and corre-
sponding laboratory results representing 1.2 million insured
members with available labs between January 2021 and
December 2024. Concordance was defined as the occur-
rence of a corresponding Cat II code in claims within a
12-month window following laboratory test results.

RESULTS: In the diabetes cohort, 997459 members had
1,950,297 HbAlc tests during the study period. In the cho-
lesterol cohort, 1,048,005 members had 2,249,844 LDL tests
during the study period. On average, 8.0% of the HbAIC
tests and 1.5% of the LDL tests had corresponding Cat II
codes. CPT Il codes were reported more frequently in Medi-
care Advantage compared to Commercial Insurance (HbAlc:
85.9 v 55.8, LDL: 16.1v 12.8 per 1000).

CONCLUSIONS: The US FDA issued guidance for industry
on the use of RWE to support regulatory decision-making
for drug and biologic therapies, including underscoring
the importance of assessing data reliably in RWE. Specifi-
cally, whether CPT II codes are valid proxy for lab values
and if claims data without lab integration is suitable for
quality reporting or research. The average annual LDL Cat
I code for the reporting period examined appears to have
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increased since last reported by Russo and Williams (15.6
per 1000 v 11.1 per 1000). Given the growing emphasis on
clinical quality and the role they play in value-based con-
tracting, Cat II codes are likely to remain high in relevance.
The potential value using of Cat II codes for RWE clinical
outcomes remains worth continued examination.

SPONSORSHIP: CVS Health

3 8 A propensity score-matched analysis of
health care utilization and cost in Medicaid
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BACKGROUND: Epilepsy (EPI) is a chronic recurring neuro-
logical condition characterized by unprovoked seizures that
affects approximately 1.1% of adults in the United States.
The PPPY economic burden associated with EPI is signifi-
cant, with EPI-related medical costs ranging from $1,022 to
$19,749. Use of rescue medications can reduce EPI-related
medical costs to patients. It has been reported that large
gaps in treatment exist in patients with epilepsy covered
under Medicaid insurance and that EPI-related costs are
high among some epilepsy patients.

OBJECTIVE: To better understand the health care and eco-
nomic burden of epilepsy among Medicaid patients utilizing
rescue medications.

METHODS: A retrospective claims analysis was conducted
using the STATinMED RWD Insights database. Patients (=2
years) with 21 inpatient or outpatient EPI/convulsion diag-
nosis (ICD-10 G40%*, R56*) between July 1, 2020, and October
31,2023, were included. Eligibility required >80% adherence
to anti-seizure medications (ASMs) via PDC, =26 months of
continuous data pre- and post-index, a 6-month EPI/con-
vulsion-free baseline, and Medicaid coverage at index (first
ASM fill). Propensity score matching was performed on
mean QCI, age, and sex. Annual health care resource utiliza-
tion (HCRU) and costs were assessed for matched cohorts;
costs were average monthly costs over the follow-up period.

RESULTS: A total of 33,846 patients were prescribed rescue
medications (RM) and 48,703 were not. RM patients were
younger (mean age 40 vs 42) and had higher QCI scores (1.3
vs 0.8) and more frequent diagnoses of depression (16.8% vs.
12%) and anxiety (20.1% vs 13%). Both groups were major-
ity male and White (43.5%, 42.7%). In EPI-related HCRU, RM
users had =1 IP visit (56.6% vs 37.5%, P<0.001) and =1 ED
visit (44.4% vs 36.3%, P<0.001). Mean IP length of stay (2.76
vs 2.25 days) was also higher among RM users (P<0.001).
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Readmission within 7 days was also elevated among RM
users (30-day: 17.5% vs 11.6%, P<0.001). RM patients had
double the total cost (510,064 vs $4,682; P<0.001), with
higher IP ($9,150 vs $4,150), ED ($104 vs $53) (all P<0.001),
and pharmacy costs ($3,634 vs $2,873; P=0.008).

CONCLUSIONS: ASM-adherent Medicaid patients prescribed
RM had higher HCRU and costs compared to patients who
were not. This suggests patients utilizing RM have more
severe or uncontrolled EPI. PSM enabled the comparison
of similar patients across cohorts to maintain accuracy of
results. Further research comparing specific RM would
assist in determining which treatments to recommend
while stabilizing a patient’s epileptic status.

SPONSORSHIP: STATinMED, LLC.

3 88Cost savings from pharmacist-led
deprescribing in older adults: A real-world
economic perspective

Pallerla N; npallerla2l@gmail.com
Crawford Pharmacy of Pleasanton

BACKGROUND: Polypharmacy is common among older
adults and is associated with adverse drug events, increased
hospitalizations, and rising health care costs. Depre-
scribing—systematically reviewing and discontinuing
inappropriate medications—has shown promise in improv-
ing outcomes. Despite this, its adoption across health care
systems remains limited. Pharmacists, due to their medica-
tion expertise and patient accessibility, are well positioned
to lead deprescribing interventions, particularly in man-
aged care and outpatient settings.

OBJECTIVE: To evaluate the cost savings and clinical out-
comes associated with pharmacist-led deprescribing
interventions among adults aged 65 years and older using
real-world data from Medicare, EHRs, and pharmacy dis-
pensing systems between 2018 and 2025.

METHODS: This study used a mixed-methods design combin-
ing retrospective analysis of Medicare Part D claims, EHRs
from managed care clinics, and pharmacy records with pre-
dictive economic modeling. Outcomes measured included
changes in hospitalizations, emergency department visits,
prescription costs, medication adherence, and high-risk med-
ication use before and after pharmacist-led deprescribing.
Cost-benefit and cost-effectiveness analyses were conducted,
and sensitivity analyses evaluated subpopulation variability.

RESULTS: Pharmacist-led deprescribing interventions were
associated with an average annual cost savings of $1,872
per patient, with 68% of savings attributed to direct medi-
cal costs (e.g., reduced hospitalizations and medication
expenses) and 32% to indirect savings. Medication-related
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hospitalizations declined by 32%, and emergency depart-
ment visits decreased by 28%. Patients also experienced
improved adherence rates (18% increase) and a 44% reduc-
tion in the use of high-risk medications flagged by Beers
Criteria. Compared to physician-led models, pharma-
cist interventions required less time and produced higher
patient satisfaction scores.

CONCLUSIONS: Pharmacist-led deprescribing significantly
reduced health care utilization and costs among older
adults in managed care settings. These findings highlight
the clinical and economic value of involving pharmacists in
medication management and deprescribing efforts. Broader
adoption of pharmacist-driven deprescribing—supported
by standardized protocols and real-world implementation
strategies—could help address the growing burden of poly-
pharmacy and improve care quality for aging populations.

SPONSORSHIP: None
38 Health care resource utilization and costs

in patients with metabolic dysfunction-
associated steatohepatitis: A comparison between
patients with diagnosed MASH, with probable MASH,
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Salamun A% Zeldow B? Aly A, Rinella M?; cevz@novonordisk.com
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Chicago Pritzker School of Medicine, Chicago, IL

BACKGROUND: There is a high economic burden associ-
ated with metabolic dysfunction-associated steatohepatitis
(MASH). Most studies have reported on the health care
resource utilization (HCRU) and costs in patients with diag-
nosed MASH. However, MASH is often underdiagnosed and
the burden in this group is unknown.

OBJECTIVE: To compare HCRU and costs among patients
with probable MASH, those with diagnosed MASH, and
those without MASH.

METHODS: The study used Komodo Healthcare Map data
(Jan 2017 to Dec 2022) and identified patients with prob-
able MASH via an adapted MASLD Decision Tree (hepatic
steatosis index >36 or ICD-10-CM code K76.0) plus =1 car-
diometabolic risk factor. Patients with diagnosed MASH
required =1 primary inpatient or >2 outpatient codes (K75.81)
>30 days apart. Patients without MASH met none of these
criteria. Propensity score weighting adjusted for baseline
differences. HCRU (inpatient [IP], outpatient [OP], emer-
gency department [ED] visits, prescriptions) and associated
costs were assessed for all-cause, major adverse liver out-
comes (MALO)-related, and major adverse cardiovascular
events (MACE)-related categories using weighted general-
ized linear or two-part models.

RESULTS: The study included patients with probable MASH
(n=1,549,485), with diagnosed MASH (n=15,000), and with-
out MASH (n=513,862). Mean all-cause costs per patient per
year (PPPY) were $18,562 for patients with probable MASH,
compared to $14,611 for those without MASH and $26,624
for those with diagnosed MASH. The mean cost ratio (MCR)
for probable MASH vs without MASH was 1.27 (95% CI: 1.26-
1.28). In contrast, the MCR for patients with probable MASH
vs diagnosed MASH was 0.70 (95% CI: 0.67-0.72). Patients
with probable MASH incurred significantly higher all-cause
IP ($3,406), OP ($9,490), and ED ($855) costs compared to
those without MASH ($2,663, $8,088, and $666, respec-
tively). Additionally, patients with diagnosed MASH had
costs of $5,225, $13,196, and $1,150, respectively. The associ-
ated MCRs were IP: 1.28 (1.26, 1.29); OP: 1.17 (1.61, 1.87); and
ED: 1.29 (1.27,1.30) for patients with probable MASH vs those
without MASH. For patients with probable MASH vs those
with diagnosed MASH, the MCRs were IP: 0.65 (0.64, 0.66);
OP: 0.72 (0.69, 0.75); and ED: 0.74 (0.74, 0.75), respectively.
Comparable patterns were observed in MALO- and MACE-
related costs and HCRU.

CONCLUSIONS: Patients with probable MASH show higher
HCRU and costs than patients without MASH, but lower than
patients with diagnosed MASH, highlighting the economic
burden of MASH and the importance of early diagnosis and
intervention.

SPONSORSHIP: Novo Nordisk Inc.
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BACKGROUND: Cancer is a complex disease, requiring man-
agement that very often extends well beyond just treating
the malignancy itself. Patients with cancer often experience
compromised immune systems due to a variety of factors
including disease progression leading to chronic inflam-
mation and/or direct cancer treatments that impair the
immune system. As a result, patients are often at a higher
risk of infection, making addressing vaccine-preventable
diseases paramount. In 2024, ASCO updated their guide-
lines on vaccine recommendations in oncology patients.

OBJECTIVE: To describe vaccination rates for respiratory
diseases in patients with solid tumor malignancies in accor-
dance with ASCO guidelines.

METHODS: A retrospective, cohort analysis was conducted
using the Optum CDM. Adult patients (>18 years), unless
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otherwise specified by ASCO guidelines (RSV > 60 years,
Pneumococcal > 19 years), with an ICD-10-CM diagnosis
code for a solid tumor malignancy as the index event (breast,
colon, lung, prostate) between 4,/1/2023 and 3/31/2024
were included. For each index event within each of the
four solid tumor types, a vaccine-specific pre/post index
event period was identified looking for a claim represent-
ing administration of each of the 4 respiratory vaccinations
(Influenza, COVID-19, RSV, Pneumococcal) using 2024 ASCO
recommendations as guidance.

RESULTS: We identified the following number of patients
with each solid tumor malignancy: Breast (BC) (n=259,182),
Colorectal (CRC) (n=68,704), Lung (LC) (n=97,699), and
Prostate (PC) (n=296,700). For those with BC, rates were
27% for Flu, 40% for COVID-19, 18% for RSV, and 26% for
Pneumococcal. For those with CRC, rates were 24% for
Flu, 33% for COVID-19, 13% for RSV, and 23% for Pneumo-
coccal. For those with LC, rates were 28% for Flu, 36% for
COVID-19, 18% for RSV, and 27% for Pneumococcal. For
those with PC, rates were 15% for Flu, 43% for COVID-19,
20% for RSV, and 27% for Pneumococcal. Highest overall
rates for malignancy, vaccination, and malignancy/vacci-
nation combination were LC at 27%, COVID-19 at 38%, and
PC/COVID-19 at 43%. Lowest overall rates for malignancy,
vaccination, and malignancy/vaccination combination were
CRC at 24%%, RSV at 17%, and CRC/RSV at 13%.

CONCLUSIONS: This analysis shows that there is a signifi-
cant gap in care for this vulnerable population. This is likely
due to a combination of factors including but not limited
to discordant care, vaccine hesitancy, patient and provider
awareness, and others. Additional research is likely neces-
sary to better understand this patient population, barriers,
and strategies to improve vaccination rates.

