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EDITORIAL

Hope Springs Eternal:
A New Year of HOPA Annual
Conference Research Abstracts

Courtney C. Cavalieri, PharmD, BCOP; Michael Williams, PharmD, BCOP

Dr Cavalieri is HOPA Annual Conference Abstract Review Subcommittee Chair, 2025-2026, and is a Clinical Oncology Pharmacist in GI,
Thoracic, and Head and Neck Malignancies, and PGY2 Oncology Residency Coordinator, Huntsman Cancer Institute, University of Utah, Salt
Lake City. Dr Williams is HOPA Annual Conference Abstract Review Subcommittee Vice Chair, 2025-2026, and Clinical Pharmacy
Specialist—Malignant Hematology/ Transplant and Cellular Therapy, Aurora St. Luke’s Medical Center, Advocate Health, Milwaukee, W1.

e are pleased to welcome you to this special

issue of the Journal of Hematology Oncology

Pharmacy JHOP), the official publication of
the Hematology/Oncology Pharmacy Association
(HOPA). This special issue, the Annual Issue of HOPA
Abstracts, comprises abstracts presented at the 22nd
HOPA Annual Conference, held March 25-27, 2026,
in New Orleans, LA. The abstracts featured in this
issue showcase the significant and impactful research
submitted by HOPA members and nonmembers, en-
compassing hematology/oncology pharmacists, other
healthcare professionals, and scientists from the Unit-
ed States and abroad.

The Annual Conference Abstract Review Subcom-
mittee of HOPA is composed of HOPA member vol-
unteers and includes representation on subjects by
experts in various hematology/oncology subspecialties
and practice areas. The subcommittee is tasked with
establishing and upholding policies and procedures
related to the submission criteria for research abstracts
and is responsible for evaluating completed, late-break-
ing, and trainee research submissions. The submitted
research encompasses a wide range of clinical/transla-
tional and practice management topics, including be-
nign or malignant hematology, solid tumors, blood
and marrow transplant/cellular therapy, supportive
care, medication safety, pharmacist roles, quality im-
provement, and the value of cancer care. In accor-
dance with its policies and procedures, the Annual
Conference Abstract Review Subcommittee selects
abstracts from the completed research and late-break-
ing submissions for poster presentation and platform
presentation at the HOPA Annual Conference. In
addition, the subcommittee selects abstracts from the
trainee research submissions for Trainee Top 10 Post-
ers for eposter presentation at the HOPA Annual
Conference. Subcommittee members also serve as

Vol 16 | Special Feature | March 2026

judges to select the best poster from the Trainee Top
10 Posters presentations, moderators for platform
presentations, and evaluators for all trainee posters.

This year, 41 completed and late-breaking research
abstracts were submitted for consideration, all of
which underwent review and scoring by designated
members of the HOPA Annual Conference Abstract
Review Subcommittee, followed by deliberation among
the full subcommittee, where all abstracts undergo a
thorough critique regarding their scientific merit and
relevance to HOPA members and attendees of the
HOPA Annual Conference. Abstracts selected as
late-breaking research must also demonstrate a signifi-
cant impact on hematology/oncology pharmacy prac-
tice that warrants prompt review and dissemination.

This year’s platform presentations showcase research
on the following topics: CMV reactivation with bispecif-
ic antibodies in multiple myeloma; hybrid observation
model for bispecific T-cell engager tarlatamab (HOME);
safety of shortened postinfusion observation times for
pertuzumab and ado-trastuzumab emtansine: a retro-
spective and prospective analysis; and treatment per-
sistence and dose modifications in US patients with
HR+, HER2-, node-positive, early breast cancer treated
with adjuvant abemaciclib.

HOPA members and nonmembers alike who con-
tributed abstracts are leaders in hematology/oncology
pharmacy practice and integral members of the health-
care community, optimizing cancer care for the pa-
tients we serve. The research showcased at the HOPA
Annual Conference exemplifies HOPA’s commit-
ment to education, the advancement of professional
practice, collaboration, innovation, and clinical excel-
lence. We hope that you will find enlightenment and
inspiration from the exceptional abstracts featured in
this issue. We look forward to receiving abstract sub-
missions from YOU in the future!

www.JHOPonline.com | Journal of Hematology Oncology Pharmacy



PERSPECTIVE

North American Enroliment in
Clinical Trials: An Emerging Issue
for Regulatory Approval

Ming-Hei Tai, PharmD, BCOP

Dr Tai is Oncology Pharmacist, Corewell Health William Beaumont University Hospital, Royal Oak, MI.

n May 20, 2025, the FDA had a meeting of
Oits Oncologic Drug Advisory Committee

(ODACQC)." The meeting reviewed STAR-
GLO, a phase 3 clinical trial that compared glofita-
mab plus gemcitabine and oxaliplatin with rituximab
plus gemcitabine and oxaliplatin in patients with re-
lapsed or refractory diffuse large B-cell lymphoma.! In
a surprising vote, ODAC voted 8 to 1 against the
applicability of the STARGLO trial’s results to the
US population.?

The main issue presented to ODAC was that al-
though the study demonstrated an overall survival
(OS) benefit, only 25 North American patients were
enrolled in the trial.! In patients from the Asian re-
gion (excluding Australia), the median progres-
sion-Aree survival (PFS) was 20.4 months for glofita-
mab plus gemcitabine and oxaliplatin versus 2
months for rituximab plus gemcitabine and oxalipla-
tin.' In the rest of the world, the median PFS was 9.2
months for glofitamab plus gemcitabine and oxalipla-
tin versus 7.8 months for rituximab plus gemcitabine
and oxaliplatin. In the Asian region, the median OS
was not estimable for glofitamab plus gemcitabine
and oxaliplatin versus 8.2 months in rituximab plus
gemcitabine and oxaliplatin.! In the rest of the world,
the median OS was 21.2 months for glofitamab plus
gemcitabine and oxaliplatin versus 27.8 months for
rituximab plus gemcitabine and oxaliplatin.! Even
when excluding the OS data, which could be con-
founded by subsequent therapy, the pooled non-
Asian patient data (ie, in United States, Europe,
Australia) found glofitamab plus gemcitabine and
oxaliplatin did not have significantly longer PFS than
with rituximab plus gemcitabine and oxaliplatin.!

The Asian population had more lenalidomide ex-

posure and only 2 of the 131 patients previously re-
ceived CAR T therapy compared with 19 of 143 pa-

Journal of Hematology Oncology Pharmacy | www.JHOPonline.com

tients from the rest of the world.! In the United
States, CAR T therapy is standard of care second- or
third-line therapy, whereas there is limited or no ac-
cess to CAR T therapy in Asia® Was this an explana-
tion for why PFS was so much longer in the Asian
region compared with the rest of the world? For the
patients who received previous CAR T therapy, glofit-
amab plus gemcitabine and oxaliplatin (N=13) and
rituximab plus gemcitabine and oxaliplatin (N=8)
had nearly identical PFS rates of 8.4 months and 7.8
months, respectively.* Is there no difference in out-
comes in countries with wide access to CAR T? ODAC
ultimately voted against the applicability of STAR-
GLO to a US population.? Based on the available
data, ODAC could not conclude with certainty that
glofitamab plus gemcitabine and oxaliplatin was supe-
rior to rituximab plus gemcitabine and oxaliplatin in
US patients.’

On July 17, 2025, ODAC met again, this time re-
garding the DREAMM-7 and DREAMM-8 trials.’
Both trials examined different combinations of belan-
tamab mafodotin with other agents for the treatment
of multiple myeloma. This time, ODAC voted 5 to 3
against the risk-benefit profile of the DREAMM-7 trial
and 7 to 1 against the risk-benefit profile of the
DREAMMS-8 trial.® A key issue discussed was that it
was difficult to interpret the risk-benefit profile of be-
lantamab mafodotin because of low US enrollment.®
The United States, for example, travels the longest
distance per capita in cars, trucks and motorcycles.” It
is possible that the ocular adverse events could be more
impactful on a US population, as patients would be
unable to drive if they cannot see. Less than 5% of the
patient population in both trials was from the United
States, and even fewer of the patients were Black, even
though 20% of patients with multiple myeloma are
Black.® The control arm in the DREAMM-7 trial,

March 2026 | Vol 16 | Special Feature



NORTH AMERICAN ENROLLMENT IN CLINICAL TRIALS

which consisted of patients receiving daratumumab
plus bortezomib and dexamethasone, was also consid-
ered an inferior control arm, because the study en-
rolled patients without previous exposure to immuno-
modulatory drugs but did not add them to the control
arm.” The combination of daratumumab, bortezomib,
lenalidomide, and dexamethasone was superior to dar-
atumumab plus bortezomib and dexamethasone in a
phase 3 trial.®

These decisions come as we are seeing decreasing
proportions of US patients in oncology clinical trials.’
It is not unusual to see multinational trials that have
<10% of the clinical trial population originate from
the United States.'® The FDA must decide whether
the primary end point would still apply to the US
population based on small trial subgroups. The re-
cent decisions from the FDA and ODAC suggest that
a lack of US representation could prevent a therapy
from being approved.

Clinical trials that are submitted for FDA approval
must do more to recruit patients in the United States
so the FDA and US clinicians can better assess the
efficacy and safety of experimental agents in US pa-
tients. If not, there is a real risk that new drug approv-
als could be delayed or denied. Here are several sug-
gestions for trial design changes that could help
improve US clinical trial enrollment.

Improved Control Arms

Multinational trials often must consider the thera-
pies available in every country to determine the ap-
propriate control arm. However, this often leads to a
substandard control arm for US patients, even if the
control arm may be appropriate for a multinational
trial. For example, second-generation Bruton tyrosine
kinase (BTK) inhibitors are the most prescribed BTK
inhibitors for chronic lymphocytic leukemia in the
United States.!" However, in many Central and East-
ern European countries, these second-generation
BTK inhibitors are not reimbursed.!? Fam-trastuzum-
ab deruxtecan, which is recommended for the treat-
ment of HER2-low breast cancer in the United
States, is not recommended for use in patients with
HER2-low breast cancer in the United Kingdom.'>*

US patients may not want to risk being random-
ized to a substandard control arm, and it may be
unethical for trial investigators in the Unites States
to randomize patients to a substandard control
arm."” This can lead to low clinical trial enrollment

Vol 16 | Special Feature | March 2026

in the United States. Clinical trials may need to
strengthen their control arms to enroll more US
patients. Innovative trial design, such as varying the
control arm depending on the country, could be
considered. In the DeLLphi-304 trial, for example,
the control arm varied depending on the patient’s
country of enrollment.