SPONSORSHIP: None

39 Trends in opioid abuse disorder diagnoses,
hospitalizations, and receipt of guideline-

recommended treatment after hospitalization by

insurance type, sex, and age (2021-2024)

Teigland C, Birch K, Pulungan Z, Sunkari K; christie.

teigland@inovalon.com

Inovalon

BACKGROUND: Opioid misuse continues to be a public
health crisis, but there is limited information on opioid use
disorder (OUD) in privately insured populations. In spite of
high costs related to OUD-related hospitalizations and the
efficacy of medication-assisted therapy, previous evidence
has shown that many patients do not receive guideline-
recommended therapies to treat OUD.
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OBJECTIVE: To evaluate 2021-2024 trends in OUD diagnoses
rates, opioid-related hospitalizations, and receipt of recom-
mended therapy.

METHODS: Retrospective analysis using Inovalon’s MORE2
database that includes nationally representative samples of
commercially insured, Managed Medicaid (MM), and Medi-
care Advantage (MA) populations. Individuals were aged >18
years with continuous enrollment during the measurement
year. An OUD diagnosis was classified as 1 inpatient or 1 out-
patient claim with an ICD-10-CM code for any OUD-related
disorder (F11.XX). OUD-related hospitalizations were iden-
tified by an opioid ICD-10-CM code in any position on the
inpatient claim. Buprenorphine, naltrexone, and methadone
were considered recommended therapies (RT) based on US
FDA guidelines. Descriptive statistics for diagnoses, hos-
pitalizations, and receipt of RT within 30 days of hospital
discharge were generated for 2021-2024 stratified by insur-
ance type, sex, and age group.

RESULTS: The MM population had the highest OUD diagnoses
rates (e.g., 2024, 3.1% vs 2.0% of MA and 0.6% of commer-
cial). The proportion of OUD patients with an OUD-related
hospitalization increased from 2021 to 2024 for commercial
(14.0% to 16.1%) and MA (11.2% to 12.2%) but decreased for
MM (17.0% to 15.9%). The percent of OUD patients receiving
RT after hospitalization was highest in commercial patients
(31.3% in 2024) and lower in MA patients (19.8% in 2024). A
larger share of males had an OUD-related hospitalization
compared to females (16.4% vs 14.6% 2024) and more males
received RT (31.0% vs 28.5%). OUD-related hospitalizations
were highest in those aged 18-34 (18.8%) and lowest in those
aged 265 (12.0%). Conversely, 36.0% of OUD patients aged
18-34 received RT after hospitalization compared to just
11.8% of those older than 65.

CONCLUSIONS: Disparities in OUD diagnosis rates, hospi-
talizations, and receipt of recommended therapies were
apparent by age, sex, and insurance type. Notably, fewer
than one-fifth of MA and one-third of commercial OUD
patients received RT within 30 days of opioid-related hos-
pitalization. Treatment after hospitalization represents
a critical opportunity window for interventions that can
greatly reduce risk of overdose and death.

SPONSORSHIP: Inovalon
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39 Impact of dupilumab on health care resource
utilization and its treatment patterns in
patients with atopic dermatitis and comorbid asthma:
A non-interventional study utilizing a US claims database
Beyene T, Beyene T, Ball K!, Hopkins K!, Campbell C?, Bieszk
N?, Sierka D?, Vickers D?; tariku.beyene@carelon.com;
Jibattariku@gmail.com; Caresse.Campbell@sanofi.com
!Carelon Research; *Sanofi

BACKGROUND: Atopic dermatitis (AD) affects about 7% of
US adults and 6-11% of children, while impacting 15-20% of
children and 1-3% of adults globally. Patients with AD have an
increased asthma risk and reduced life quality. Although dupi-
lumab is approved for treating both conditions, real-world
data on its impact on health care usage and asthma exacerba-
tions in patients with both AD and asthma are limited.

OBJECTIVE: To evaluate dupilumab’s real-world effects on
health care use and asthma exacerbations in patients aged
12+ with AD and asthma, over 12 months pre- and post-
treatment initiation.

METHODS: This retrospective, observational cohort study
used the Healthcare Integrated Research Database (HIRD)
with US health claims from commercial and Medicare
Advantage plans. Included were patients aged 12+ diagnosed
with AD and asthma, prescribed dupilumab for AD between
March 1, 2017, and April 30, 2023. The first dupilumab claim
was the index event. Healthcare Resource Utilization and
asthma exacerbations were measured 12 months pre- and
post-index; treatment patterns including adherence and
switching were assessed for 12 months post-index.

RESULTS: Among 1,907 patients that received dupilumab and
metinclusion criteria, 60.5% were male and 82.4% were aged 18+
at first prescription. Dermatologists prescribed dupilumab for
65.1% and allergists/immunologists for 9.1%. Although declines
in AD-related hospitalizations and ED visits are insignificant,
the 12-month follow-up shows fewer overall outpatient (98.8 to
89.8%) and dermatologist visits (75.1 to 66.1%); prescription fills
rose from 5.6 to 12.7 (P<0.01). Asthma-related hospitalizations
decreased (5.6% to 4.1%); ED and outpatient visits also declined
(10.4% to 8.2% and 94% to 59.6%, respectively) (P<0.01). Sys-
temic corticosteroid and inhaled short-acting beta-2 agonists
medication use also decreased. A 60-day non-refill discon-
tinuation gap was noted in 34.3%; 30.4% restarted dupilumab
after 60 days of discontinuation, and 4.0% switched to other
AD-related medications. Asthma exacerbations decreased
from 23.5% to 10.2%, and the episodes per patient fell from 0.3
to 0.1(P<0.01).

CONCLUSIONS: In the 12 months post-dupilumab, health care
utilization significantly declined, including fewer asthma-
related hospitalizations, ED, and outpatient visits. AD-related

visits decreased, while prescription fills increased, possibly
driven by dupilumab use. Asthma exacerbations and fre-
quency significantly decreased, highlighting dupilumab’s
benefits in patients with AD and comorbid asthma.

SPONSORSHIP: Sanofi

39 Incremental health care costs of psychoses
and agitation/aggression among Medicare

beneficiaries with Alzheimer disease

Zacker C!, Puckett J?, Kamal-Bahl S%

christopher.zacker@abbvie.com

1AbbVie; 2COVIA Health Solutions

BACKGROUND: A particularly challenging aspect of Alzheimer
disease (AD) is the frequent occurrence of neuropsychiatric
symptoms such as psychoses and agitation/aggression. In
the absence of effective treatments—antipsychotics are often
used despite well-known side effects and limited efficacy—
these symptoms can substantially increase costs.

OBJECTIVE: To estimate the incremental health care costs
associated with neuropsychiatric symptoms in a national
sample of patients covered by Medicare, the primary payer
for AD care in the United States.

METHODS: This cross-sectional analysis used 2022 Medicare
fee-for-service claims to identify adults with >1 inpatient
or =2 outpatient claims with a diagnosis of AD, continuous
Medicare Parts A, B, and D enrollment during the year, and
no evidence of bipolar disorder or schizophrenia. Based on >1
inpatient or >2 outpatient claims with relevant ICD-10 codes,
four mutually exclusive groups were created: AD with psy-
choses, AD with agitation/aggression, AD with both, and AD
without either (i.e., control group). All-cause and AD-related
costs (adjusted to 2024 USD) were reported. Multivariable
generalized linear models estimated adjusted incremental
costs for psychosis alone, agitation/aggression alone, and
both symptoms relative to patients without either, control-
ling for sociodemographic and clinical covariates.

RESULTS: The final sample included 272,685 beneficiaries
with AD: 4,785 (1.8%) with psychoses, 70,200 (25.7%) with
agitation/aggression, 14,904 (5.5%) with both, and 182,796
(67.0%) without either. Characteristics were similar across
the four study groups (mean age 82.5-83.5 years; 67.3-74.8%
female; 82.4-85.4% White). Compared to patients without
neuropsychiatric symptoms, risk-adjusted all-cause costs
were higher in patients with psychoses ($37,733; A=S$5,577,
P<.0001), agitation/aggression  ($39,029; A=$6,131;
P<.0001), and both symptoms ($45,523; A=$12,974; P<.0001).
Similarly, risk-adjusted AD-related costs were higher in
patients with psychoses ($11,038; A=S$1,311; P<.0001), agi-
tation/aggression ($14,048; A=S$3,996; P<.0001), and both
symptoms ($16,108; A=$6,185; P<.0001).
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CONCLUSIONS: Among Medicare beneficiaries with AD,
psychoses and agitation/aggression are associated with sig-
nificantly higher health care costs. These findings underscore
the economic burden of these symptoms and the need for
more effective and better-tolerated treatments. As AD preva-
lence grows, targeted treatments for psychosis and agitation/
aggression may offer important clinical and economic benefits.

SPONSORSHIP: AbbVie, Inc.

39 Improved outcomes in patients with multiple
sclerosis initiating cladribine tablets
compared with those denied health insurance coverage

in the United States

Passarelli A!, Yapar N, Sun Y, Rodchenko K!, Baser O!,
Phillips A2, Chen X?; alexandra@cdanyc.com;
xiaoxue.chen@emdserono.com

IColumbia Data Analytics, New York, NY, USA; 2EMD Serono,
Boston, MA, USA

BACKGROUND: Cladribine tablets (CladT) are indicated for
relapsing forms of multiple sclerosis (MS), including relaps-
ing-remitting and active secondary progressive disease.
Despite clinical evidence demonstrating its effectiveness,
safety, and benefits, barriers from third-party payers may
limit access to CladT.

OBJECTIVE: To assess the impact of access to CladT versus
denied coverage on clinical outcomes, health care resource
utilization (HCRU), and costs among patients with MS (PwMS).

METHODS: This retrospective cohort study used US claims
data from Kythera Labs between April 1, 2018, and Decem-
ber 31, 2024. Adult PwMS with >2 claims for MS at least 30
days apart were included. The index date was defined as the
date of the first prescription dispensing for CladT (approved
cohort) or first denied prescription claim for CladT (denied
cohort). Continuous eligibility was required for 12 months
pre- and 24 months post-index. Cohorts were matched 1:1
using nearest-neighbor propensity score matching (PSM).
Outcomes included MS-related treatments, relapse mea-
sures (annualized relapse rate [ARR], time to first relapse),
all-cause and MS-related HCRU, and health care costs, ana-
lyzed using generalized linear and Cox models post-PSM.

RESULTS: A total of 1,718 PwMS met the inclusion criteria.
Of the 1,382 approved patients, 24.0% had at least one prior
denial before gaining access to CladT. Among the 336 con-
sistently denied patients, 69.3% had more than one denial of
CladT. At baseline, the approved patients were older (mean
age:49.5vs 46.6 years), had higher comorbidity burden (mean
Charlson Comorbidity Index: 0.41 vs 0.26), and had greater
use of dalfampridine (9.8% vs 3.9%) and disease-modifying
therapies (38.9% vs 34.5%) compared to the denied patients.
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Post-PSM, the approved patients exhibited a lower ARR than
the denied patients (risk ratio=0.57; 95% confidence inter-
val [CI]: 0.38, 0.84; P=0.03). The approved patients also had
fewer physical therapy/rehabilitation claims per patient per
year (PPPY; incidence rate ratio=0.51; 95% CI: 0.39, 0.67;
P=0.013). All-cause outpatient costs (mean cost difference
[MCD] PPPY: -$4,634; 95% CI: -$6,336, -$2,932; P<0.001)
and total medical costs (MCD PPPY: -$6,166; 95% CI: -$9,011,
-$3,322; P<0.001) were significantly lower in the approved
versus denied patients.

CONCLUSIONS: Initiation of CladT was associated with signif-
icant reductions in MS relapse rates, decreased rehabilitation
services use, and lower total medical costs, particularly out-
patient costs, compared with patients denied coverage.

SPONSORSHIP: EMD Serono (CrossRef Funder ID: 10.13039/
100004755)

395Impact on accountable care organization
diabetes population; health plan pharmacist

value-based care engagement

Woodward C, Hattori A, Ronen R;
christopher.woodward@bcbsnc.com

Blue Cross and Blue Shield of North Carolina

BACKGROUND: Value-based care partnerships with
accountable care organizations (ACOs), such as Blue Cross
NC’s Blue Premier (BP), offer a pathway to improving quality
of care for members with diabetes. Research is essential to
assess the long-term impact of these partnerships on both
clinical and economic outcomes.

OBJECTIVE: To assess the impact on cost trends of a health
plan led diabetes initiative within a value-based care
framework.