Crossover Trial Design

The accelerated approval program in the United
States allows drugs to reach market based on surro-
gate end points from single-arm trials.!” This is a
double-edged sword, because although this allows US
patients to access novel treatments faster, it can affect
clinical trial enrollment. If a novel agent is available
commercially through accelerated approval, some pa-
tients may want the guarantee of receiving a novel
agent versus having the risk for being randomized to
the control arm and never receiving the new therapy.
This would affect trials involving that novel agent, as
well as other trials that are investigating agents with
similar mechanisms of action.

Crossover trial design, in which patients who are
randomized to the control arm of a trial are allowed
to cross over to the experimental arm after disease
progression, could help mitigate this issue. First, this
trial design maintains equipoise for clinical trials after
accelerated approval of a drug, because the single-arm
trials used for accelerated approval do not address
crossover. Second, this trial design gives patients who
are randomized to the control arm the opportunity to
still receive the experimental agent. Giving every pa-
tient the chance to receive the experimental agent
may help maintain patients’ interest in a clinical trial.

Multiple Experimental Arms

Clinical trials are not limited to 1 control arm and 1
experimental arm. Although trials with multiple exper-
imental arms can be more difficult to design, there are
benefits. One benefit is that having multiple experi-
mental arms in a trial allows the testing of multiple
hypotheses. Patients are more likely to be randomized
to an experimental arm, which could encourage US
patients to enroll in a trial, and these trials may gener-
ate comparative data between experimental arms,
thereby producing new hypotheses.

Platform trials, such as the STAMPEDE trial in
prostate cancer, can enroll patients faster and answer
more questions than typical clinical trials.'8

www.JHOPonline.com | Journal of Hematology Oncology Pharmacy
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Broader Inclusion Criteria

Recently, the Journal of Clinical Oncology encour-
aged authors to improve trial representativeness and
have broader inclusion criteria.!” Clinical trials often
have a homogenous, relatively healthy population,
which makes it easier to detect an effect from the ex-
perimental arm. However, that may also limit patient
enrollment in clinical trials. Expanding inclusion
criteria could increase clinical trial participation in
the United States and make the trial more applicable
for patient populations that are often excluded from
clinical trials. It may make more sense, for example,
to use a geriatric assessment instead of a simple age
cutoff in clinical trials to enroll older adults who are
otherwise healthy.

In summary, US patient representation in clinical
trials has been declining over time. This issue has caused
ODAC and the FDA to question the applicability of
some clinical trials to a US population. Clinical trials
seeking approval from the FDA may need to make
changes in their trial design to increase US enrollment.
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after platinum-based chemotherapy. New Engl ] Med. 2025;393:349-361.

17. US Food and Drug Administration. Accelerated Approval Program.
Updated December 22, 2025. Accessed December 26, 2025. www.fda.gov/
drugs/nda-and-bla-approvals/accelerated-approval-program

18. Carthon BC, Antonarakis ES. The STAMPEDE trial: paradigm-chang-
ing data through innovative trial design. Transl Cancer Res. 2016;5(3 sup-
pl):5485-5490.

19. Wheeler SB, lasonos A, Cheng 1, et al. Guidance for JCO authors on
subgroup representation and reporting. J Clin Oncol. 2025;43:2759-2762.
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Evaluation of a Biosimilar Conversion in an Academic Medical
Center Outpatient Infusion Center
Presenting Author: Sidney Keisner, PharmD, BCOP, University of Arkansas for Medical Sciences, Little Rock, AR

BACKGROUND: To capture the projected savings associated with biosimilar agents, the University of Arkansas for
Medical Sciences underwent biosimilar conversion to maximize their use. Preferred formulary biosimilars (PFBs)
were chosen based on cost and reimbursement factors, and the conversion was implemented in phases for each
product. The first phase involved changing the order set product defaults in the electronic medical record.
OBJECTIVE: The primary aim of the analysis was to assess the impact of the first phase of biosimilar conversion in
the outpatient setting at our institution. Pre- and postimplementation comparisons were conducted. The end points
were utilization rates of the new PFBs, markers of reimbursement, acquisition costs, and the reasons PFBs were not
used.

METHODS: Formulations of bevacizumab, rituximab, and trastuzumab were included. End points were analyzed in
pre- and postimplementation time periods, which were defined as 18 months before and after implementation with
a buffer to avoid transition periods. Cost benefit was calculated from an institutional perspective as expected revenue
divided by acquisition cost. To control for underlying cost trends, the preimplementation cost for each product was
applied to drug administrations in the postimplementation period. For products used post implementation only, the
cost observed in the first quarter of the postimplementation period was applied to all subsequent drug administrations.
Drug administrations associated with medication assistance programs, open accounts, global payment agreements,
and nononcology indications were excluded.

RESULTS: Compared with the preimplementation period, the use of PFBs significantly increased in the
postimplementation period (bevacizumab, 1.5% vs 56.4%; rituximab, 7.5% vs 77.8%; trastuzumab, 3.6% vs 43.4%;
P<.001 for all changes). The average cost benefit of each drug, regardless of formulation, significantly increased
(bevacizumab, 2.08 to 2.19; rituximab, 4.17 to 5.26; trastuzumab, 3.00 to 4.73; P<.001 for all changes). The average
acquisition cost per dose decreased in the postimplementation period, and the most common reasons PFBs were not
used included incomplete order set conversion and payer preferences.

CONCLUSION: In the first phase of implementation, we observed a significant increase in the use of PFBs with
improved financial indicators. The most common reasons PFBs were not used reflected incomplete implementation
and expected payer preferences. Limitations of the analysis include changes in acquisition costs over time, payer
preferences for PFBs, and grandfathering of nonpreferred products, all of which may lead to underestimation of the
actual impact of biosimilar conversion in the postimplementation period.

1. Mulcahy AW, Hlavka JP, Case SR. Biosimilar cost savings in the United States: initial experience and future potential. Rand Health Q. 2018;7:3.
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Outcomes of Supportive Care Versus Pharmacologic Intervention for
the Management of CRS in Relapsed or Refractory Multiple
Myeloma Treated With BCMA- and GPRC5D-Directed Bispecifics

Presenting Authors: Victoria Nachar, PharmD, BCOP, University of Michigan, Ann Arbor, MI, and James Davis,
PharmD, BCOP, The Medical University of South Carolina, Charleston, SC

BACKGROUND: Cytokine release syndrome (CRS) frequently occurs with BCMA- or GPRC5D-directed bispecific
antibodies. Current guidelines (International Myeloma Working Group, mSMART) recommend dexamethasone
and/or tocilizumab for low-grade CRS, although the evidence is limited.

OBJECTIVE: To evaluate the safety and efficacy of supportive care alone versus pharmacologic intervention with
dexamethasone and/or tocilizumab for CRS management.

METHODS: This retrospective study included 555 patients with relapsed or refractory multiple myeloma from 7 US
academic centers that initiated elranatamab, teclistamab, or talquetamab by March 2025. Premedications and step-up
dosing (SUD) were per the prescribing information. Adverse event management followed institutional standards.
Supportive care included antipyretics, hydration, and/or oxygen. Pharmacologic intervention included tocilizumab
(8 mg/kg; maximum, 800 mg) and dexamethasone (4-20 mg per dose). CRS and immune effector cell-associated
neurotoxicity syndrome (ICANS) were graded per American Society for Transplantation and Cellular Therapy
criteria.

RESULTS: Of 555 patients, 36 received elranatamab, 308 teclistamab, and 211 talquetamab. CRS occurred in 55%
(grade 1, 38%; grade 2, 15%; grade >3, 1.8%), with a median duration of 1 day. The incidence of ICANS was 15%.
CRS was managed with supportive care in 87 (28%) patients and with pharmacologic intervention in 219 (72%)
patients using dexamethasone (n=68), tocilizumab (n=85), or both (n=66). Supportive care consisted of acetaminophen
(90%), hydration (30%), and oxygen (5%). In the pharmacologic intervention group, 71% received acetaminophen
(P<.001), 45% hydration (P=.017), and 16% oxygen (P=.017). The median number of dexamethasone doses was 5
(range, 1-34) and of tocilizumab was 1 (range, 1-5). A total of 29 patients received prophylactic tocilizumab; 52% had
CRS, mostly grade 1; and 87% were managed with supportive care. [CANS occurred in 45% of patients who received
dexamethasone and tocilizumab. The baseline characteristics were similar between the groups. Supportive care patients
had more grade 1 CRS (92% vs 61%; P<.001), less grade 2 CRS (8% vs 35%; P<.001), and shorter CRS duration (1.3
days vs 1.8 days; P=.003) than pharmacologic intervention patients. The rates of dose delay (33% vs 36%; P=.304),
recurrent CRS (26% vs 32%; P=.306), and hospitalization duration (median, 9 days for both; P=.809) were similar for
the supportive care and pharmacologic intervention cohorts. Recurrent CRS in all groups was at the same or lower
grade, except for 1 patient who received dexamethasone and tocilizumab and had grade 1 CRS with SUD 1 and grade
2 CRS with SUD 2. The median progression-free survival for both the supportive care and pharmacologic intervention
groups was 10 months (P=.83), and the median overall survival was 22.9 months and 17.3 months, respectively (P=.11).
CONCLUSION: Supportive care alone demonstrated similar outcomes to pharmacologic intervention for low-grade
CRS, particularly grade 1, which supports its role as a safe, effective initial management strategy that may limit the
need for additional intervention.