METHODS: Health plan pharmacists shared data regularly
with ACOs specific to diabetes for financially account-
able members. Member history, including medical and
pharmacy claims, adherence, and lab data, was presented
through reports, verbal discussions, and integrated visual
tools, highlighting member examples from the ACO attrib-
uted population. Actions were focused on deprescribing
duplicate therapies such as glucagon like peptide-1receptor
agonist (GLP1) and dipeptidyl peptidase-4 inhibitor medica-
tions, stockpiling of GLP1 medications, cost-efficient use of
medications, and gaps in diabetes quality measures. This
study analyzed 52,074 commercial members who main-
tained continuous coverage from 2023 through 2024. It
included active members with a diabetes episode and at
least one fill of an antidiabetic medication within the past
27 months. The study population was divided into two
groups: members attributed to a BP primary care provider
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(intervention group) and those not attributed to a BP pri-
mary care provider (comparison group). Members with an
annual total cost of care exceeding $250,000 were excluded.
Arisk adjusted fixed-effects analysis was conducted to eval-
uate temporal changes in total and diabetes-related costs
between the intervention group and the comparison group.

RESULTS: The health plan and ACO partnership supported
control of the financial trend of members with diabetes in
Blue Premier. From 2023 to 2024, increasing trends in total
medical expenses and diabetes-related medical expenses
were significantly smaller by $51 and $11 per-member-per-
month (P values = 0.038 and 0.001), respectively, among the
intervention group compared to the comparison group.
In contrast, no statistically significant differences were
observed between the groups in the temporal trends of
total prescription expenses and diabetes-related prescrip-
tion expenses (P values = 0.158 and 0.332).

CONCLUSIONS: The value-based care partnership incentiv-
ized ACOs to increase uptake of diabetes-related initiatives.
By integrating pharmacy discussions and facilitating shared
data, health plans and ACOs may further improve patient
care while managing health care utilization.

SPONSORSHIP: None
39 Long-term impact of elexacaftor/tezacaftor/
ivacaftor on healthcare resource utilization
and costs among people with cystic fibrosis aged =6
years in the US: A retrospective analysis of commercial
claims in the Forsyth Health proprietary database
Stackland S, Do D?, Eatherly M?, Morlando-Geiger J?,
Bhaiwala Z3, Shah M3, Shah J%;
sydnie.stackland@forsythhealth.com
'Forsyth Health; *Forsyth Health, Morris Plains, NJ, USA;
3Vertex Pharmaceuticals Incorporated, Boston, MA, USA

BACKGROUND: TRIKAFTA or elexacaftor/tezacaftor/ivacaftor
(ETI) is a cystic fibrosis (CF) transmembrane conductance
regulator modulator (CFTRm) first approved for the treat-
ment of people with cystic fibrosis (pwCF) aged =12 years in
the United States in October 2019; the label was expanded to
include pwCF aged 6-11 years in June 2021. Real-world stud-
ies have demonstrated the significant impact of ETI on health
care resource utilization (HCRU) and economic benefits but
have been limited to short-term (<1 year) trajectories.

OBJECTIVE: The goal of the study was to investigate the long-
term impact of ETI therapy on pulmonary exacerbations
(PEx), HCRU, concomitant medication use, and associated
medical costs using Forsyth Health’s proprietary claims
database, which represents the lives of a large US Commer-
cial national payer. Vertex Pharmaceuticals (a manufacturer)

and Forsyth Health (a Real-World Data & Analytics company
affiliated with Evernorth) collaborated on the design of the
study protocol and interpreting results.

METHODS: We identified pwCF aged 26 years who had their
first-ever recorded outpatient (OP) prescription for ETI (date
of first fill for ETI = index date) on or after October 21, 2019,
and were continuously enrolled for 1 year pre- and =2 years
post-index. We compared annualized rates of PEx (inpatient
or IV antibiotics), HCRU, and associated costs pre- and post-
index. Exploratory analyses were conducted for a subset of
patients continuously enrolled for >3 years post-index.

RESULTS: A total of 645 patients aged 212 years (mean age
274, 43.3% female) were identified in the Forsyth commer-
cial database. A total of 48.2% were CFTRm treatment naive.
The annualized rate of PEx was 0.49 (95% CI 0.41, 0.57) in
the 1-year pre-index period and 0.19 (0.15, 0.24) over 2 years
post-index—a 61.2% reduction. Similarly, the annualized
rate of inpatient hospitalizations was 0.43 (0.35, 0.51) pre-
index vs 0.18 (0.13, 0.23) over 2 years post—a 58.1% reduction.
The annualized rate of OP visits (inclusive of ED, office,
home health, and other outpatient visits) was 30.9 (28.6,
33.2) pre-index vs. 23.0 (21.2, 24.8) over 2 years post—a 25.6%
reduction. These reductions were maintained in the subset
of n=466 pwCF continuously insured for 3 years (reduc-
tions of 64.2% in PEx, 59.1% in hospitalizations, and 30.4% in
OP visits vs pre-index). Additional analyses of concomitant
medication use, costs, and outcomes for the 6-11 population
will be available at time of presentation.

CONCLUSIONS: ETT demonstrates durable reductions in dis-
ease burden associated with CF over time and meaningful
reductions in HCRU within a large US payer.

SPONSORSHIP: Vertex Pharmaceuticals Inc.

Respiratory
41 The most common comorbidities leading

to a diagnosis of chronic lung allograft
dysfunction (CLAD)-bronchiolitis obliterans syndrome
(BOS) subsequent to lung transplant (LTx) using an open
administrative claims database in the United States
Minshall M!, Edwards E!, Walsh J?, Potter D?;
michael.minshall2l7@gmail.com
1Zambon USA Ltd.; 2Ambit, Inc.

BACKGROUND: Chronic lung allograft dysfunction (CLAD)-
bronchiolitis obliterans syndrome (BOS) is a rare disease
and severe form of chronic rejection after lung trans-
plantation (LTx) affecting an increasing proportion of LTx
recipients after transplant. CLAD-BOS is characterized by
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airflow restrictions and progressive shortness of breath
resulting in increased morbidity and mortality after LTx.
Recent updates to the ICD-10-CM for the United States
now include BOS (J44.81), CLAD (J4A8, J4A9), and restrictive
allograft syndrome (RAS, J4A.0), effective 10/1/2023. CLAD-
BOS previously had no specific ICD-10-CM codes, thereby
making claims-based analysis difficult.

OBJECTIVE: To assess the most frequent comorbidities
associated with a CLAD-BOS diagnosis using open adminis-
trative claims as the data source.

METHODS: We used a licensed open administrative claims
database (Ambit, Inc)) to build a cohort of CLAD-BOS
patients after LTx. The cohort was indexed to a claim for
LTx (diagnosis and procedure claims) between 11,/01/2017
and 10/31/2022. The second index event was a CLAD-BOS
diagnosis =12 months post-LTx possible in two ways: 1)
having a code for BOS, CLAD, or RAS; 2) having two CLAD
symptom codes and a pulmonary evaluation (i.e., CT, lung
biopsy, or bronchoscopy) in a pre-specified sequence. We
then assembled time aligned cohorts of LTx patients with-
out CLAD-BOS for all comparisons.

RESULTS: The open claims database yielded a large LTx pop-
ulation (n=7440) with sufficient CLAD-BOS or RAS patients
(n=204) forming the basis for all analyses. We further sub-
divided the CLAD-BOS or RAS groups into faster (1-2 years,
n=116) and slower (>2 years, n=88) development subgroups.
The top four comorbidities demonstrating differences were
identical in the faster and slower CLAD-BOS or RAS devel-
opment subgroups, respectively, including bronchitis (2.5x
and 1.7x), interstitial lung disease (ILD)/fibrosis (2.2x and
1.6x), gastroesophageal reflux disease (GERD, 1.6x and 1.2x),
and infection (1.4x and 1.1x).

CONCLUSIONS: Comorbid conditions most closely associ-
ated with CLAD-BOS development after LTx were bronchitis,
interstitial lung disease (ILD)/fibrosis, gastroesophageal
reflux disease (GERD), and infection in our analysis utilizing
open claims data. These data represent an opportunity for
intervention when these comorbid conditions are present
prior to CLAD-BOS diagnosis.

SPONSORSHIP: Zambon USA Ltd.
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419Evaluating the real-world effects of
biosimilar introduction on stable patients
with rheumatologic and inflammatory bowel diseases:
A three-month post-switch analysis

Renfro C!, Saknini M?, Pate J*, Rosser-Webb E*, Baird D?,
Reynolds V°, Wyatt K¢ DeClercq J3, Gibbs K3, Gobbell J?,
Perciavalle K7, Choi L3, Zuckerman Al;
chelsea.renfro@vumec.org; julia.e.pate@vumc.org
Wanderbilt Specialty Pharmacy, Vanderbilt Health;
2Vanderbilt Specialty Pharmacy; *Vanderbilt University
Medical Center; “Vanderbilt Specialty Pharmacy Student
Research Program,; *Vanderbilt Specialty Pharmacy/
Vanderbilt Health; ®Vanderbilt University Medical Center/
Vanderbilt Specialty Pharmacy; "Vanderbilt University
Medical Center Specialty Pharmacy

BACKGROUND: The expanded availability of adalimumab
biosimilars is accelerating transitions from the origi-
nator. Biosimilars improve cost-containment and have
demonstrated similar effectiveness and safety compared to
originators in clinical trials. Real-world evidence is needed
to highlight outcomes for patients stable on an originator
who switch to a biosimilar.

OBJECTIVE: To evaluate biosimilar switches and patient
outcomes (adverse events and dose escalations) in rheuma-
tology or inflammatory bowel disease (IBD) patients who
switched to an adalimumab biosimilar.

METHODS: A single-center, retrospective review was con-
ducted. Included patients were switched to an adalimumab
biosimilar by a rheumatology or IBD provider between Jan-
uary and June 2024 and had been stable on the originator
(same dose and frequency with no dose escalations) for at
least 3 months before switching. Patients were excluded if
they never started the biosimilar. Patients were followed
for 3 months after biosimilar initiation. Outcomes included
number of dose escalations, number of adverse effects or
worsening of symptoms, number of switches (branded to
unbranded product or another biosimilar) post-biosimilar
initiation, and reason for switch. Data were analyzed using
descriptive statistics.

RESULTS: Included patients (n=269) were predominantly
White (89%) female individuals (61%) with a median age of
46 years (interquartile range [IQR]=35-56 years). The top
three indications for adalimumab were rheumatoid arthritis
(n=84, 31%), Crohn disease (n=84, 31%), and psoriatic arthri-
tis (n=37, 14%). Most patients initiated adalimumab-adaz
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(n=193, 72%) upon switching from adalimumab origina-
tor. Post-biosimilar initiation, 13 patients (n=5%) had a
dose escalation with a median of 82 days (IQR = 30-153)
from biosimilar initiation to escalation. Ten patients (4%)
reported experiencing an adverse event with 66 patients
(25%) experiencing worsening symptoms or flares. Almost
half of patients required a second switch (n=130, 46%) to
unbranded adalimumab-adaz (n=108/130, 83%), back to
the adalimumab originator (n=10/130, 8%), or to a non-
adalimumab product (n=5/130, 4%). Medication availability/
stock issues (n=104,/130, 81%) was the most common reason
for the second switch.

CONCLUSIONS: Biosimilars were well tolerated during the
first 3 months of therapy with a low number of patients
experiencing adverse events; however, 25% of patients
stable on adalimumab originator experienced worsening
symptoms or flares. Many patients stable on adalimumab
originator who switch to an adalimumab biosimilar require
subsequent switches within 3 months, using clinic/phar-
macy resources.

SPONSORSHIP: None

42 The value of medical and pharmacy
integration in managing oral oncologic

medications

Smith C!, Farrelly E', Gundlach A!, Bouchard N?, Sisk M?,

McAneny B* christie.smith@cencora.com

ICencora; 2Hematology Oncology Associates of CNY;

Palo Verde Cancer Specialists; “New Mexico Oncology

Hematology Consultants, Ltd.

BACKGROUND: Medically integrated pharmacies, also
known as medically integrated dispensing (MID) care
models, are dispensing pharmacies that use a patient-
centered and multidisciplinary team approach to provide
medications, often in oncology practices. The integration
of prescriptions through an onsite physician dispensing
practice allows the dispensing team to have a comprehen-
sive understanding of the patient’s health record, which
facilitates follow-up care. MID systems have demonstrated
the potential to transform oncology practices by creating
a more comprehensive care model, reducing waste, saving
costs, and improving clinical outcomes.

OBJECTIVE: To expand on previous analysis by measuring
adherence to orally administered oncolytic medications in
two cancer types at multiple oncology practices.

METHODS: This was a retrospective study of adult patients
treated with Xtandi (enzalutamide) for prostate cancer
and Imbruvica (ibrutinib) for chronic lymphocytic leuke-
mia from July 1, 2016, to July 30, 2022. Oncology care model
pharmacy claims data were obtained from three US-based
practice sites and merged with Medicare oral dispensing
data. The study groups were MID, comprising patients who
filled all their prescriptions at MID pharmacies, and non-
MID, consisting of patients who filled prescriptions on- and
off-site. Therapy adherence for each medication was mea-
sured by calculating the medication possession ratio (MPR)
for patients in the MID and non-MID groups who had >1
prescription. The numerator was capped at the number of
days in the follow up period, since MPR is overinflated if
patients obtain early refills. The standardized mean differ-
ence (SMD) of the adjusted MPR was used to quantify the
difference between the groups. A value 220% was consid-
ered meaningful.

RESULTS: A total of 133 patients were included; the num-
ber of MID and non-MID patients for each medication were
enzalutamide (36:10) and ibrutinib (58:15). The mean age
(SD) for enzalutamide patients was 76 (8) years and 77 (9)
years for ibrutinib patients. For the MID subgroups, the MPR
for patients receiving enzalutamide was 0.83 and 0.75 for
patients receiving ibrutinib. The SMD between the MID and
non-MID subgroups (n=119) was 48.1% for enzalutamide and
40.3% for ibrutinib.

CONCLUSIONS: Oral oncolytic therapy adherence was
meaningfully higher in the MID group vs the non-MID for
the two medications. These findings support the potential
benefits of MID care models in oncology; further analysis of
impact of MID on total cost of care is ongoing.

SPONSORSHIP: Cencora
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Benefit and Design

Improving access and equity in the United States
through a uniform national formulary
Persaud V', Ayeni J', Ehlke D? vpersaud6@student.touro.edu;
jayeni@student.touro.edu
"Touro College of Pharmacy; >SUNY Downstate Health
Sciences University, School of Public Health

Biosimilars

2 Real-world utilization and patient characteristics
of biologic vs biosimilar rituximab from a

specialty pharmacy

Tran T, Kim J?, Jeong A3; tiffany.tran3@westernu.edu

"Western University of Health Sciences; *Western University

of Health Sciences / California Specialty Pharmacy;

3California Specialty Pharmacy

Cell and Gene Therapies

4 Coverage practices and pricing of FDA-approved
gene therapies in the United States

Lang P!, Kamal K'; pnl0003@mix.wou.edu

'West Virginia University School of Pharmacy

Central Nervous System

5 Real-world discontinuation risk and adverse
events with anti-amyloid therapies in patients

with Alzheimer disease

Kim D!, Reynolds T', Godley P', Park C?

dak1878@BSWHealth.org

Baylor Scott and White Health; *The University of Texas at

Austin

JMCP.org | October 2025 | Vol. 31, No.10-d

5 Economic and clinical impact of dual orexin
receptor antagonists versus zolpidem in

Medicare Part D beneficiaries with chronic insomnia

Wang Y, McHugh A!, Nestlehut S, Dahl C';

yueelaine.wang@cuanschutz.edu;

alexander.mchugh@cuanschutz.edu

'Prime Therapeutics

5 Impact of medication adherence on clinical

and economic outcomes in multiple sclerosis:
A scoping review of real-world evidence
Bishop T!, Mendelsohn A2, Lockhart C3; bish@ad.unc.edu
'Prime Therapeutics; 2BBCIC; *The Biologics and Biosimilars
Collective Intelligence Consortium

5 Real-world patterns in preventive CGRP use pre
and post AHS 2024 position statement update in

a commercially insured population

Brown R!, Woodward C', O’hara B?, Smith S®, Ronnen R?;

rebecca.brown@bison.howard.edu

'Blue Cross and Blue Shield of North Carolina; 2AMCP

Carolinas; *Blue Cross Blue Shield North Carolina

54Methods for dopamine delivery across the
blood-brain barrier in treating Parkinson disease:
A systematic literature review

Lee W!, Renu Al Liu I'; leewinnie431@gmail.com;
ar2407@scarletmail.rutgers.edu; il292@scarletmail.rutgers.edu
'AMCP Chapter at the Ernest Mario School of Pharmacy at
Rutgers University

Clinical Programs

8 4Facilitators for implementation of pharmacist
billing for medication therapy management (MTM)
Larson S', Hu A?, Pincus K3, Cooke C*, Elonge E?, Brandt N5
splarson@umaryland.edu; hu.amy09@gmail.com
'Univeristy of Maryland School of Pharmacy; 2University
of Maryland; 3University of Maryland School of Pharmacy;
“University of Maryland Baltimore; °The Peter Lamy Center
on Drug Therapy and Aging, University of Maryland
Baltimore School of Pharmacy
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Dermatology

958ridging the beauty gap: Evaluating access
barriers to aesthetic dermatology in underserved

populations through a managed care lens
Kamack-Cummins Al, Anidi B!, Issa A!, Lim K!, Arganyan S?
akamack23@kgi.edu

Keck Graduate Institute; *West Coast University

Digital Health and Technology
Generative artificial intelligence (GenAl) in

11 the biopharmaceutical sector: A survey on

perceptions, use cases, and barriers to implementation

Darke Al, Hurd R?, Babakhani R?, Ko J% adarkel8@gmail.com

'University of Georgia College of Pharmacy and Beam

Therapeutics; 2Beam Therapeutics

11 Impact of telehealth on hydroxyurea
adherence and clinical outcomes in

sickle cell disease management: A systematic

review and meta-analysis

Akosah A', Zapata L'; Akwasi.Akosah@uga.edu
'University of Georgia

Drug Pricing, Payment, and
Reimbursement
Cost-effectiveness of a hypothetical

12 outpatient RSV treatment for older

patients in the United States

Chen J', Wu A?, Hutton D?, Lai S*, Ozawa S?

jlaweichen32@yahoo.com

'UNC Chapel Hill; 2AESARA; *University of Michigan;

*UNC Eshelman School of Pharmacy

1 2 Cost-effectiveness of osimertinib for
consolidation in EGFR-mutated stage 11l NSCLC

Chang J', Xiong S'; josephsunchang0@gmail.com

'University of Cincinnati

12 PDABs in motion: Tracing the development of
state-led drug cost regulation

Nguyen C'; christina.nguyen@umaryland.edu

'University of Maryland School of Pharmacy

Endocrine and Metabolic

14 Clinical, economic, and patient-reported
outcomes from continuous glucose monitoring

in patients with type 2 diabetes

Gadd S', Willis C?, Rashid I', Park K, Holland K', Asche C3,

Ghule P*, Brixner D'; shannon.gadd@hsc.utah.edu;

Connor.Willis@pharm.utah.edu; ishfaqrashid139@gmail.com;

carl.asche@pharm.utah.edu; diana.brixner@utah.edu

'University of Utah; 2University Utah; *University of Utah
College of Pharmacy; “Center for Evaluation of Value and

Risk in Health, Tufts Medical Center

14 Racial disparities associated with total health
care expenditures (THEs) in type 2 diabetes

mellitus (T2DM): Impact of GLP1 RAs

Arefin P!, Sansgiry S; parefin@cougarnet.uh.edu

'University of Houston

14 Misdiagnosis of adult-onset type 1 diabetes
and associated DKA risk and timing in adults

with autoimmune risk factors

Kim D!, Reynolds T', Godley P', Park C?

dak1878@BSWHealth.org; Tim.Reynolds@BSWHealth.org

Baylor Scott and White Health; *The University of Texas at

Austin

14 The impact of continuous glucose monitors
on pharmacy and medical benefit costs in

patients with diabetes: A claims-based analysis

Marchese E!; marchese.56@osu.edu

'Employers Health

Health Disparities/Equity
Social determinants of health and migraine

19 management: A real-world analysis using the
Area Deprivation Index

Steele K!, Louie Al, Reitz S}, Bishop L!, Oliver C%;
steelekennedy4@gmail.com

'Regence

19 Methods for imputing race and ethnicity in
real-world data: A scoping review

Lynch C!, Wildeman J!, Pawloski P?, Lockhart C?

cassl00@uw.edu; jennamw@uw.edu

'University of Washington; *The Biologics and Biosimilars

Collective Intelligence Consortium
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202Identification of factors that may contribute
to vaccine hesitancy in high-risk members of
a commercial health plan

Watson R!, Christensen A2, Richard-Mitchell D3, Gregory L*,
Luong K* ronaldl.watson@famu.edu

Blue Cross and Blue Shield of Kansas City; 2Blue Cross

Blue Shield of Kansas City; *FAMU, CoPPS, IPH; “Kansas
University

Infectious Disease
Tenofovir alafenamide- versus non-tenofovir

24 alafenamide-containing antiretroviral
regimens and the effects on changes of proteinuria
biomarkers in the treatment of HIV type 1: A systematic
literature review and meta-analysis

Liu H', Rashid I?, Rashid M?, Kalati J?, Willis C*, Rogers RS,
Navadeh S¢, Weinberg A%, Chaiyakunapruk N?
u6061412@umail.utah.edu

'Pharmacotherapy Outcomes Research Center, College

of Pharmacy, The University of Utah; *University of Utah;
*Department of Pharmacotherapy, University of Utah
College of Pharmacy; “University Utah; °Gilead Sciences,
Inc.; Gilead Sciences

Mental Health

26 Effect of antihypertensive medications on
economic burden among Alzheimer disease

and related dementia (ADRD): ADRD registry data

linked to Medicaid

Jiang X!, Wang M!, Lv G?, Lu Z; xj3@email.sc.edu;

wangmou2007@outlook.com; lu32@email.sc.edu

'University of South Carolina; 2The First Medical Center of

Chinese PLA General Hospital

Musculoskeletal
Preoperative depression and anxiety as

28 predictors of persistent opioid use after
orthopedic surgery: A retrospective claims-based
analysis

Park S!, Beyene K!, Micek S!, Griggs S!, Arackal J?, Venker B
sunny.park@uhsp.edu

University of Health Sciences and Pharmacy in St. Louis;
2Roivant Sciences

JMCP.org | October 2025 | Vol. 31, No.10-d
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Oncology

2 9 1A development of monocarboxylate transporter
4 inhibitor/docetaxel-loaded smart layer-by-

layer nanoparticles for prostate cancer therapy

Bloom J!, Jackson K?, Ngo A% Zhang W', McGriff T*, Paul K

Jeanial.bloom@famu.edu; albert.ngo@famu.edu

'FAMU; *Florida A&M University; SFLORIDA AGM

UNIVERSITY; “FAMU COPPS at IPH

29 Real-world patterns of intravenous

immunoglobulin (IVIG) and antimicrobial
use in members with multiple myeloma treated with
chimeric antigen receptor T-cell (CAR T) or bispecific

antibody (BsAbs) therapies
Bishop T, Ndujiuba S', Kim AL, Wilson Al; bish@ad.unc.edu

'Prime Therapeutics

29 Real-world clinical outcomes and health
care resource utilization with covalent BTK

inhibitors in CLL/SLL (2020-2025): A systematic review

Rizk R%; ramezrizkelkosary@gmail.com

'University of Rhode Island / AbbVie Inc. / Academy of

Managed Care Pharmacy Foundation

29 Health care resource utilization and costs
among patients with vs without biomarker

testing in metastatic colorectal cancer (mnCRC): A real-

world analysis of Horizon BCBSNJ members

Bernard J'; jordan.e.bernard@uconn.edu

'Horizon Blue Cross Blue Shield of New Jersey

29 Machine learning performance in diagnosis
and treatment of head and neck and

esophageal cancers: A scoping review

Dangpiaei S', Newcomer S?, Kamal K?; sd00087@mix.wvu.edu

'West Virginia University, School of Pharmacy; 2AMCP
Chapter at West Virginia University; *West Virginia