1. Rodriguez-Otero P, Usmani S, Cohen AD, et al. International Myeloma Working Group immunotherapy committee consensus guidelines and recommen-
dations for optimal use of T-cell-engaging bispecific antibodies in multiple myeloma. Lancet Oncol. 2024;25:¢205-¢216. Errata in: Lancet Oncol. 2024;25:¢284;
Lancet Oncol. 2025;26:¢186.
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From Diagnosis to Decision-Making: Black Patient and Caregiver

Perspectives on Lung Cancer Care and Support Needs
Presenting Author: Shanada Monestime, PharmD, BCOP, GO2 for Lung Cancer, San Carlos, CA

BACKGROUND: Lung cancer is the leading cause of cancer death in the United States. Black communities,
compared with other marginalized groups, have the highest mortality rates, driven by disproportionate late-stage
diagnoses, barriers to biomarker testing, and limited opportunities for clinical trial participation. Yet, the voices of
Black patients and caregivers remain underrepresented, because most studies have concentrated on populations with
a comparatively lower burden.

OBJECTIVE: To explore barriers and perceptions related to clinical trials, biomarker testing, and supportive care
needs among Black adults diagnosed with or caring for someone with lung cancer.

METHODS: We conducted a mixed-methods descriptive study in Washington, DC, and Baton Rouge, LA, which
are 2 regions with a high lung cancer burden and marked racial disparities, where Black residents have incidence and
mortality rates approximately 1.5 to 2.9 times higher than White residents. Eligible participants were aged >18 years,
self-identified as Black, and had lung cancer or were caregivers of such individuals. Semi-structured virtual interviews
incorporated narrative inquiry and structured ranking exercises to capture preferences related to decision-making,
clinical trials, and support needs. Transcripts were analyzed in ATLAS.ti using an inductive approach, and the
ranking data were summarized descriptively with mean scores calculated to identify priority concerns.

RESULTS: A total of 12 participants were included (50% patients and 50% caregivers; 75% female; 92% diagnosed
at stage [II-IV). Three central themes were identified in the narrative analysis. First, participants described delays in
diagnoses and fragmented care driven by dismissal of symptoms and insurance-related barriers. Second, most had
limited awareness of biomarker testing and reported it as never explained or offered. Third, perceptions of clinical
trials were mixed, with interest in participation tempered by mistrust, fear of adverse events (AEs), and unclear
provider communication. The most urgent concerns identified by ranking exercises included understanding
treatment options (mean, 2.25), managing AEs (mean, 3.41), and improving provider communication/self-advocacy
(mean, 4.41). One-on-one guidance from a dedicated health professional (mean, 1.42) and access to a 24-hour, 7-day
helpline (mean, 3.0) were ranked as the most valuable support formats.

CONCLUSION: This study highlights critical gaps in timely diagnosis, education on biomarker testing and clinical
trials, and provider communication for Black adults diagnosed with or caring for someone with lung cancer.
Pharmacists can be leveraged to deliver one-on-one guidance, trusted education, and navigation support, offering a
pathway to reduce disparities and improve equity in lung cancer care.

1. US Cancer Statistics Lung Cancer Stat Bite. CDC. June 2, 2025. Accessed June 10, 2025. www.cdc.gov/united-states-cancer-statistics/publications/lung-
cancer-stat-bite.html

2. Veenstra CM, Hawley ST. Incorporating patient preferences into cancer care decisions: challenges and opportunities. Cancer. 2020;126:3393-3396.

3. Abdullah A, Liu Z, Molinari M. From diagnosis to survivorship: the role of social determinants in cancer care. Cancers (Basel). 2025;17:1067.

4. Monestime S, Rigney M, Phipps N, et al. Health inequities across the lung cancer care continuum in ten marginalized populations: a narrative review. J
Thorac Dis. 2023;15:6345-6361.

5. Monestime S. Unlocking geographic disparities in lung cancer incidence calls for tailored interventions and pharmacist partnerships. J Hematol Oncol Pharm.
2024;14:Abstract LBOS5.

6. United States Cancer Cases and Death Statistics at a Glance. CDC. 2025. Accessed December 17, 2025. www.cdc.gov/cancer/dataviz

7. Monestime S. County-level disparities in lung cancer mortality rates by sex for non-Hispanic Blacks and non-Hispanic Whites residing in the United States.
Cancer Epidemiol Biomarkers Prev. 2023;32(12 suppl):C095.
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Safety of Live-Attenuated MMR Vaccination in Patients With
Multiple Myeloma Receiving Daratumumab After Autologous

Stem-Cell Transplantation
Presenting Author: James A. Davis, PharmD, BCOP, The Medical University of South Carolina, Charleston, SC

BACKGROUND: Antibodies for vaccine-preventable infections are significantly reduced after autologous stem-cell
transplantation (ASCT). However, because of the risk of infection, live-attenuated vaccinations, such as the measles-
mumps-rubella (MMR) vaccine, are contraindicated in immunocompromised patients, including patients with
multiple myeloma who have undergone ASCT within the previous 2 years or those who are receiving antibody-based
treatment. As data from the PERSEUS, SWOG 1803, and GMMG-HD?7 trials mature, incorporation of anti-CD38
antibodies after ASCT may become increasingly adopted into practice.

OBJECTIVE: We conducted a multicenter, retrospective study to evaluate the safety of MMR vaccination in patients
with multiple myeloma receiving daratumumab after ASCT.

METHODS: A total of 5 academic centers contributed data on patients who received MMR vaccination while
receiving daratumumab after ASCT. MMR vaccinations were administered at the discretion of the treating
oncologist. Vaccine titers were not checked as this is not routine practice at participating centers. Safety outcomes
included adverse events after vaccination, such as infectious complications, confirmed infections, and general
malaise.

RESULTS: Of the 41 patients included, the median age was 65 years (range, 47-85 years). The median previous lines
of therapy was 1 (range, 1-3). The median IgG level was 482 mg/dL, and 26% of patients received intravenous
immunoglobulin at the time of vaccination. All patients received a previous ASCT at a median of 4.4 months before
starting daratumumab. Most patients (59%) received daratumumab combined with lenalidomide (52%) or
pomalidomide (7%), with the remaining patients receiving in combination with a proteasome inhibitor (7%) or as
monotherapy (34%). In all, 95% of patients received monthly daratumumab at the time of vaccination. Initial MMR
vaccination was administered at a median of 20.2 months of daratumumab after ASCT. The median time from
ASCT to vaccination was 25.2 months. The most common adverse events were acute sinusitis (5%) and COVID-19
(5%), which occurred at a median of 8 days after vaccination. Rash, headache, and arthralgias were each reported in
1 patient. None of the patients had an active MMR infection after vaccination. There were no hospitalizations or
deaths after vaccination.

CONCLUSION: Our findings suggest MMR vaccination in immunocompromised patients with multiple myeloma
receiving daratumumab 24 months after ASCT is safe. Although this was a limited sample size, there were no vaccine-
related MMR infections after vaccination. MMR vaccination is important for these patients because of the rising rates
of vaccine hesitancy in the general population and the recent increase in confirmed measles cases in the United States.

1. Pandit A, Leblebjian H, Hammond SP, et al. Safety of live-attenuated measlessmumps-rubella and herpes zoster vaccination in multiple myeloma patients
on maintenance lenalidomide or bortezomib after autologous hematopoietic cell transplantation. Bone Marrow Transplant. 2018;53:942-945.
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A Real-World Analysis of Filgrastim and Biosimilars for Engraftment
After Hemopoietic Cell Transplantation: Balancing Efficacy and
Economics

Presenting Authors: Dennis Marjoncu, PharmD, BCOP, and Kori Holman, PharmD, BCOP, Methodist Cancer
Institute, Memphis, TN

BACKGROUND: Hematopoietic cell transplantation (HCT) is a consolidative treatment for hematologic
malignancies, with granulocyte colony-stimulating factors, such as filgrastim, facilitating neutrophil engraftment.
Biosimilars have gained traction in solid-tumor malignancies as a result of their cost-effectiveness, but real-world
evidence of their impact after HCT remains limited.

OBJECTIVE: To evaluate the efficacy and cost implications of filgrastim biosimilars in neutrophil engraftment after
HCT.

METHODS: A retrospective analysis was conducted at Methodist University Hospital from 2015 to 2023, evaluating
filgrastim to filgrastim-sndz after a formulary switch in September 2020. Data were collected for patients receiving
reference filgrastim or filgrastim-sndz postHCT and stratified by transplant type (autologous vs allogeneic). The
primary outcome was neutrophil engraftment time, with secondary outcomes including length of stay (LOS),
incidence of engraftment syndrome, bone pain, and cost-savings.

RESULTS: A total of 41 patients received filgrastim-sndz and 188 patients received filgrastim. The baseline
characteristics were primarily similar between the groups, including median age (55 years vs 59 years), male sex (56%
vs 55%), and indication for HCT of multiple myeloma being the most common (37% vs 44%). There was a
difference in the type of allogeneic donor (P=.014), with more mismatched unrelated donors in the filgrastim-sndz
arm (119 vs 0%). In the autologous HCT group, filgrastim-sndz recipients had a significantly shorter median time
to neutrophil engraftment (6 days vs 8 days; P<.001) and LOS (13.5 days vs 18 days; P=.038). The total cumulative
dose per patient was also lower in the filgrastim-sndz group (2880 mcg vs 3840 mcg; P<.001), providing a 56% cost-
savings (P<.001). Bone pain was not significantly higher in the filgrastim-sndz group (18% vs 7%; P=.096). In the
allogeneic HCT group, there were no significant differences in median time to neutrophil engraftment (9 days vs 10
days; P=.514), LOS (28 days vs 25 days; P=.169), or cumulative dose per patient (6240 mcg vs 4800 mcg; P=.330),
with a 24% cost-savings, although this was not statistically significant. The rates of engraftment syndrome, bone pain,
graft failure, and dose escalation were comparable between the groups.

CONCLUSION: This study supports the real-world efficacy of filgrastim-sndz in posttHCT neutrophil engraftment,
demonstrating comparable clinical outcomes to reference filgrastim while also providing cost-savings opportunities,
particularly in autologous HCT.

1. Copelan EA. Hematopoietic stem-cell transplantation. N Engl ] Med. 2006;354:1813-1826.

2. Zarxio (filgrastim-sndz) injection, for subcutaneous or intravenous use [prescribing information]. Sandoz; August 2025. Accessed December 17, 2025. www.
accessdata.fda.gov/drugsatfda_docs/label/2025/125553s0441bl.pdf

3. Neupogen (filgrastim) injection, for subcutaneous or intravenous use [prescribing information]. Amgen; April 2025. Accessed December 17, 2025. www.
accessdata.fda.gov/drugsatfda_docs/label/2025/103353s52011bl.pdf

4. Blackwell K, Gascon P, Krendyukov A, et al. Safety and efficacy of alternating treatment with EP2006, a filgrastim biosimilar, and reference filgrastim: a
phase III, randomized, double-blind clinical study in the prevention of severe neutropenia in patients with breast cancer receiving myelosuppressive chemo-
therapy. Ann Oncol. 2018;29:244-249.

5. Curry LD, Anders B, Dressler EV, Kennedy L. Efficacy of a conversion from filgrastim to filgrastim-sndz in stem cell transplant patients undergoing mobi-

lization. J Oncol Pharm Pract. 2021;27:871-876.
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Impact of an Oncolytic Pharmacist Prescription Verification Queue
at an Academic Medical Center

Presenting Authors: Kelsea Seago, PharmD, BCOP, and Christine Barrett, PharmD, BCOP, WVU Medicine,
Morgantown, WV

BACKGROUND: Pharmacy practice standards for oral oncolytic management were published by the Hematology/
Oncology Pharmacy Association in 2018. These standards set forth a best practice recommendation that oral
oncolytic safety and quality standards should be consistent with intravenous treatment standards.! Recognizing an
opportunity to increase the safety of oral oncolytic prescribing based on this best practice recommendation, clinical
pharmacists at West Virginia University Cancer Institute’s Mary Babb Randolph Cancer Center (MBRCC) sought
to implement an oncolytic prescription verification queue to ensure clinical pharmacist review of all oral oncolytic
prescriptions on prescribing. The impact of clinical pharmacist management on oral oncolytics is well documented
from clinical and specialty pharmacy perspectives.”* However, the use of an oncolytic prescription verification queue
in an academic medical center with embedded clinical oncology pharmacists is a novel workflow.

OBJECTIVES: The primary objective was to determine the impact of implementing an oncolytic prescription
verification queue by quantifying the number of prescriptions verified and the resulting pharmacist interventions.
The secondary objectives were to further characterize the pharmacist interventions into categories and identify
specific medications with the highest intervention rates.

METHODS: The verification queue was implemented in October 2023. Initially, the queue allowed retrospective
review of prescriptions sent to external pharmacies, prospective review of prescriptions sent to internal pharmacies,
and captured prescriptions sent from MBRCC’s outpatient hematology/oncology clinics, as well as 2 inpatient
oncology services at ].W. Ruby Memorial Hospital. In March 2024, a process for documentation of pharmacist
interventions resulting from the verification queue was standardized within the electronic medical record (EMR).
Next, in June 2025, prescriptions for oral oncolytics sent on discharge from any inpatient service also began filtering
into a queue for pharmacist verification. Metrics from the queue and associated pharmacist interventions were
collected using a custom-built workbench report within the EMR as well as a Tableau dashboard. Descriptive statistics
were used for analysis.

RESULTS: The verification queue resulted in a total of 7368 prescription verifications from October 2023 through
August 2025, equaling approximately 320 verifications per month. From March 2024 through August 2025, there
were 119 documented pharmacist interventions, equaling approximately 7 interventions per month. Interventions
were most often classified as coordination of care (29%) and clarification of sig (23%). More than half of all
interventions were documented on prescriptions for lenalidomide (34%) or capecitabine (23%).

CONCLUSION: The implementation of a novel oncolytic prescription verification queue resulted in thousands of
pharmacistverified oncolytic prescriptions and more than 100 documented pharmacist interventions in 23 months.

1. Mackler E, Segal EM, Muluneh B, et al. 2018 Hematology/Oncology Pharmacist Association best practices of the management of oral oncolytic therapy:
pharmacy practice standard. J Oncol Pract. 2019;15:¢346-¢355.

2. Davenport L, Tadros M, Sagheer TA, et al. Clinical role of oncology pharmacy specialists in oral oncolytic management in the outpatient hematology
clinic setting. J Hematol Oncol Pharm. 2023;13:264-269.

3. Kaymakcalan MD, Thomas J, Nowakowski K, et al. Clinical pharmacist prescriptions review and modification for oral antineoplastic medications at an
academic medical center. JCO Oncol Pract. 2023;19(suppl 11):64.

4. Kaufman N, Bentivegna N, Orr R. Outcomes of pharmacist-driven clinical interventions in a medication integrated oncology specialty pharmacy practice.
Pharmacist Practice in Focus: Oncology. 2025;7:15-19.
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Dexamethasone Versus Tocilizumab for Management of
Talquetamab-Induced Cytokine Release Syndrome in Patients
With Relapsed/Refractory Multiple Myeloma: A Multicenter,

Retrospective Study

Presenting Author: Donald Moore, PharmD, BCPS, BCOP, DPLA, FCCP, FASHP, Atrium Health Levine
Cancer Institute, Charlotte, NC

BACKGROUND: Talquetamab is a GPRC5D-directed bispecific antibody approved for the treatment of relapsed
or refractory multiple myeloma (RRMM). Cytokine release syndrome (CRS) occurred frequently (approximately
76%) with talquetamab in the MonumenTAL-1 study. The International Myeloma Working Group guidelines
recommend tocilizumab for low-grade CRS (grade 1 or 2).

OBJECTIVE: To compare the efficacy of dexamethasone versus tocilizumab for talquetamab-induced CRS
management.

METHODS: A multicenter, retrospective study was conducted across 7 academic medical centers that included
patients who received commercial talquetamab for RRMM. All patients received premedications and a talquetamab
step-up dose (SUD) schedule per the prescribing information. CRS was graded using the American Society for
Transplantation and Cellular Therapy criteria. The outcomes included the incidence and severity of CRS, recurrent
CRS rate, overall response rate, and healthcare resource utilization.

RESULTS: A total of 211 patients were included. Patients received a median of 6 previous lines of therapy (range,
2-14). Talquetamab was used as bridging therapy in 53 (35%) patients. A SUD schedule of days 1, 3, 5, and 7 was
used most often (63%). CRS occurred in 129 (61%) patients and was primarily low grade (grade 1, 43%; grade 2,
16%; grade 3 or 4, 1%). In all, 46 (36%) patients and 42 (33%) patients received dexamethasone and tocilizumab,
respectively, as their initial CRS management and were included in the primary efficacy outcome analysis. The
median dose of dexamethasone was 10 mg (range, 8-16 mg). In the dexamethasone group, 72% and 24% of patients
had grade 1 and grade 2 CRS, respectively. CRS resolved with either a single dexamethasone dose (46%), repeated
dexamethasone dosing (22%), or subsequent tocilizumab treatment (20%). In the tocilizumab group, CRS resolved
with a single dose, repeat doses, or subsequent dexamethasone treatment in 71%, 12%, and 17% of patients,
respectively. Recurrent CRS after a subsequent SUD was more common with initial dexamethasone (50% vs 15%;
P=.005); however, all repeat events were low grade and resolved with dexamethasone and/or tocilizumab. The overall
response rates (86% vs 90%; P=.74) and rates of very good partial responses or better (52% vs 56%; P=.83) were
similar between the dexamethasone and tocilizumab cohorts. For healthcare resource utilization, there were no
significant differences between the dexamethasone and tocilizumab cohorts for hospitalization duration during SUD
(9 days vs 10 days; P=.34) or intensive care unit admission during SUD (7% vs 9%; P=.70).

CONCLUSION: Although more patients had recurrent CRS with dexamethasone than with tocilizumab, subsequent
events were low grade and generally manageable with repeated dexamethasone doses. Dexamethasone could be an
alternative treatment option to tocilizumab for low-grade talquetamab-induced CRS.

1. Rodriguez-Otero P, Usmani S, Cohen AD, et al. International Myeloma Working Group immunotherapy committee consensus guidelines and recommen-
dations for optimal use of T-cell-engaging bispecific antibodies in multiple myeloma. Lancet Oncol. 2024;25:¢205-216. Errata in: Lancet Oncol. 2024;25:¢284;
Lancet Oncol. 2025;26:e186.

2. Lee DW, Santomasso BD, Locke FL, et al. ASTCT consensus grading for cytokine release syndrome and neurologic toxicity associated with immune effec-
tor cells. Biol Blood Marrow Transplant. 2019;25:625-638.
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Phase 3 Study to Evaluate Efficacy and Safety of Pemivibart, an IgG1
Monoclonal Antibody, for the Prevention of COVID-19 (CANOPY):
Subset Analysis of Participants With Chronic Lymphocytic Leukemia
Presenting Author: Kirthana Beaulac, PharmD, Invivyd, New Haven, CT

.

BACKGROUND: Pemivibart (VYD222) is a recombinant human monoclonal IgG1A antibody that targets the
SARS-CoV-2 spike protein receptor binding domain, thereby inhibiting virus attachment to the human angiotensin
converting enzyme 2 receptor on host cells. The FDA issued pemivibart an emergency use authorization (EUA) for
pre-exposure prophylaxis of COVID-19 in certain adults and adolescents with moderate-to-severe immune
compromise in March 2024. Data supporting this EUA was from CANOPY (NCT06039449), a phase 3 study that
evaluated the efficacy and safety of pemivibart for the prevention of COVID-19.

OBJECTIVE: To describe a subset of participants in the single-arm, open-label cohort A of CANOPY who were
considered to have significant immune compromise because of chronic lymphocytic leukemia (CLL).