University School of Pharmacy

29 Cost-effectiveness of xofigo in bone-
metastatic castration-resistant prostate

cancer: A Markov model analysis

Luong P!, Zapata L?; phuong.luong@uga.edu;

lorenzo.villazapata@uga.edu

'University of Georgia College of Pharmacy; University of

Georgia

29 Assessing the cost-utility of predictive
biomarkers in oncology treatment compared

to traditional approaches

Issac Ji, Do C%; JoelissacOS@gmail.com; christdo2l@gmail.com

'Philadelphia College of Pharmacy
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29 Assessing tumor volume: A scoping review of
measurement methods and clinical utility in

head and neck and lung cancers

Newcomer S!, Dangpiaei S?, Kamal K3, stn00001@mix.wou.edu

!AMCP Chapter at West Virginia University; 2West Virginia

University, School of Pharmacy; *West Virginia University

School of Pharmacy
33 Safety of combined radioligand and

systemic therapies in neuroendocrine tumors:
A systematic review
Erb R!, Chan C? Kimani M3 Egbuemike C*, Park C%
rskylaerb@utexas.edu
'University of Texas at Austin; *University of Pittsburgh;
3Thomas Jefferson University; “The University of Texas at

Austin

33 Evaluating early-onset colorectal cancer
incidence trends and geographic disparities

among adults aged 20-50 years in Michigan

Mercado P!, Reiter D!, Walters T?, Cochran M3,

Moormeier M}, Richard-Mitchell D*, Jean-Mary R5;

Philipl.mercado@famu.edu

'Priority Health; 2Pfizer; RX Analytics, Priority Health;

‘FAMU, CoPPS, IPH; *Co-Author

Real-World Evidence

3 4 Cost-effectiveness analysis of lenacapavir
compared with cabotegravir and generic
oral FTC/TDF for HIV preexposure prophylaxis among
cisgender women in the United States
Bhatnagar D!, Goswami S?, Masurkar P2, Hutton D'
devyanib@umich.edu; swarnaligoswami34@gmail.com
'University of Michigan; °Neurocrine Biosciences, Inc.;
University of Mississippi (SG was a PhD student at the time

of this research); *UCB Inc

39 Real-world uptake of respiratory syncytial
virus vaccination among older adults on

immunosuppressive therapies

Bodnarchuk K!, Wind H!, Suehs B?, Sheer R’;

khrystynabb@gmail.com

Humana; 2Humana Healthcare Research

40 OPatterns of postpartum contraceptive use
within an academic health care setting:

A descriptive study

Willis C!, Park K2, Holland K?, Bolling K3, Farej R*, Lee A%,
Asche C®, Tak C5, Hejazi AS; Connor.Willis@pharm.utah.edu;
kayla.holland@pharm.utah.edu

University Utah; 2University of Utah; *Bayer US LLC;
“Bayer; *University of Utah College of Pharmacy; SAbbVie

Respiratory

342 Factors affecting autologous stem cell
transplant access in patients with multiple

myeloma at a comprehensive cancer center

Zhang R', Kim H?, Gu X?, Slejko J'; rzhangl@umaryland.edu
'University of Maryland School of Pharmacy; 2University of
Maryland Department of Practice, Sciences, and Outcomes

Research

34 Research topics addressed in observational
claims-based studies in pharmacy

Hicks V!, Shcherbakova N'; vh621046@wne.edu

'Western New England University

344Disruption and adaptation in inflammatory
bowel disease: Impact of the COVID-19

pandemic on treatment patterns, health care
utilization, and vaccination in the United States
Kumar K, Myers S?, Pawloski P?, Lockhart C3;
komal.kumar@temple.edu

IStudent; 2PearlDiver Technologies; *The Biologics and
Biosimilars Collective Intelligence Consortium

403 Real-world primary nonadherence to biologic
therapies in moderate to severe asthma:

A retrospective claims analysis

Oh J', Tutino A% Diehl C? Lindskoog S Bender J*;
joh2@umaryland.edu

'University of Maryland School of Pharmacy; *Excellus
BCBS; *Excellus Health Plan, Inc.; “The Lifetime Healthcare
Companies

Specialty Pharmacy
41 Frequency and impact of insurance changes
among patients with IBD using specialty

medications

Bailey J', Nichols P?, Gargurevich N®, Choi L*, Whelchel K%
jbailey2@mail.lipscomb.edu

Lipscomb University College of Pharmacy; *Vanderbilt
Specialty Pharmacy; *VUMC Biostatistics; *Vanderbilt
University Medical Center
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Analgesics/Pain

Biosimilars

Intraoperative liposomal bupivacaine is associated
with improved pain, opioid use, functional, and
length of stay outcomes after total knee arthroplasty:

Real-world evidence

Ng M, Lin J?, Spitzer A, Dasa V*, Rivadeneyra A®,
Rogenmoser DS, Concoff A7, DiGiorgi M8, Urban J°,

Mihalko W', Mont M"; mitchng77@gmail.com;
Mary.Digiorgi@pacira.com

Maimonides Medical Center; Pacira BioSciences, Inc.;
3Cedars Sinai Medical Center; ‘Louisiana State University
Health Services Center; *Orthopaedic Specialty Institute;
SMid State Orthopaedic & Sports Medicine Center;
Specialty Networks/Cardinal Health; ®Pacira BioSciences,
Inc; °OrthoNebraska; °University of Tennessee Health
Science Center, Campbell Clinic Orthopaedics; 'Sinai
Hospital of Baltimore

Benefit Design and Management

1 Economic impact of early vs late initiation of
atogepant for the preventive treatment of migraine

Ailani J', Lalla A%, Gandhi P3, Carr K3, Dabruzzo B?,

Halker Singh R?, Lipton R®; Jessica.Ailani@medstar.net;

pranav.gandhi@abbvie.com

MedStar Georgetown University Hospital; ’AbbVie, at the

time of the study; 3AbbVie; “Mayo Clinic; *Department of

Neurology and the Montefiore Headache Center, Albert

Einstein College of Medicine

1 Patient perspectives on health insurance design:
Experiences of beneficiaries with chronic diseases

Neumann U, Doherty B!, Peters W? uneumanl@its.jnj.com;

bdohertl@its.jnj.com; wesley.peters@evidera.com

1Johnson & Johnson Innovative Medicine; *Evidera

JMCP.org | October 2025 | Vol. 31, No.10-d

2 The economic benefit of biosimilars in North
America: A targeted literature review

Shastri K, Ren S?, Clarke K3, Ainslie-Garcia M?;

kunal.shastri@fresenius-kabi.com

"Fresenius Kabi, SwissBioSim GmbH; ?Fresenius Kabi USA,

LLC; 3EVERSANA

27Clinical similarity of eculizumab-aeeb (BKEMV,
Amgen) and eculizumab reference product

in patients with PNH supports interchangeability
designation

Budsberg S', Kulasekararaj A%, Lanza F?, Arvanitakis A*,
Langemeijer S° Chonat S, Cao J7, Chow V7, Henary H’;
budsberg@amgen.com; austin.kulasekararaj@nhs.net
'Amgen,; *King’s College Hospital; *UO EMATOLOGIA,
RAVENNA HOSPITAL; “Skdne University Hospital; Radboud
University Medical Center Nijmegen; SEmory University
School of Medicine; ’Amgen Inc

Cardiovascular

3 Increased adoption of IL-1 pathway inhibition
and the steroid-sparing paradigm shift: Temporal

trends in recurrent pericarditis treatment from the

RESONANCE patient registry

Khan A!, Cremer P2, Garshick M? Luis S, Raisinghani A°®,

Weber B, Parameswaran V', Curtis Al, Klein A’, Paolini J

akhan@kiniksa.com; paul.cremer@nm.orq

Kiniksa Pharmaceuticals; 2Northwestern University; SNYU

Langone Health; “Mayo Clinic; SUniversity of California San

Diego; *Brigham and Women'’s Hospital; "Cleveland Clinic
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3 1 Efficacy and safety of long-term treatment

with aficamten in patients with symptomatic
obstructive hypertrophic cardiomyopathy: Results from
FOREST-HCM
Tower-Rader A!, Masri A% Nassif M3 Abraham T¢,
Barriales-Villa R, Choudhury L5, Cooper R’, Elliott P8, Maron M?,
Olivotto I'°) Oreziak A", Owens A%, Solomon S*, Melloni C*,
Saberi S®, Richards A"; atower-rader@mgh.harvard.edu;
arichards@cytokinetics.com
'Massachusetts General Hospital; 2Oregon Health & Science
University; *Saint Luke’s Mid America Heart Institute;
“University of California San Francisco; °“Complexo
Hospitalario Universitario A Coruna; SNorthwestern
University Feinberg School of Medicine; "Liverpool John
Moores University; 8University College London; “Lahey
Hospital and Medical Center; ’Meyer University Children
Hospital; "National Institute of Cardiology; *University of
Pennsylvania Perelman School of Medicine; *Brigham and
Women'’s Hospital, Harvard Medical School; “Cytokinetics,
Inc; ®University of Michigan

3 Impact of switching from high- to low-sodium
oxybate on ambulatory blood pressure in people
with narcolepsy
Somers V!, Kovacs R?, Alexander J?, Baranak C2, Nichols D3,
Dai J3, Whalen M?, Ajayi A*, Hutchinson B®, Dauvilliers Y,
White W7; somers.virend@mayo.edu
Mayo Clinic; 2Cardiology Division, Indiana University
School of Medicine; *Jazz Pharmaceuticals; *Children’s Lung,
Asthma and Sleep Specialists; °Chesapeake Cardiac Care;
SUniversity of Montpellier; ‘Calhoun Cardiology Center,
University of Connecticut School of Medicine

Central Nervous System

56Efficacy and safety of AXS-05 in Alzheimer
disease agitation: Results from ACCORD-2, a
phase 3 randomized withdrawal double-blind placebo-
controlled study

Cummings J', Grossberg G?, Streicher C3, DePue R*, Tabuteau H?;
jeummings@cnsinnovations.com; rdepue@axsome.com
'University of Nevada, Las Vegas, Las Vegas, NV, USA; “Saint
Louis University School of Medicine, St Louis, MO, USA;
SAxsome Therapeutics Inc. New York, NY, USA; ‘Axsome
Therapeutics, New York, NY, USA

5 Tuberous sclerosis complex-associated
neuropsychiatric disorders (TAND) outcomes
following adjunctive cannabidiol (CBD) treatment:
3-month analysis of the open-label phase 3b/4 trial EpiCom
Faithe M, van Eeghen A% Wilson S3 Smith D% Strowd R,
Boggs I, Greco T, Stevens J', Moore-Ramdin LY
michael faithe@jazzpharma.com; amuvaneeghen@amsterdamumenl
Jazz Pharmaceuticals; 2Principal investigator; *University
of Texas Health Science Center at Houston; *‘Minnesota
Epilepsy Group; *Wake Forest School of Medicine

5 Efficacy and safety of Symbravo (MoSEICTM
meloxicam and rizatriptan) in participants with
migraine experiencing an inadequate response to oral
CGRP inhibitors: Topline results from the EMERGE trial
Lipton R!, Chhabra A?, Tabuteau H3; richard.lipton@
einsteinmed.edu; achhabra@axsome.com
Department of Neurology and the Montefiore Headache
Center, Albert Einstein College of Medicine; 2Axsome
Therapeutics, Inc; *Axsome Therapeutics Inc. New York, NY, USA

5 Indirect treatment comparison for early efficacy
of VMAT2 inhibitors for tardive dyskinesia and

chorea associated with Huntington disease

Aggarwal S', Serbin M2, Wood B?, Bron M?;

sa@novelhealthstrategies.com; BWood@neurocrine.com

Novel Health Strategies; 2Neurocrine Biosciences, Inc.