METHODS: All cohort A participants received 4500 mg intravenously of pemivibart on day 1 and received a second
dose at the 3-month visit. Primary objectives: (1) Safety and tolerability of pemivibart, which were assessed as the
incidence of treatment-emergent adverse events (TEAEs), including serious AEs, (2) Evaluation of protection against
symptomatic COVID-19 based on serum viral neutralizing antibody titers against SARS-CoV-2 after receiving
pemivibart. An exploratory end point evaluated the incidence of reverse transcription polymerase chain reaction
(RT-PCR)-confirmed symptomatic COVID-19, including COVID-related hospitalization and all-cause mortality.
RESULTS: CANOPY enrollment began in September 2023 when the XBB-related and JN.1 variants of COVID
were dominant. A total of 306 immunocompromised participants were enrolled in cohort A. Of those, 29 (9.5%)
were included in the CLL subset, of whom the median age was 66 years (range, 39-83 years), 15 (51.7%) were female,
and 28 (96.6%) were White. In all, 9 (31%) participants were receiving antineoplastic agents, including venetoclax
(n=3), acalabrutinib (n=2), and ibrutinib (n=2). All participants were vaccinated for COVID-19 before enrollment,
having received a median of 6 vaccinations (range, 2-7 vaccinations). A total of 18 (62.1%) participants had TEAEs;
none of the TEAEs were considered serious or caused study drug discontinuation. Of 29 participants, 5 (17.2%) had
AEs that were related to pemivibart, all of which were considered mild. Of these 5 patients, 4 participants had
possible symptoms of an infusion-related reaction within 24 hours of dosing: 1 event each of tachycardia and fatigue
after dose 1, and 1 event each of nausea and headache after dose 2. Among all cohort A-enrolled participants, the
composite incidence of RT-PCR-confirmed symptomatic COVID-19 was 3.7% through day 180. None of the
participants within the CLL subset were among these RT-PCR-confirmed symptomatic COVID-19 cases.
CONCLUSION: Pemivibart was well tolerated in a subset of adults with CLL. None of the study patients had
COVID-19 in the 6 months after the administration of pemivibart.
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Safety of Shortened Postinfusion Observation Times for Pertuzumab
and Ado-trastuzumab Emtansine: Retrospective and Prospective

Analyses
Presenting Author: Jennifer Hutchinson, PharmD, BCOP, Massachusetts General Hospital, Boston, MA

BACKGROUND: Pertuzumab and ado-trastuzumab emtansine (T-DM1) are HER 2-targeted antibodies used for the
treatment of breast cancer. Clinical trials report infusion-related reactions (IRRs) of 21% and 1.6%, respectively,
which are significantly lower than with trastuzumab (40%). Despite this, FDA-recommended postinfusion observation
times remain prolonged at 60 minutes and 90 minutes for initial doses of pertuzumab and T-DM1, respectively, and
at 30 minutes for subsequent doses. Limited data exist on IRR characterization and the safety of reduced observation
times, leading to potentially unnecessary monitoring and chair time.

OBJECTIVES: To evaluate the incidence and severity of IRR with pertuzumab and T-DM1 and to assess the safety
of reduced observation times.

METHODS: We conducted a retrospective chart review of patients with breast cancer who received >1 dose of
pertuzumab or T-DM1 between January 2022 and February 2025. The primary outcome was the incidence of IRRs
within the first 3 doses. The secondary outcomes included the timing, management, and severity of IRRs per the
Common Terminology Criteria for Adverse Events, version 5.0. A prospective review of patients who received
treatment between March 2025 and August 2025 evaluated the incidence and severity of IRRs within the first 3 doses
after the implementation of reduced observation times (30 minutes for initial doses, none for subsequent doses).
RESULTS: A total of 242 patients (69% received pertuzumab and 31% received T-DM1) were included in the initial
retrospective review. For pertuzumab, 2 (1.2%) patients had a reaction after receiving the first dose and 1 (0.6%)
patient each had a reaction after the second and third doses. The average grade of reaction was 2 (range, 1-3). The
median time to reaction onset was 100 minutes (range, 80-120 minutes) from the start of the first infusion. No
reactions occurred during the observation period for subsequent doses. For T-DM1, 5 (6.7%) patients reacted with
the first dose; none of the patients had IRRs with subsequent doses. The average grade of IRR was 1 (range, 1-2).
The median time to IRR onset was 86 minutes (range, 10-180 minutes) from the start of the first infusion. In our
prospective review, a total of 58 patients (60% receiving pertuzumab and 40% receiving T-DM1) were included. None
of the patients in either arm had IRRs with shortened observation times, resulting in a combined estimated chair
time-savings of 47 hours per month.

CONCLUSION: In realworld practice, pertuzumab- and T-DMI1-associated IRRs were infrequent, mild, and
occurred primarily during infusion rather than in the observation period. Given the low incidence of IRR, we were
able to safely implement standardized, shortened observation times, which were well tolerated and have resulted in
significant chair time-savings. These findings support the re-evaluation of the current observation times to guide
future practice standards.

1. Perjeta (pertuzumab) injection, for intravenous use [prescribing information]. Genentech; June 2025. Accessed September 17, 2025. www.gene.com/
download/pdf/perjeta_prescribing.pdf

2. Kadeyla (ado-trastuzumab emtansine) injection, for intravenous use [prescribing information]. Genentech; May 2025. Accessed September 17, 2025. www.
gene.com/download/pdf/kadcyla_prescribing.pdf

3. Herceptin (trastuzumab) injection, for intravenous use [prescribing information]. Genentech; June 2024. Accessed September 17, 2025. www.gene.com/
download/pdf/herceptin_prescribing.pdf

4. Smith SM. Incidence of infusion-related reactions with pertuzumab and ado-trastuzumab emtansine: a retrospective study. J Hematol Oncol Pharm.

2023;13:128-132.
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Abstract #CR10

Real-World Incidence of Infusion-Related Reactions With
Sacituzumab Govitecan and Opportunities for Premedication

De-Escalation
Presenting Author: Jennifer Hutchinson, PharmD, BCOP, Massachusetts General Hospital, Boston, MA

BACKGROUND: Sacituzumab govitecan is a Trop-2-directed antibody-drug conjugate approved for the treatment
of metastatic breast cancer. In clinical trials, infusion-related reactions (IRRs) occurred in 35% of patients, with 2%
having grade 3 or 4 adverse events. Accordingly, the prescribing information recommends administering the first
infusions over 180 minutes and subsequent infusions over 60 to 120 minutes, each followed by a 30-minute
observation period. Premedication with antipyretics and H1/H2 antagonists are required, with corticosteroids added
if previous infusion reactions occurred. Despite notable trial-reported IRR rates, real-world data on incidence and
timing are limited, and guidance for premedication de-escalation is lacking.

OBJECTIVES: To characterize the incidence and presentation of IRRs in patients receiving sacituzumab govitecan
compared with clinical trial data and to evaluate the feasibility of premedication de-escalation.

METHODS: We conducted a retrospective chart review of patients aged >18 years with breast cancer who received
at least the first dose of sacituzumab govitecan at Mass General Brigham Cancer Institute between April 2020 and
May 2025. The primary outcome was the incidence of IRRs. The secondary outcomes included the timing and
severity of IRRs per the Common Terminology Criteria of Adverse Events, version 5.0 and the tolerability of
standard premedication de-escalation.

RESULTS: A total of 85 patients were included in this observational analysis. The median age was 61 years (range,
25-82 years), and 90.6% received >2 previous lines of therapy. Patients received a median of 7 doses of sacituzumab
govitecan (range, 1-112 doses) over a median of 70 days (range, 1-1216 days). None of the patients had IRRs while
receiving treatment. All the patients received medication per the FDA-recommended initial infusion rate of 180
minutes. For subsequent doses, the median infusion time was 120 minutes (range, 60-180 minutes), with 98.7% of
patients receiving an infusion in <120 minutes. At no point were the infusion rates extended for better tolerability.
Most patients also received the appropriate premedications, including diphenhydramine (98.8%), famotidine
(97.6%), and acetaminophen (97.6%), along with dexamethasone (98.8%) already included in their antiemetic
regimen. During treatment, 8.2% of patients discontinued famotidine, 5.9% discontinued acetaminophen, 4.7%
discontinued diphenhydramine, and 2.4% discontinued dexamethasone. The median number of doses to
premedication de-escalation was 3 (range, 1-14).

CONCLUSION: In this realworld cohort, no IRRs were observed with sacituzumab govitecan, which suggests
greater tolerability than in clinical trials. Some patients tolerated premedication de-escalation, with de-escalation
occurring as early as dose 3. Given the low incidences of IRRs, these findings support further investigation into
developing protocols to safely reduce premedication requirements and potentially shorten observation times.

1. Trodelvy (sacituzumab govitecan-hziy) injection, for intravenous use [prescribing information]. Gilead Sciences; March 2025. Accessed September 22, 2025.
www.gilead.com/-/media/files/pdfs/medicines/oncology/trodelvy/trodelvy_pi.pdf

2. Spring LM, Nakajima E, Hutchinson J, et al. Sacituzumab govitecan for metastatic triple-negative breast cancer: clinical overview and management of po-
tential toxicities. Oncologist. 2021;26:827-834.
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Abstract #CR11

Imlunestrant With or Without Abemaciclib in Advanced Breast
Cancer: Safety Analyses From the Phase 3 EMBER-3 Trial

Presenting Author: Emily Barrett, MSc, Eli Lilly and Company, Indianapolis, IN

BACKGROUND: Imlunestrant is a next-generation, brain-penetrant, oral selective estrogen receptor degrader. The
EMBER-3 trial (NCT04975308) in patients with ER-positive, HER2-negative advanced breast cancer and disease
progression on or after aromatase inhibitor therapy showed significant improvement in progression-free survival with
imlunestrant (400 mg once daily) over standard of care (SOC; fulvestrant or exemestane) among patients with ESR1
mutations, as well as with imlunestrant (400 mg once daily) plus abemaciclib (150 mg twice daily) over imlunestrant
in all patients, regardless of ESRI mutation status.! The detailed safety analyses are presented.

OBJECTIVES: To characterize the incidence, timing, duration, and management of the most common treatment-
emergent adverse events (TEAEs) of imlunestrant monotherapy and in combination with abemaciclib in the
EMBER:3 trial and to assess the safety profile of imlunestrant in different age-groups.

METHODS: The safety population included all patients who received >1 dose of study treatment. Analyses included
the incidence, severity (Common Terminology Criteria for Adverse Events, version 5.0), management, and outcomes
of common TEAEs.

RESULTS: The safety analyses included 859 patients who received imlunestrant (n=327), SOC (n=324), or
imlunestrant plus abemaciclib (n=208). The incidence of any AEs (imlunestrant, 83%; SOC, 84%; imlunestrant plus
abemaciclib, 98%), grade >3 TEAEs (imlunestrant, 17%; SOC, 21%; imlunestrant plus abemaciclib, 49%), and
serious AEs (imlunestrant, 10%; SOC, 12%; imlunestrant plus abemaciclib, 17%) was similar between the
imlunestrant and SOC arms and was higher in the combination arm. The most common any-grade AEs with
imlunestrant were diarrhea (21%), nausea (17%), and fatigue (23%), and with imlunestrant plus abemaciclib were
diarrhea (86%), nausea (49%), and neutropenia (48%); most of the AEs were grade 1. Of the imlunestrant, SOC,
and imlunestrant plus abemaciclib groups, 18%, 9%, and 50%, respectively, had grade 1 diarrhea, and 14%, 8%,
and 31%, respectively, had grade 1 nausea. Of these groups, 3%, 3%, and 28%, respectively, had grade 2 diarrhea,
and 3%, 5%, and 15%, respectively, had grade 2 nausea. In the imlunestrant and imlunestrant plus abemaciclib
cohorts, 0.3% and 8%, respectively, had grade >3 diarrhea and 0.3% and 2%, respectively, had grade >3 nausea.
There were no cases of grade >3 diarrhea or nausea in the SOC group. The dose reduction rates were 2% with
imlunestrant and 39% with imlunestrant plus abemaciclib, and the discontinuation rates as a result of AEs were low
(4% and 6%, respectively).

CONCLUSION: Imlunestrant had a favorable safety profile, similar to SOC, with predominantly grade 1 AEs. The
safety of imlunestrant plus abemaciclib was consistent with the known abemaciclib profile, without additive AEs. The
AEs were manageable with supportive medications and/or dose adjustments, resulting in few treatment
discontinuations in all arms. Imlunestrant alone or with abemaciclib provides a safe, tolerable, all-oral targeted
therapy option for patients with ER-positive, HER2-negative advanced breast cancer.

1. Jhaveri K, Neven P, Casalnuovo ML, et al. Imlunestrant, an oral selective estrogen receptor degrader (SERD), as monotherapy & combined with abemaci-
clib, for patients with ER+, HER2-advanced breast cancer (ABC), pretreated with endocrine therapy (ET): results of the phase 3 EMBER-3 trial. Clin Cancer
Res. 2025;31(12 suppl):Abstract GS1-01.
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Assessment of Thromboprophylaxis Eligibility in Patients With
Cancer at a Community Hospital

Presenting Authors: Christopher Clayton, PharmD, BCOP, and Sol Atienza, PharmD, BCOP, Aurora St. Luke’s
Medical Center, Milwaukee, W1

BACKGROUND: Cancer is a risk factor for venous thromboembolism (VTE). VTE is a major cause of morbidity
and mortality, which can lead to hospitalizations, substantial patient care needs, and increased cost for patients with
cancer. The incidence of VTE within 1 year of a cancer diagnosis is approximately 8%.! Various risk-scoring tools
have been evaluated to assess VTE risk based on clinical and laboratory factors. The current guidelines recommend
the Khorana scoring tool to determine which patients with cancer are candidates for primary VTE prophylaxis.?
OBJECTIVES: To conduct a gap analysis to assess patients diagnosed with VTE and to determine which of those
patients were eligible for VTE prophylaxis using the Khorana scoring tool.

METHODS: This retrospective chart review was conducted at a 900-bed community hospital between August 1,
2024, and September 1, 2025. The inclusion criteria were patients with cancer with a discharge diagnosis of deep
vein thrombosis or pulmonary embolism who were actively receiving chemotherapy or immunotherapy. The
exclusion criteria were patients with multiple myeloma, acute leukemia, myeloproliferative neoplasm, primary or
metastatic brain tumor, carcinoma in situ, history of or risk for bleeding, having a cancer diagnosis during the current
admission, and no chemotherapy or immunotherapy within the past 6 months. The data collection included
malignancy, prechemotherapy platelet and leukocyte count, hemoglobin or red blood cell growth factor use, body
mass index, anticoagulant medications, and the date of chemotherapy. The patients were evaluated using the
Khorana score and were categorized as having a high risk for VTE when scores were >2.

RESULTS: A total of 93 patients were identified as diagnosed with cancer and VTE through diagnosis-related group
codes on discharge. In all, 33 patients were excluded. Of the 60 patients assessed, 20 (33.3%) had Khorana scores of
>2, showing eligibility for VTE prophylaxis. None of these patients were receiving VTE prophylaxis. A total of 7
patients were receiving anticoagulation for other reasons (eg, atrial fibrillation, previous VTE). Of the 20 patients,
the cancer types were pancreas/lung (each 20%), gynecologic/bladder (each 10%), lymphoma/testicular (each 5%),
and other (breast, head and neck, anal, chronic lymphocytic leukemia, colon, 30%). As per the Khorana score
criteria, 20% of the cancers were very high risk and 50% were high risk, and the platelet, hemoglobin, leukocyte, and
body mass index parameters were met in 25%, 55%, 30%, and 45% of patients, respectively.

CONCLUSION: The results confirm that primary VTE prophylaxis is underutilized. These data will be used as a
baseline measurement to justify an electronic platform that identifies patients with cancer who are eligible for VTE
prophylaxis in the clinical setting.

1. Mahajan A, Brunson A, White R, Wun T. The epidemiology of cancer-associated venous thromboembolism: an update. Semin Thromb Hemost. 2019;45:321-325.
2. National Comprehensive Cancer Network. NCCN Clinical Practice Guidelines in Oncology: cancer-associated venous thromboembolic disease. Version
3.2025. November 6, 2025. Accessed December 18, 2025. www.nccn.org/professionals/physician_gls/pdf/vte.pdf

3. Ay C, Pabinger I, Cohen AT. Cancer-associated venous thromboembolism: burden, mechanisms, and management. Thromb Haemost. 2017;117:219-230.
4. Carrier M, Abou-Nassar K, Mallick R, et al. Apixaban to prevent venous thromboembolism in patients with cancer. N Engl ] Med. 2019;380:711-719.

5. Khorana AA, Kuderer NM, Culakova E, et al. Development and validation of a predictive model for chemotherapy-associated thrombosis. Blood.
2008;111:4902-4907.

6. Khorana AA, Mackman N, Falanga A, et al. Cancer-associated venous thromboembolism. Nat Rev Dis Primers. 2022;8:11.

7. Khorana AA, Otten HM, Zwicker ]I, et al. Prevention of venous thromboembolism in cancer outpatients: guidance from the SSC of the ISTH. J Thromb
Haemost. 2014;12:1928-1931.

8. Li A, May SB, La ], et al. Venous thromboembolism risk in cancer patients receiving firstline immune checkpoint inhibitor versus chemotherapy. Am J
Hematol. 2023;98:1214-1222.
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Prostate-Specific Antigen Response With Darolutamide Plus
Androgen-Deprivation Therapy in Patients With Metastatic
Hormone-Sensitive Prostate Cancer in ARANOTE

Presenting Author: Kirollos Hanna, PharmD, BCPS, BCOP, FACCC, FAPO, FHOPA, Mayo Clinic College of
Medicine, Rochester, MN, and Minnesota Oncology, St. Paul, MN

BACKGROUND: In the ARANOTE study,' darolutamide plus androgen-deprivation therapy (ADT) reduced the
risk for radiologic progression or death versus placebo plus ADT by 46% (hazard ratio [HR], 0.54; 95% confidence
interval [CI], 0.41-0.71; P<.0001) in patients with metastatic hormone-sensitive prostate cancer (mHSPC).
OBJECTIVE: To report ARANOTE’s post-hoc analyses correlating prostate-specific antigen (PSA) response with
overall outcomes and by baseline PSA level.

METHODS: Patients with mHSPC were randomized 2:1 to darolutamide 600 mg twice daily plus ADT or to placebo
plus ADT. The achievement of undetectable PSA (<0.2 ng/mL) at any time was evaluated. Radiologic progression-
free survival, the time to metastatic castration-resistant prostate cancer (nCRPC), and the time to PSA progression
were evaluated in patients who did or did not achieve PSA <0.2 ng/mL and by baseline PSA group, which was
defined as lower than the first quartile (quartile 1, <4.1 ng/mL), between quartile 1 and the median (4.1-<21.3 ng/
mL), and equal to or higher than the median (>21.3 ng/mL).

RESULTS: In 669 patients (darolutamide, 446; placebo, 223), the median baseline PSA was 21.4 and 21.2 ng/mL,
respectively. More patients receiving darolutamide achieved a PSA of <0.2 ng/mL (62.6%) versus those receiving
placebo (18.5%). Patients achieving a PSA of <0.2 ng/mL at any time in both groups had lower ECOG performance
status and baseline PSA values than those who did not. Patients receiving darolutamide achieved a PSA of <0.2 ng/
mL versus those who did not have lower risk for radiologic progression or death (81%, HR, 0.19; 95% CI, 0.13-0.27),
progression to mCRPC (84%, HR, 0.16; 95% CI, 0.12-0.23), and PSA progression (92%, HR, 0.08; 95% CI, 0.05-
0.12), which indicates a durable response. Regardless of the baseline PSA group, more patients receiving darolutamide
versus placebo achieved a PSA of <0.2 ng/mL at any time, with higher rates of PSA of <0.2 ng/mL in patients with
a low baseline PSA of <4.1 ng/mL (darolutamide, 87.6% vs placebo, 43.5%; 4.1-<21.3 ng/mL, 64.8% vs 14%; >21.3
ng/mL, 50.5% vs 10.2%). Patients receiving darolutamide with a low baseline PSA (<4.1 ng/mL) had a longer time
to radiologic progression or death, time to mCRPC, and time to PSA progression versus patients with a baseline PSA
of >21.3 ng/mL; outcomes were similar for patients with a baseline PSA of 4.1 to <21.3 ng/mL versus >21.3 ng/mL.
Safety with darolutamide was consistent with previous data and was independent of PSA response or baseline PSA.
Patients who received darolutamide had lower rates of discontinuation as a result of TEAEs than patients who
received placebo.

CONCLUSION: More patients receiving darolutamide achieved undetectable PSA at any time versus placebo,
regardless of baseline PSA. Undetectable PSA response with darolutamide correlated with clinical benefit in terms
of radiologic progression or death and longer times to mCRPC and PSA progression.