6 Valbenazine improves the impacts and
symptoms of tardive dyskinesia: Results

from the phase 4 kinect-pro study

Dunayevich E!, Perez-Rodriguez M2, McEvoy J3,

Cahoon-Metzger S!, Parameswaran A!, Bron M, Franey E!,

Sparta D!, Zhang H', Mathias S* Alva G®, Correll C¢;

edunayevich@neurocrine.com; smcahoon_metzger@yahoo.com

Neurocrine Biosciences, Inc.; 2Icahn School of Medicine

at Mount Sinai; *Augusta University, Medical College

of Georgia; “Health Outcomes Solutions; *ATP Clinical

Research; °The Zucker Hillside Hospital

61Epidemiology, patient characteristics, real-world
treatment patterns, and outcomes for patients
with multifocal motor neuropathy (MMN)

Khandelwal N, Geremakis C!, Riaz F!, Ryan G, Saundankar V3,
Sheer R*, Suehs B®; vsaundankarl@humana.com

Takeda Pharmaceuticals USA, Inc.; *Takeda
Pharmaceuticals USA, Inc; *HHR; ‘Humana; "Humana
Healthcare Research
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6 Efficacy and safety of ecopipam for Tourette
syndrome: Results from a phase 3, randomized,
double-blind, placebo-controlled withdrawal trial
Gilbert D', Atkinson S? Kim D? Miller M?, Rice P?, Karkanias G2,
Munschauer F?, Wanaski S%, Cunniff T3 Tomczak K¥;
Donald.Gilbert@cchmc.org
ICincinnati Children’s Hospital Medical Center; University
of Cincinnati College of Medicine; 2Emalex Biosciences, Inc.;
*Paragon Biosciences, LLC; “Harvard Medical School

Clinical Programs

8 Efficacy and safety of fixed-dose tavapadon,

an oral, once-daily, selective D1/D5 dopamine
agonist for the treatment of early Parkinson disease
Pahwa R!, Moro E?, Espay A% Evans A%, Antonini A’
Saint Hilaire M®, Torres-Russotto D7, Sanchez R?, Leoni M?,
Duvvuri S% Combs C' Chang I, Tringali S';
raveconsultingl@gmail.com
'University of Kansas Medical Center; *Grenoble Alpes
University, CHU of Grenoble, Grenoble Institute of
Neuroscience; *University of Cincinnati College of Medicine;
“The Royal Melbourne Hospital; *Parkinson and Movement
Disorders Unit, Department of Neuroscience, University
of Padova; 5Chobanian and Avedisian School of Medicine
at Boston University; ‘Baptist Health Miami Neuroscience
Institute, Florida International University; 3Bain Capital
Life Sciences Investors, LLC; °Merida Biosciences; '°’AbbVie,
at the time of the study; "AbbVie

8 Efficacy and safety of flexible-dose tavapadon,
an orally administered, once-daily, selective
D1/D5 dopamine agonist for the treatment of early
Parkinson disease
Fernandez H', Bhatia P?, Cloud L?, Fietzek U*, Matarazzo M3,
Molho ES, Peckham E’, Tarakad A%, Combs C® Leoni M,
Chang I, Tringali S° Boiser J!, Zadikoff C!, Sanchez R';
FERNANH®@ccf.org; cindy.zadikoff@abbvie.com
ICenter for Neurological Restoration, Cleveland Clinic;
2Neuro Pain Medical Center; *VCU Parkinson’s Disease and
Movement Disorders Center; “Department of Neurology,
University Hospital, LMU Munich; "HM CINAC (Centro
Integral de Neurociencias Abarca Campal), Hospital
Universitario HM Puerta del Sur, HM Hospitales; *Albany
Medical College; "Central Texas Neurology Consultants;
8Baylor College of Medicine; °AbbVie, at the time of the study;
'Merida Biosciences; "AbbVie; 2Bain Capital Life Sciences
Investors, LLC

JMCP.org | October 2025 | Vol. 31, No.10-d
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8 Efficacy and safety of tavapadon, an orally
administered, once-daily, selective D1/D5
dopamine agonist, adjunctive to levodopa for treatment
of Parkinson disease with motor fluctuations
Fernandez H!, Isaacson S?, Hauser R? Agarwal P*, Ondo W,
Park A® Elmer L7, Kremens D3, Leoni M°, Duvvuri S°,
Combs C'°, Koenig E, Chang I", Pastino G", Tringali S',
Golonski N, Sanchez R'?; FERNANH@ccf.org
!Center for Neurological Restoration, Cleveland Clinic;
2Parkinson’s Disease and Movement Disorders Center
of Boca Raton; *USF Parkinson’s Disease and Movement
Disorders Center; “Evergreen Health; "Houston Methodist
Neurological Institute; The Ohio State University Wexner
Medical Center; "Division of Movement Disorders,
Department of Neurology, University of Toledo; Thomas
Jefferson University; °Merida Biosciences; °AbbVie, at the
time of the study; "AbbVie; ?Bain Capital Life Sciences
Investors, LLC

91Epinephrine delivered via sublingual film
(Anaphylm) elicits rapid and consistent
pharmacokinetic and pharmacodynamic responses
Confer N', Kraus C!, Golden D?, Bernstein D?, Greenhawt M*;
nconfer@aquestive.com; ckraus@aquestive.com

'Aquestive Therapeutics; 2Johns Hopkins University;
SUniversity of Cincinnati; “TBA

Dermatology

9 Navigating specialty treatment for dermatologic
inflammatory conditions: Patient journey and

treatment persistence

Renfro C!, Bowles M}, DeClercq J?, Choi L2, Zuckerman A’

chelsea.renfro@vumec.org; matthew.bowles@vumec.orqg

Vanderbilt Specialty Pharmacy, Vanderbilt Health;

2Vanderbilt University Medical Center

9 A cost-per-responder analysis of ritlecitinib
and baricitinib: Assessing the impact of clinical

efficacy and dosing variability on overall treatment

costs of severe alopecia areata

Cha-Silva A', Zhang K?, Graham C? Kurosky S', Tran H',

Law E!, Song E3?; Ashley.Cha@pfizer.com

'Pfizer Inc, New York, NY, USA; °RTI Health Solutions,

Research Triangle Park, NC, USA; *Frontier Dermatology,

Mill Creek, WA, USA
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9 Real-world treatment patterns in patients with
psoriasis receiving tildrakizumab compared with

ustekinumab

Han G!, Huynh L? Zanardo E?, Haque F?, Simpson R?,

Yenikomshian M?, Barghout V3, Ferro T¢, Mathew J*;

georgehan@gmail.com

Zucker School of Medicine at Hofstra/Northwell -

Dermatology; *Analysis Group Inc.; *Viver Health LLC;

4Sun Pharmaceutical Industries, Inc.

9 Long-term efficacy and safety of ritlecitinib in
adults and adolescents with alopecia areata: 3-year
results from the ALLEGRO-LT phase 3, open-label study
Senna M, Figueras 12, Kinoshita-Ise M3, Hanna S*, Wu W?,
Wajsbrot DS, Woodworth D7, Wolk R®, Chaudhry A’
Lejeune A% Tran HE, Waltzer AS; Helen.Tran@pfizer.com;
Aaron.Waltzer@pfizer.com
'Lahey Hospital and Medical Center, Burlington, MA, USA;
Bellvitge Hospital, University of Barcelona, Barcelona,
Spain; *Kyorin University School of Medicine, Shinkawa,
Mitaka, Tokyo, Japan; “University of Toronto, Toronto,
Ontario, Canada; °"Huashan Hospital, Fudan University,
Shanghai, China; ®Pfizer Inc, New York, NY, USA; "Pfizer Inc,
Collegeville, PA, USA; 8Pfizer Inc, Groton, CT, USA; Pfizer

Inc, Paris, France

10 The economic impact of ustekinumab in the
treatment of psoriasis: A targeted literature review

Shastri K!', Ren S?, Clarke K3, Ainslie-Garcia M3, Ferko N3;

kunal.shastri@fresenius-kabi.com

'Fresenius Kabi, SwissBioSim GmbH; *Fresenius Kabi USA,

LLC; *EVERSANA
10 Improvement in atopic dermatitis signs and
symptoms with once-daily and proactive
twice-weekly roflumilast cream 0.15% or 0.05%: Results
from the 52-week phase 3 INTEGUMENT-OLE trial in
patients aged 2 years and older
Hong H!, Simpson E?, Eichenfield L3, Golant A%, Hebert A%,
Paller AS, Armstrong A7, Stein Gold L8, Silverberg J°,
Krupa DY, Burnett P, Hanna D", Seal M", Stephenson B,
chihho@mail.ubc.ca; bstephenson@arcutis.com
'Probity Medical Research and Department of Dermatology
and Skin Science, University of British Columbia; 2Oregon
Health & Science University; *Rady Children’s Hospital-
San Diego, University of California-San Diego, School
of Medicine; ‘Icahn School of Medicine at Mount Sinai;
5SUTHealth McGovern Medical School; Northwestern
University Feinberg School of Medicine; "David Geffen School
of Medicine, University of California Los Angeles; *Henry Ford
Health System; °The George Washington University School of
Medicine and Health Sciences; °Arcutis Biotherapeutics, Inc.;
Arcutis Biotherapeutics, Inc., Westlake Village, CA

10 Caregiver-reported outcomes from the phase 3
INTEGUMENT-PED trial of children aged

2 to 5 years with atopic dermatitis and treated with

roflumilast cream 0.05%

Eichenfield L!, Paller A%, Kwatra S®, Browning J4, Gonzalez M®,

Swanson LS, Wine Lee L7, Krupa D8, Seal M#, Hanna D3,

Berk D8, Stephenson B®, Simpson E'; leichenfield@rchsd.org;

bstephenson@arcutis.com

'Rady Children’s Hospital-San Diego, University of

California-San Diego, School of Medicine; 2Northwestern

University Feinberg School of Medicine; *University

of Maryland School of Medicine, Baltimore, MD, USA;

“Texas Dermatology and Laser Specialists; °Pediatric Skin

Research, LLC; °Ada West Dermatology; "Medical University

of South Carolina; *Arcutis Biotherapeutics, Inc.; *Arcutis

Biotherapeutics, Inc., Westlake Village, CA; °Oregon Health

& Science University

10 Efficacy and safety of roflumilast foam 0.3% in
patients with psoriasis of the scalp and body

in the phase 3 ARRECTOR trial

Gooderham M!, Bagel J?, DuBois J?, Kircik L* Lockshin B,

Papyp K® Soung J’, Krupa D?, Burnett P8 Stephenson B,

Berk D8 mgooderham@centrefordermatology.com;

bstephenson@arcutis.com

ISkiN Centre for Dermatology, Probity Medical Research,

and Queen’s University; 2Psoriasis Treatment Center of

Central New Jersey; *DermResearch, Inc.; “lcahn School of

Medicine at Mount Sinai, New York, NY, Indiana University

School of Medicine, Indianapolis, IN, and Physicians Skin

Care, PLLC, and Skin Sciences, PLLC, Louisville, KY;

SUS Dermatology Partners; ‘Probity Medical Research

and Alliance Clinical Trials, Waterloo and Division of

Dermatology, Temerty School of Medicine, University

of Toronto; ‘Southern California Dermatology; 8Arcutis

Biotherapeutics, Inc.; °Arcutis Biotherapeutics, Inc.,

Westlake Village, CA
10 Prevalence and advanced systemic treatment
prescription patterns for scalp psoriasis in the
real-world dermatology setting in the United States
Chovatiya R!, Stephenson B2 Rasouliyan L3, Strober B*;
raj.chovatiya@gmail.com; bstephenson@arcutis.com
IChicago Medical School, Rosalind Franklin University of
Medicine and Science, North Chicago, IL, and Center for
Medical Dermatology + Immunology Research, Chicago, IL;
2Arcutis Biotherapeutics, Inc., Westlake Village, CA; S°OMNY
Health, Atalanta, GA; “Yale University School of Medicine
and Central Connecticut Dermatology, Cromwell, CT
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Drug Pricing, Payment, and
Reimbursement
Evaluating the role of drug pricing tiers in

12 shaping health care outcomes for older patients
Persaud V!, Wertheimer A% vpersaudb@student.touro.edu
"Touro College of Pharmacy; 2Touro College of Pharmacy,
Department of Social, Behavioral and Administrative

Sciences

12 Cost consequence analysis of hormonal
contraception in the United States

Patel V', Collins K!, Heinemann K?, Meissner B,

Saeedian M? vanessa.patel@organon.com

IOrganon; *ZEG Berlin; *BluePath Solutions

1 3 Cost consequence analysis of immediate
postpartum contraception in the United States

Patel V!, Collins K, Heinemann K?, Meissner B!, Saeedian M?;

vanessa.patel@organon.com

'0Organon; *ZEG Berlin; *BluePath Solutions

1 3 Impact of triptan insufficient response on
medication use, health care utilization, and

costs: A retrospective claims study

Ailani J', Parikh K2, Howarth A3, Wilson L%, Duan M?,

Bodhani A?, Lipton R®; Jessica.Ailani@medstar.net;

krutika.parikh@abbvie.com

MedStar Georgetown University Hospital; 2AbbVie; *Genesis

Research Group; ‘Genesis Research Group (at the time of

the study); °Department of Neurology and the Montefiore

Headache Center, Albert Einstein College of Medicine

13 Health care resource utilization and
economic burden in patients cycling through

multiple triptans for migraines: A retrospective analysis

Ailani J', Parikh K2, Howarth A3, Wilson L4, Duan M2,

Bodhani A?, Lipton R®; Jessica.Ailani@medstar.net;

krutika.parikh@abbvie.com

MedStar Georgetown University Hospital; 2AbbVie; *Genesis

Research Group; *Genesis Research Group (at the time of

the study); °Department of Neurology and the Montefiore

Headache Center, Albert Einstein College of Medicine

1 3 Suitability of cost-effectiveness thresholds for
drug reimbursement decision-making in the