1. Saad F, Vjaters E, Shore N, et al. Darolutamide in combination with androgen-deprivation therapy in patients with metastatic hormone-sensitive prostate
cancer from the phase [Il ARANOTE trial. ] Clin Oncol. 2024;42:4271-4281.
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Pilot Study to Establish Incidence and Characteristics of Patients at
Risk for Symptomatic Hyperammonemia Secondary to Recombinant
Erwinia Asparaginase

Presenting Authors: Catherine Martin, PharmD, and Alexis Kuhn, PharmD, BCOP, Mayo Clinic, Rochester, MN

BACKGROUND: Asparaginase therapy is essential for the treatment of pediatric acute lymphoblastic leukemia
(ALL) and lymphoblastic lymphoma. For patients who had hypersensitivity to a first-line Escherichia coli-derived drug,
the standard of care is to transition to an Erwinia-derived drug. All asparaginase drugs exert their antileukemic effects
by enzymatically breaking down asparagine to aspartic acid and ammonia. Elevations in ammonia levels are
anticipated during asparaginase treatment; however, symptomatic hyperammonemia is not expected. Recombinant
Erwinia asparaginase is relatively new to the market, and there have been several case reports of symptomatic
hyperammonemia with this specific formulation.

OBJECTIVES: The primary objective of this prospective study was to establish the incidence of symptomatic
hyperammonemia secondary to recombinant Erwinia asparaginase and to determine if a larger multicenter trial was
warranted. An additional objective was to identify the potential risk factors for symptomatic hyperammonemia.
METHODS: This single-center, prospective trial received institutional review board approval. Funding was provided
by the Mayo Clinic Clinical and Translational Science Award (grant number: UL1ITR002377) and the Mayo Clinic
Department of Pharmacy. All patients who received treatment by the pediatric hematology/oncology team at our
institution who were receiving recombinant Erwinia asparaginase were eligible for the study. Patients were excluded
if they were aged <I year at study entry. Enrolled participants had a baseline plasma ammonia level obtained,
followed by twice-weekly ammonia levels while receiving recombinant Erwinia asparaginase. Aside from baseline, all
ammonia levels were trough levels measured either 48 or 72 hours after the previous dose.

RESULTS: A total of 5 patients were included, 3 of whom were male (60%). In all, 3 patients had T-cell ALL (60%),
1 patient had B-cell ALL (20%), and 1 patient had infantile B-cell ALL (20%). The median age was 5 years (range,
1-14 years). A total of 2 patients were followed for 2 courses of recombinant Erwinia asparaginase, and the remaining
patients were followed for a single course. The mean baseline plasma ammonia level was 14.4 mcmol/L. The mean
ammonia level while receiving recombinant Erwinia asparaginase was 157.5 mcmol/L. In all, 3 (60%) patients had
symptomatic hyperammonemia with a mean ammonia level of 234.8 mcmol/L (range, 212-343 mcmol/L). The
patients’ symptoms included nausea (100%), fatigue (66.7%), and decreased appetite (33.3%). All 3 patients who
developed symptoms were men and had T-cell ALL. The remaining 2 patients had asymptomatic hyperammonemia
with a mean ammonia level of 122.2 mcmol/L (range, 55-304 mcmol/L).

CONCLUSION: Based on our small cohort, symptomatic hyperammonemia may be a common adverse event for
patients receiving recombinant Erwinia asparaginase. Checking plasma ammonia levels is reasonable in patients who
have nausea and vomiting.

1. Clay AS, Hainline BE. Hyperammonemia in the ICU. Chest. 2007;132:1368-1378.

2. Egler RA, Ahuja SP, Matloub Y. L-asparaginase in the treatment of patients with acute lymphoblastic leukemia. ] Pharmacol Pharmacother. 2016;7:62-71.
3. Gossai N, Richards M, Boman L, et al. Symptomatic hyperammonemia with erwinia chrysanthemi-derived asparaginase in pediatric leukemia patients. J
Pediatr Hematol Oncol. 2018;40:312-315.

4. Heitink-Pollé¢ KMJ, Prinsen BHCMT, de Koning TJ, et al. High incidence of symptomatic hyperammonemia in children with acute lymphoblastic leukemia
receiving pegylated asparaginase. IMD Rep. 2013;7:103-108.

5. Jorck C, Kiess W, Weigel JFW, et al. Transient hyperammonemia due to L-asparaginase therapy in children with acute lymphoblastic leukemia or non-
Hodgkin lymphoma. Pediatr Hematol Oncol. 2011;28:3-9.

6. Leonard JV, Kay JD. Acute encephalopathy and hyperammonaemia complicating treatment of acute lymphoblastic leukaemia with asparaginase. Lancet.
1986;1:162-163.

7. Maese L, Loh ML, Choi MR, et al. Recombinant Erwinia asparaginase (JZP458) in acute lymphoblastic leukemia: results from the phase 2/3 AALL1931
study. Blood. 2023;141:704-712.

8. Martin CE, Kohorst MA, Ferdjallah A, et al. Symptomatic hyperammonemia secondary to recombinant Erwinia asparaginase. Pediatr Blood Cancer.
2023;70:¢30208.

9. Nussbaum V, Lubcke N, Findlay R. Hyperammonemia secondary to asparaginase: a case series. ] Oncol Pharm Pract. 2016;22:161-164.

10. Rylaze (asparaginase erwinia chrysanthemi (recombinant)-rywn) injection, for intramuscular use [prescribing information]. Jazz Pharmaceuticals Ireland
Limited; July 2025. Accessed December 18, 2025. https://pp.jazzpharma.com/pi/rylaze.en.USPLpdf

11. Salzer W, Bostrom B, Messinger Y, et al. Asparaginase activity levels and monitoring in patients with acute lymphoblastic leukemia. Leuk Lymphoma.

2018;59:1797-1806. Continued on page 23
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12. Steiner M, Attarbaschi A, Kastner U, et al. Distinct fluctuations of ammonia levels during asparaginase therapy for childhood acute leukemia. Pediatr
Blood Cancer. 2007;49:640-642.

13. Strickler N, Balabanov S, Casauro K, et al. Acute central nervous system complications and ammonium levels in adult patients with acute lymphoblastic
leukemia receiving l-asparaginase. Leuk Lymphoma. 2018;59:855-862.

14. Tong WH. Comment on ammonia level as a proxy of asparaginase inactivation in children: a strategy for classification of infusion reactions. ] Oncol Pharm
Pract. 2021;27:1054-1056.

15. van der Sluis IM, Vrooman LM, Pieters R, et al. Consensus expert recommendations for identification and management of asparaginase hypersensitivity
and silent inactivation. Haematologica. 2016;101:279-285.
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Abstract #CR15

CMYV Reactivation With Bispecific Antibodies in Multiple Myeloma
Presenting Author: Jordan Snyder, PharmD, BCOP, University of Kansas Health System, Kansas City, KS

BACKGROUND: Cytomegalovirus (CMV) reactivation is well described after allogeneic transplant and chimeric
antigen receptor T-cell (CAR-T) therapies, but the implications are less well known in patients receiving bispecific
antibodies (BsAbs). BsAbs have revolutionized the management of relapsed or refractory multiple myeloma (RRMM),
but come with long-term adverse events, such as an increased risk for infections, including CMV.

OBJECTIVE: To evaluate the incidence of CMV reactivation in patients receiving BsAbs for RRMM.
METHODS: This multicenter, retrospective review included 555 patients who received teclistamab, elranatamab, or
talquetamab. CMV reactivation was defined as any measurable CMV level. Descriptive statistics were utilized for
patient and disease characteristics and for the rates of CMV reactivation. Logistic regression model was used to
evaluate the risk factors for CMV reactivation.

RESULTS: In all, 308 (55%) patients received teclistamab, 36 (6%) received elranatamab, and 211 (38%) received
talquetamab. The median age was 68 years (range, 32-89 years) and the median previous lines of therapy was 5 (range,
2-18), including 164 (30%) patients who received previous CAR-T. A total of 437 patients had CMV serostatus
evaluated at some point during BsAb therapy, with 219 (50%) patients being CMV seropositive. Of the seropositive
patients, 48 (22%) had CMV reactivation during BsAb treatment. CMV reactivation occurred in 8 (17%) patients
who received dexamethasone treatment during step-up dosing, 6 (13%) patients who received tocilizumab treatment
or prophylaxis, and 5 (10%) patients who received dexamethasone and tocilizumab during the step-up dose period.
The median time to CMV reactivation was 1.2 months (range, 0-15.4 months) after treatment initiation. The median
peak CMV was 289 IU/mL (range, 5-324,917 IU/mL). Of the 48 patients who had reactivation, 16 (33%) patients
received CMV-directed therapy for a median duration of 24 days (range, 5-88 days). CMV disease occurred in 2
patients. One patient required hospitalization because of CMV reactivation, with hospitalization ongoing at time of
data collection. No treatment discontinuations, interruptions, or deaths occurred from CMV. Age, the number of
previous lines of therapy, previous BCMA-directed therapy, maximum-grade cytokine release syndrome, tocilizumab
treatment, dexamethasone treatment, use of IVIG, and IgG levels at day 30 and day 90 were evaluated via logistic
regression; none of the above factors predicted CMV reactivation.

CONCLUSION: CMYV reactivation occurred in almost 25% of patients who are CMV seropositive and receiving
bispecific antibodies for RRMM, with 33% of those patients requiring CMV-directed therapy. This incidence reflects
the need for additional guidance for risk stratification, monitoring, and prophylactic strategies in this high-risk
patient population.

1. Noopur R, Anderson K, Einsele H, et al. Monitoring, prophylaxis, and treatment of infections in patients with MM receiving bispecific antibody therapy:
consensus recommendations from an expert panel. Blood Cancer J. 2023;13:116.

2. Pei C, Blackburn L, Sharma N, et al. Cytomegalovirus reactivation in patients with multiple myeloma treated with teclistamab: risk factors and clinical
impact. Blood. 2024;144(suppl 1):4717.

3. Mazahreh F, Mazahreh L, Schinke C, et al. Risk of infections associated with the use of bispecific antibodies in multiple myeloma: a pooled analysis. Blood
Adv. 2023;7:3069-3074.
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Two-Year Real-World Patient-Reported Outcomes in Newly
Diagnosed Patients With Immune Thrombotic Thrombocytopenic
Purpura After Caplacizumab Plus Therapeutic Plasmatic Exchange

Treatment: A Prospective, Observational Study
Presenting Author: Jennifer Wang, PharmD, Sanofi, Cambridge, MA

Co-Authors: Laurence Pollissard, MSc, Sanofi, Gentilly, France; Jennifer Wang, MA Statistics, Sanofi, Cambridge,
MA; Marco Rossetti, BSBA, and Synne Wing, MSW, EmpiraMed, A StoryCatch Partners Company, Maynard, MA

BACKGROUND: Immune thrombotic thrombocytopenic purpura (iTTP) is a rare, life-threatening autoimmune
disorder that results from severe ADAMTS13 deficiency.! Real-world data on longterm patient-reported outcomes
(PROs) and health-related quality of life (HRQOL) in iTTP remain limited.