US market

Neumann U, Ciarametaro M?, Banks J?;

uneumanl@its.jnj.com
Johnson & Johnson Innovative Medicine; 2Avalere Health
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Endocrine and Metabolic

1 4 Expected vs observed mortality rates,
expressed as number needed to treat, from

a phase 3 clinical trial program of patients with

hyperphagia and Prader-Willi syndrome treated with

diazoxide choline extended release (DCCR)

Kwong M!, Cowen N, Yin S!, Gandhi R', Nagao M};
mkwong@soleno.life; neil@soleno.life

'Soleno Therapeutics

14 The burden of Prader-Willi syndrome on
patients and the health care system: A cross-

sectional examination of emergency department visits

and inpatient stays in US claims

Gandhi R!, Kwong M!, Guo M?, Bhutkar R? Nagao M;

rgandhi@soleno.life

Soleno Therapeutics; 2CRA International

14 Effects of demographics on outcomes with
empagliflozin vs DPP4i

Cromer S|, Tesfaye H?, Wexler D, Freedman A? Shay C?,

Paik J% Patorno E* scromer@mgh.harvard.edu;

christina.shay@boehringer-ingelheim.com

Diabetes Center, Massachusetts General Hospital; Harvard

Medical School; *Division of Pharmacoepidemiology and

Pharmacoeconomics, Department of Medicine, Brigham

and Women'’s Hospital and Harvard Medical School;

*Boehringer Ingelheim Pharmaceuticals, Inc.; *Division

of Pharmacoepidemiology and Pharmacoeconomics,

Department of Medicine, Brigham and Women'’s Hospital

and Harvard Medical School; Division of Renal Medicine,

Department of Medicine, Brigham and Women'’s Hospital

and Harvard Medical School; New England Geriatric

Research, Education and Clinical Center, VA Boston

Healthcare System

1 5 Efficacy of elinzanetant in previous or never
users of HT: Pooled analysis

Nappi R!, Panay N?, Simon J?, Soares C*, Djordjevic S°,

Haberland CS, Seitz CS, Trigg A, Sneed R®;

renappi@tin.it; rachel.sneed@bayer.com

'University of Pavia; 2Imperial College London; *George

Washington University; IntimMedicine Specialists; *Queen’s

University; *Bayer CC AG; ‘Bayer AG; 'Bayer PLC; Bayer

Pharmaceuticals
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Health Disparities/Equity

Eye (or Ophthalmic)
A novel low-dose atropine eye drop slows the

17 progression of pediatric myopia: Evidence
from the STAR study

Cheetham J, Gieschen L?, Kirkeby L, Widder K*, Johnson P
Patrick.johnson@sydnexis.com

ICeleris Consulting; 2Sydnexis, Inc.; 3Scripps Health; *KIW
Consulting, LLC; *Sydnexis

Gastrointestinal
1 8 A real-world analysis of recently approved
short bowel syndrome (SBS) ICD-10 codes:
Adoption and utilization among patients with SBS
dependent on parenteral support in the United States
Iyer K, Raghu V?, Liu J?, Boules M3, Mitchell G?, Jafri S%
kishore.iyer@mountsinai.org; mboules@ironwoodpharma.com
'Mount Sinai Medical Center/Icahn School of Medicine
at Mount Sinai; 2UPMC Children’s Hospital of Pittsburgh;
*Ironwood Pharmaceuticals Inc; “Henry Ford Hospital
18 Multivariable analysis of baseline variables
associated with efficacy outcomes in the
ELEVATE UC clinical program
Feagan B!, Kayal M2, Schreiber S®, Abreu M*, Banerjee R®,
Fellmann M® Abbatemarco A7, Woolcott J8, Wu J°, Goetsch M¢,
Keating M7, Rubin D'%; brian.feagan@alimentiv.com;
arcangelo.abbatemarco@pfizer.com
Division of Gastroenterology, Department of Medicine,
Western University, London, ON, Canada; Alimentiv Inc,
London, ON, Canada; *Susan and Leonard Feinstein IBD
Center, Icahn School of Medicine at Mount Sinai, New York,
NY, USA; *Department of Internal Medicine I, University
Hospital Schleswig-Holstein, Kiel University, Kiel,
Germany; ‘F. Widjaja Inflammatory Bowel Disease Institute,
Cedars-Sinai, Los Angeles, CA, USA; °IBD Center, Asian
Institute of Gastroenterology, Hyderabad, India; °Pfizer AG,
Zurich, Switzerland; "Pfizer Inc, New York, NY, USA; 8Pfizer
Inc, Collegeville, PA, USA; °Pfizer Inc, Cambridge, MA, USA;
0University of Chicago Medicine Inflammatory Bowel
Disease Center, Chicago, IL, USA

19 6Barriers to oral HIV preexposure prophylaxis
(PrEP) perceived by those receiving an initial

prescription: US survey analysis

Sullivan P!, Coaquira Castro J?, Patel K3, Hsiao A? Sung I,
Citronberg J3, Bogart M?, Zachry W2 pssulli@emory.edu
'Emory University Rollins School of Public Health; *Gilead

Sciences, Inc.; *Walgreens Co.

19 Whose health is impacted by income
inequality? Associations between county-

level income inequality and pharmacy spending in an

insured population

Johnson M!, Chi W', Silver C', Agrawal S? Gray II D?;

Martha.Johnson@carelon.com

ICarelon Research; 2Elevance Health

Health Policy

20 5Income, health, and racial gaps between 340B

hospitals, child sites, and nearby neighborhoods
Masia N, Filson D?, Neumann U3, Silas M?;
neal@healthcapitalgroup.com; uneumanl@its.jnj.com
'Health Capital Group; *Claremont McKenna College;
3Johnson & Johnson Innovative Medicine; 4J&J

Hematologic

220Economic burden of cytopenia in patients
with myelofibrosis: Analysis of a US national
administrative claims database
Gerds Al, Masarova L2, Marrone M3, Engel-Nitz N*,
McPheeters J°, Oladapo A®, Suthar P?, Vredenburg MS, Zhu Y,
Rein L%; gerdsa@ccf.org; michael. marrone@sobi.com
ICleveland Clinic; 2MD Anderson; 3Sobi Inc; *Optum Life
Sciences, Eden Prairie, MN, USA; SOptum,; 5Sobi, Inc.;
’Optum Life Sciences, Eden Prairie, MN, US; 8Duke University
22 Transfusion-related cost and time burden
offsets in patients with myelofibrosis treated
with pacritinib compared with best available therapy
based on PERSIST-2 trial
Oladapo Al, Roman-Torres K2, Gerds A3, Oh S*
Abiola.Oladapo@sobi.com

ISobi, Inc.; 2Sobi Inc; *Cleveland Clinic; *Washington
University School of Medicine, St. Louis,

Vol. 31, No. 10-d | October 2025 | JMCP.org



22 Real-world iptacopan use among US patients
with paroxysmal nocturnal hemoglobinuria
Dingli D!, Lee S? Kuypers N?, Paulose J?, Bilano V3, Barone J*,

Nusser H®, Buchan T¢, Buchan C¢, Tang J5, Waheed A’;
dingli.david@mayo.edu; soyon.lee@novartis.com

Division of Hematology, Mayo Clinic; 2Novartis
Pharmaceuticals Corporation; 3Novartis Pharmaceuticals
UK Ltd; *Onco360 Oncology Pharmacy; °Biologics by
McKesson; fAsclepius Analytics; 'Division of Hematology-
Oncology, Department of Medicine, Weill Cornell Medicine,
New York Presbyterian Hospital

Immunology

2 3 Dupilumab improves signs and symptoms of
chronic spontaneous urticaria regardless of

baseline body mass index

Casale T, Giménez-Arnau A?, Saini S®, Bauer D* Maloney J°,

Radin A°, Makhija M*; tbcasale@health.usf.edu;

Deborah.Bauer@sanofi.com

'University of South Florida; 2Department of Dermatology,

Hospital del Mar Research Institute, Universitat Pompeu

Fabra; *Johns Hopkins Asthma and Allergy Center; *Sanofi;

SRegeneron Pharmaceuticals Inc.
2 3 Dupilumab monotherapy vs topical
corticosteroids in prurigo nodularis: Impact
on signs and symptoms in the PRIME/PRIME2 studies
Yosipovitch G, Mendes-Bastos P2, Kwatra S, Weishaar E4,
Ishiuji Y®, Praestgaard A%, Zahn J’, Wiggins S8;
yosipog@gmail.com; Simmi.Wiggins@sanofi.com
'University of Miami, Miami, FL, USA; *Hospital CUF
Descobertas, Lisbon, Portugal; *University of Maryland
School of Medicine, Baltimore, MD, USA; “Ruprecht-Karls
University Heidelberg, Heidelberg, Germany; °The Jikei
University School of Medicine, Tokyo, Japan; ‘Sanofi,
Cambridge, MA, USA; "Regeneron Pharmaceuticals Inc.,
Tarrytown, NY, USA; 8Sanofi, Reading, UK
2 3 Patient, caregiver, and physician perspectives
on the burden of disease in uncontrolled gout
and its treatment: Concept elicitation
Oladapo Al, Gaffo A2, Desai B®, Kragh N3, Zincavage R?,
Padilla B*, Schlesinger N°; Abiola.Oladapo@sobi.com;
agaffo@uabmc.edu
ISobi, Inc.; ®The University of Alabama, Birmingham; 3Sobi -
Swedish Orphan Biovitrum AB (publ); *Stratevi; *University
of Utah School of Medicine, Division of Rheumatology
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23 Association between dupilumab and repeated
exacerbations of chronic obstructive
pulmonary disease: BOREAS and NOTUS
Bafadhel M!, Bhatt S?, Couillard S3, Porsbjerg C*, Hansel N°,
Saha-Chaudhuri P8, Soliman M’, Cunoosamy D?, Talley T%;
mona.bafadhel@kcl.ac.uk; Tenicia.Talley@sanofi.com
King’s Centre for Lung Health, King’s College London,
London, UK; *University of Alabama at Birmingham;
SUniversity of Sherbrooke; “Bispebjerg and Frederiksberg
Hospital, Copenhagen, Denmark; >Johns Hopkins University
School of Medicine; Slmmunology Specialty Care, Global Medical
Affairs Biostatistics Sanofi; 'Regeneron Pharmaceuticals
Inc., Tarrytown, NY, USA; 8Sanofi; °‘Genzyme Corporation
23 Dupilumab efficacy in patients with chronic
obstructive pulmonary disease (COPD) and
type 2 inflammation with and without emphysema
Bhatt S, Rabe K?, Christenson S*, Mroz R?, Porsbjerg C°,
Bauer D® Dakin P7, Laws E$, Bansal A7, Robinson L?,
Schindler E%; sbhatt@uabmec.edu; erik.schindler@sanofi.com
'University of Alabama at Birmingham; 2LungenClinic
Grosshansdorf and Christian Albrechts University of
Kiel, Airway Research Center North, German Center for Lung
Research; *University of California, San Francisco; ‘“Medical
University of Bialystok; °Bispebjerg and Frederiksberg Hospital,
Copenhagen, Denmark; °Sanofi; 'Regeneron Pharmaceuticals Inc.;

8Sanofi, Cambridge; °Sanofi US Services Inc.

24 Estimating the economic impact of dupilumab
in type 2 inflammatory disease: Cost offset

analysis of atopic dermatitis with comorbid asthma in

the US healthcare system

Sola-Morales O, Tavi J?, Bego-Le Bagousse G?, Bahloul D?,

Kuznik A3, Wang Z3, Noonan K*; Kerry.noonan2@sanofi.com

"Fundacié HiTT, Barcelona, 08015, Spain; 2Sanofi, Gentilly,

France; *Regeneron Pharmaceuticals, Inc., Sleepy Hollow,

NY, USA; “Sanofi, Cambridge, MA, 02141, USA

Infectious Disease
Characteristics associated with RSV

2 5 vaccination among adults aged 60 years and
older in the United States between August 2023 and
February 2025

Singer D', McGuiness C? La E!, Yasuda M?, Chen C?;
david.a.singer@gsk.com

IGSK; 2IQVIA
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2 51Preference for twice-yearly injections vs
daily oral pills for HIV PrEP in cisgender men,

transgender women, transgender men, and gender
nonbinary people enrolled in PURPOSE 2

Phanuphak N', Hinojosa J?, Mngadi K3, Mounzer K¢,
Vasconcelos R°, Ramgopal M5 Wong P7, Brown L8, Jarrett J8,
Carter C8 Shah N% nittaya.p@ihri.org; jamesjarrett@gilead.com
'Institute of HIV Research and Innovation; *Universidad de
la Amazonia; *The Aurum Institute; “Philadelphia FIGHT;
*Medicine School of University of Sao Paulo; *Midway
Immunology and Research Center; ‘Gilead; 8Gilead Sciences,

Inc.; *‘Whitman-Walker Health

2 5 Treatment switch among Medicare-insured
people with HIV and gaps in care

Li S!, Christoph M?, Mordi U?, Guo H!, Gilbertson D!,

Cui T, Lim T?, Prata Menezes N?; suying.li@cdrg.org;

mary.christophschubell@gilead.com

IChronic Disease Research Group; 2Gilead Sciences

2 5 Treatment switch among US Medicare
beneficiaries with HIV

Mordi U, Christoph M}, Li S?, Guo H?, Gong T? Lim T',

Zachry W3, Jarrett J%; mary.christophschubell@gilead.com

!Gilead Sciences; 2Chronic Disease Research Group; *Gilead

Sciences, Inc.
2 5 Antiretroviral therapy persistence among
treatment-experienced people with HIV
and mental health disorders in the United States
Mordi U, Chastek B2, Christoph M!, Le L3, Prata Menezes N,
Lim T', Majethia S*, Jarrett J°; uche.mordi@gilead.com
IGilead Sciences; 2Optum Life Sciences; *Optum Life
Sciences, Eden Prairie, MN, US; *Gilead; °Gilead Sciences, Inc.
2 5 Antiretroviral therapy persistence
following a change or restart in regimen
among people with HIV
Chastek B!, Mordi U?, Christoph M2, Le L3, Park S?, Trom C?,
Lim T?% benjamin.chastek@optum.com; uche.mordi@gilead.com

!Optum Life Sciences; *Gilead Sciences; *Optum Life
Sciences, Eden Prairie, MN, US

Mental Health

26 Dosing to effect with weekly and monthly
subcutaneous buprenorphine: Post hoc

analysis of a phase 3, open-label study

Frost M, Bailey G? Banke Nordbeck E? Meyner S?,

Friedman A*, Budilovsky-Kelley N* drfrost@verizon.net;

afriedman@braeburnrx.com

President and Medical Director; 2Stanley Street Treatment

and Resources & Brown University; *Camurus AB; “Braeburn

2 6 Post-launch adverse events reported to FDA
adverse event reporting system for long-

acting injectable buprenorphine

Dawson B!, Frost M?, Friedman A3, Budilovsky-Kelley N3,

Cohen J%; briandawson@idealoption.net;

afriedman@braeburnrx.com

'Ideal Option; ?President and Medical Director; *Braeburn

26 Economic impact of experiential negative
symptoms among patients living with

schizophrenia: Medical expenditure panel survey

Choi B!, Singh T?, Nili M!, Xiang P!, McBride K2, Correll C3;

briana.choi.ext@boehringer-ingelheim.com;

pin.xiang@boehringer-ingelheim.com

Boehringer Ingelheim Pharmaceuticals, Inc.; 2BluePath

Solutions; *The Zucker Hillside Hospital

26 Health care resource utilization and costs of
schizophrenia among Medicaid beneficiaries

Choi B!, Borsos K, Nili M!, McBride K?, Xiang P!, Costantino H?,

Mirza S?, Parks J%; briana.choi.ext@boehringer-ingelheim.com;

pin.xiang@boehringer-ingelheim.com

Boehringer Ingelheim Pharmaceuticals, Inc.; BluePath

Solutions; *National Council for Behavioral Wellbeing

27 Indirect treatment comparison of somnolence
or sedation with dopamine partial agonists vs

D2 receptor antagonists in major depressive disorder

and schizophrenia

Nabulsi N', Ta J', Haile F', Parikh M!, Cheng N, Mirza N,

Onishchenko K!, Adham N, Varughese S', Adams J;

nadia.nabulsi@abbvie.com
1AbbVie
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Musculoskeletal
Real-world effectiveness of interleukin-6

28 receptor inhibitors compared with methotrexate
in steroid-refractory frail patients with polymyalgia
rheumatica

Anson L1, Sattui S?, Dejaco C?, Ford K, Fiore S*, Unizony S°,
Xie F%, Curtis J% lane.anson@sanofi.com; SSATTUI@pitt.edu
ISanofi, Cambridge, MA, USA; 2Division of Rheumatology
and Clinical Immunology, University of Pittsburgh,
Pittsburgh, PA, USA; *Rheumatology, Hospital of Bruneck
(ASAA-SABES), Teaching Hospital of the Paracelsius Medical
University, Brunico, Italy; Division of Rheumatology and
Clinical Immunology, Department of Internal Medicine,
Medical University, Graz, Austria; ‘Sanofi, Morristown, NJ,
USA; *Massachusetts General Hospital, Harvard Medical
School, Boston, MA, USA; The University of Alabama

at Birmingham, Birmingham, AL, USA; Foundation for
Advancing Science, Technology, Education and Research,

Birmingham, AL, USA

28 Analyzing the economic impact of denosumab
in the treatment of osteoporosis

Shastri K!, Ren $% Jayawardena N, Griffin A3, Ainslie-Garcia M?;

kunal.shastri@fresenius-kabi.com

Fresenius Kabi, SwissBioSim GmbH; *Fresenius Kabi USA,

LLC; 3EVERSANA
28 Indirect treatment comparison of
efgartigimod vs immunoglobulins in chronic
inflammatory demyelinating polyneuropathy (CIDP)
Celico L1, Alves R!, De Francesco M, Iannazzo S?,
Arvin-Berod C?, Skripuletz T¢, Jefferson M
lcelico@heorvaluehub.com; mjefferson@argenx.com
'HEOR Value Hub; 2argenx; *Hannover Medical School

Oncology

29 Patient-reported outcomes evaluating
physical functioning and symptoms in

patients with pretreated human epidermal growth

factor receptor 2-mutant advanced non-small cell lung

cancer: Results from the Beamion LUNG-1 trial

Sabari J', Ruiter G?, Nadal E3, Hendriks L*, Goto Y°, Zettl Hf,

Lauer A7, Sadrolhefazi B?; joshua.sabari@nyulangone.org;

behbood.sadrolhefazi@boehringer-ingelheim.com

'Division of Medical Oncology, Perlmutter Cancer Center,

New York University Langone Health; 2Department
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of Clinical Pharmacology, Department of Thoracic
Oncology, Netherlands Cancer Institute; *Thoracic
Tumors Unit, Medical Oncology, Catalan Institute of
Oncology (ICO), Bellvitge Biomedical Research institute
(IDIBELL), L'Hospitalet; ‘Maastricht UMC+; *Thoracic
Oncology National Cancer Center Hospital Department;
SBoehringer Ingelheim International GmbH; "Boehringer
Ingelheim Pharma GmbH & Co. KG; 8Boehringer Ingelheim
Pharmaceuticals, Inc.

3 OOEconomic burden of recurrence in early-stage
hepatocellular carcinoma (HCC) treated
with curative intent: A retrospective analysis of
SEER-Medicare data
Mehta N', Wang L?, Kamble S?, Song Y*, Gao E,
Malhotra U?, Lax A% Sundaresan S° Zhang A®, Siegel A®;
Neil.Mehta@ucsf.edu; liya.wang@merck.com
Division of Gastroenterology, Department of Medicine,
University of California, San Francisco; 2Merck & Co., Inc.;
3Merck & Co., Inc; *Analysis Group Inc.; *Analysis Group
3 0 Zongertinib in patients with pretreated human
epidermal growth factor receptor 2-mutant
advanced non-small cell lung cancer: Beamion LUNG-1
Heymach J, Ruiter G2, Ahn M3, Girard N*, Smit E°, Planchard D,
Wu Y7, Cho B2, Yamamoto N° Sabari J*°, Zhao Y", Tu H’,
Yoh K®2, Nadal E®, Sadrolhefazi B*, Rohrbacher M,
von Wangenheim U®, Eigenbrod-Giese S', Zugazagoitia J7;
jheymach@mdanderson.org; ute.von_wangenheim@
boehringer-ingelheim.com
Division of Cancer Medicine, University of Texas MD
Anderson Cancer Center; Department of Clinical
Pharmacology, Department of Thoracic Oncology,
Netherlands Cancer Institute; 3Samsung Medical Center,
Sungkyunkwan University School of Medicine; ‘Institut
Curie, Institut du Thorax Curie-Montsouris; °Department
of Pulmonary Diseases, Leiden University Medical Center;
SDepartment of Medical Oncology, Institut Gustave Roussy,
Thoracic Group and International Centre for Thoracic
Cancers; "Guangdong Lung Cancer Institute, Guangdong
Provincial People’s Hospital (Guangdong Academy of
Medical Sciences), Southern Medical University; ®Division of
Medical Oncology, Yonsei Cancer Center, Yonsei University
College of Medicine; °Department of Experimental
Therapeutics, National Cancer Center Hospital; °Division
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Ingelheim Pharmaceuticals, Inc.; ®Boehringer Ingelheim
International GmbH; Boehringer Ingelheim International
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Real-World Evidence
Real-world health care resource utilization

34 and economic burden associated with
idiopathic pulmonary fibrosis in commercially insured
and Medicare Advantage populations in the United States
Yang J!, Fee R?, Bui B®, Le L%, Steffens A% Borah B
joseph.yang@boehringer-ingelheim.com

Boehringer Ingelheim Pharmaceuticals, Inc.; 20ptum;
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347Estimation of the minimal clinically important
difference (MCID) and longitudinal change in
the tardive dyskinesia impact scale (TDIS), a validated,
tardive dyskinesia-specific, patient-reported outcome
measure

Bron M!, Mathias S? Gao S!, Vanderhoef D', Zhang H',
Dunayevich E!, Perez-Rodriguez M3, Correll C*, Lee P’;
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34 Real-world health care resource utilization
and economic burden associated with

progressive pulmonary fibrosis in commercially insured

and Medicare Advantage populations in the United States

Yang J!, Bui B, Bancroft T?, Fee R, Steffens A, Borah B*;

joseph.yang@boehringer-ingelheim.com

Boehringer Ingelheim Pharmaceuticals, Inc.; 2Optum Life

Sciences; *Optum; “Mayo Clinic College of Medicine and

Sciences

34 AUVI-Q (epinephrine, USP) vs other
epinephrine auto-injector prescription was

associated with reduced inpatient hospitalizations for

anaphylaxis in a US retrospective commercial claims

analysis

Zah V', Hulbert E2, Vu M?, Buysman E?, Griffiths R
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350Real—world incremental economic burden of
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School, Boston, MA; “Genesis Research Group; *Genesis
Research, Inc.; SDepartment of Medicine, Brigham and
Women’s Hospital, Harvard Medical School
35 The economic burden of narcolepsy in the
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uni-regensburg.de; shaum.kabadi@sanofi.com
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35 Real-world assessment of manic events
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Real-world switch rates of injectable migraine
preventive therapies in patients with chronic
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40 Efficacy of as-needed albuterol-budesonide
vs albuterol on systemic corticosteroid
exposure in participants with mild asthma: BATURA
prespecified analysis
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Mange K®, Chalmers J% charles.haworth@nhs.net;
melanie.lauterio@insmed.com
ICambridge Centre for Lung Infection, Royal Papworth
Hospital NHS Foundation Trust; 2Division of Pulmonary
and Critical Care Medicine, the University of Texas Health
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40 Reduction in asthma exacerbations following
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beneficiaries: Results from the ZEPHYR-5 study
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41 1Real-world outcomes after 2 years of
dupilumab therapy for severe asthma:

The ProVENT study
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exposure and childhood asthma in California
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