OBJECTIVE: To describe longterm PROs in patients newly diagnosed with iTTP in the United States after hospital
discharge and the first iTTP episode who received caplacizumab plus therapeutic plasmatic exchange (TPE) and
immunosuppression (ie, the caplacizumab group) or standard therapy TPE plus immunosuppression (ie, the TPE
group).

METHODS: This 24-month prospective, observational study planned to enroll approximately 100 adults newly
diagnosed with iTTP (>18 years) into caplacizumab (enrolled within 1 month after discharge) and TPE (enrolled
within 12 months after discharge) group. The data were collected using validated instruments, including the
PROMIS-Cognition Short Form 8a; Headache Impact Test-6; EQ-5D-5L; Short-Form 36 Health Survey, Version 2
(SE-36v2); Hospital Anxiety and Depression Scale; and Work Productivity and Activity Impairment Questionnaire.
Descriptive analyses were conducted and presented as means (standard deviation [SD]) unless otherwise specified.
RESULTS: This analysis included 35 patients in the caplacizumab group with a mean age of 38 years (SD, 11.48).
Patients were enrolled 15 (SD, 9.42) days after receiving their first dose of caplacizumab. The TPE group (n=3) was
too small for meaningful analysis, and the results are not shown. From baseline to 24 months, cognitive function
remained stable and slightly above the general population norms, with PROMIS T-scores improving from 52.90 (SD,
9.79) to 55.62 (SD, 8.01). QOL improved across all SE-36v2 domains, with a physical component summary score
that increased from 40.12 (SD, 8.74) to 50.23 (SD, 9.46) and mental component summary score that increased from
41.68 (SD, 12.41) to 48.72 (SD, 8.98), approaching population norms. Headache severity decreased from 52.30 (SD,
8.80) to 46.25 (SD, 9.11). EQ-5D-5L health utility scores improved from 0.73 (SD, 0.24) to 0.88 (SD, 0.17). Anxiety
and depression scores decreased from 9.36 (SD, 5.17) to 7.25 (SD, 4.79) and from 5.00 (SD, 3.48) to 2.75 (SD, 2.50),
respectively. Over 24 months, significant improvements were observed in work productivity measures, including
activity impairment that decreased from 71.11 (SD, 36.44) to 16.67 (SD, 5.77), overall productivity loss that
decreased from 91.67 (SD, 7.64) to 16.67 (SD, 5.77), presenteeism that decreased from 76.67 (SD, 20.82) to 16.67
(SD, 5.77), and absenteeism that decreased from 84.00 (SD, 33.15) to 0 (SD, 0).

CONCLUSION: This study highlights improvements in PROs over 24 months in patients with iTTP receiving
caplacizumab plus TPE at initial diagnosis, providing first real-world evidence of long-term QOL outcomes. However,
limitations such as underrecruitment, small TPE group size, and high dropout rates prevent attributing these gains
directly to caplacizumab. Larger studies that have well-matched comparator groups are needed to assess caplacizumab’s

impact on HRQOL in patients with iTTP.

1. Scully M, Cataland SR, Peyvandi F, et al. Caplacizumab treatment for acquired thrombotic thrombocytopenic purpura. N Engl ] Med. 2019;380:335-346.
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Factors Associated With Clinical Outcomes in Patients With
HER2 Mutation-Positive NSCLC Who Received Sevabertinib
(BAY 2927088)

Presenting Author: Katelyn Toeniskoetter, PharmD, BCOP, Dana-Farber Cancer Institute, Boston, MA

BACKGROUND: Mutations in HER2 occur in approximately 2% to 4% of patients with non-small-cell lung cancer
(NSCLC) and are associated with unfavorable outcomes. Sevabertinib is a potent, oral, reversible HER2 tyrosine
kinase inhibitor that has demonstrated durable responses and a manageable safety profile in patients with advanced
NSCLC and HER2 mutations.!

OBJECTIVE: Our exploratory analysis sought to assess the impact of baseline clinical characteristics and molecular
alterations on treatment outcomes.

METHODS: Patients from expansion cohort D of the SOHO-01 phase 1/2 study (NCT05099172) were included
in this analysis. All patients had advanced NSCLC with a HERZ-activating mutation and had disease progression
after >1 systemic therapy, but were naive to HER 2-targeted therapy, and received treatment with sevabertinib 20 mg
twice daily. Plasma ctDNA was assessed using the Thermo Fisher Scientific Oncomine Precision Assay. HER2 variant
information and coalteration data were used to assess the correlation with investigator-assessed treatment response
and outcomes.

RESULTS: Of the 44 patients who received treatment in expansion cohort D, 43 patients who had a postbaseline
tumor assessment were included. At baseline, the median patient age was 62 years, 65.1% of the patients were female,
72.1% had never smoked, and 46.5% had received <2 previous lines of therapy. Treatment with <2 previous lines of
therapy versus >2 previous lines was associated with a higher objective response rate (75% vs 69.6%, respectively),
longer median duration of response (DOR; DOR, not reached vs 5.2 months, respectively), and improved median
progression-free survival (PFS; PES, not reached vs 6.7 months). TP53 mutations were the most frequently observed
coalterations and were present in 13 of 37 patients (35.1%) with detectable HER2 ctDNA. The HER2 Y772_A775dup
(YVMA) variant was associated with enhanced treatment efficacy, whereas the presence of a TP53 coalteration was
not. Multivariate analysis indicated that TP53 and HER2 YVMA provide independent prognostic information.
Patients lacking TP53 coalterations and having the YVMA variant showed favorable responses and outcomes, similar
to those who had received only 1 previous therapy.

CONCLUSION: This exploratory analysis of clinical and molecular factors in patients with HER2 mutation-positive
NSCLC indicates favorable DOR and PFS among those who received only 1 previous line of therapy or who had
specific molecular characteristics. The findings underscore the importance of integrating clinical and molecular
features to identify potential prognostic or predictive markers. As part of an ongoing study, these preliminary results
emphasize the need for validation in a larger sample size to confirm these insights and further explore therapeutic
strategies for patients with HERZ-altered cancers.

1. Girard N, Loong HHF, Goh BC, et al. 30: phase 1/II SOHO-01 study of BAY 2927088 in patients with previously treated HER2-mutant NSCLC: safety
and efficacy results from 2 expansion cohorts. ] Thorac Oncol. 2025;20(suppl 1):S5-S6.
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SOHO-01: Safety and Efficacy of Sevabertinib in Patients With
Advanced HER2 Mutation-Positive Non-Small Cell Lung Cancer
Who Received Pretreatment but Were Naive to HER2-Targeted
Therapy or Had Not Received Any Treatment for Advanced Disease

Presenting Author: Katelyn Toeniskoetter, PharmD, BCOP, Dana-Farber Cancer Institute, Boston, MA

BACKGROUND: The potent, reversible HER2 tyrosine kinase inhibitor sevabertinib (BAY 2927088)' has
demonstrated manageable safety and antitumor activity in patients with advanced non-small-cell lung cancer (NSCLC)
with HERZ2-activating mutations.

OBJECTIVE: To report the safety and efficacy data from 2 cohorts of the ongoing, open-label, multicenter phase
1/2 SOHO-01 trial (NCT05099172).

METHODS: Patients with advanced NSCLC and HERZ-activating mutations were enrolled and received oral
sevabertinib 20 mg twice daily. Patients in expansion/extension cohort D had disease progression after receiving >1
systemic therapy and were naive to HER2-targeted therapy; patients in expansion cohort F had not received any
systemic therapy for locally advanced or metastatic disease. Safety (MedDRA, version 27.1 and Common Terminology
Criteria for Adverse Events, version 5.0) was the primary end point; antitumor activity (RECIST, version 1.1) was a
key secondary end point.

RESULTS: As of October 14, 2024, 81 patients in cohort D and 39 in cohort F received treatment. The median ages
were 60 years in cohort D and 65 years in cohort F, 61.7% of patients in cohort D and 64.1% in cohort F were female,
61.7% in cohort D and 79.5% in cohort F had never smoked, and 43.2% of patients in cohort D had received >2
systemic therapies. All patients were analyzed for safety and efficacy; response was based on the full analysis set.
Treatmentrelated adverse events (TRAEs) were observed in 96.7% of the patients; diarrhea was the most common
TRAE leading to dose reduction in 8.3% of patients (Table). None of the patients discontinued sevabertinib treatment
because of diarrhea, and there were no cases of interstitial lung disease. The investigator-assessed objective response rates
were 59.3% (95% confidence interval [CI], 47.8-70.1) in cohort D and 59% (95% CI, 42.1-74.4) in cohort F. The
disease control rates (confirmed response or stable disease for >12 weeks) were 84% (95% CI, 74.1.91.2) in cohort D
and 84.6% (95% CI, 69.5-94.1) in cohort F. One patient in cohort D achieved a complete response.
CONCLUSION: Sevabertinib demonstrated manageable safety in both cohorts, which is consistent with previous
reports. Diarrhea was the most common TRAE, but it was manageable and did not lead to treatment discontinuation.
Similar response rates were observed in patients with advanced HER2 mutation-positive NSCLC who received
pretreatment but were naive to HER2-targeted therapy and in those who received treatment in the first-line setting.

Table
Cohort D Cohort F
Patients, n (%) Patients, n (%)
n=81 n=39

TRAE All grades Grade 23 All grades Grade =3
Any TRAE 78(96.3) 31(38.3) 38(974) 8(20.5)
Most common TRAEs occurring in 220% of all patients

Diarrhea 68 (84.0) 19 (235) 32(821) 1(2.6)

Rash 40 (494) 0 22 (56.4) 0

Paronychia 20 (247 0 7(179) 0

Stomatitis 15 (18.5) 1(12) 9(231) 0
Most common TRAE leading to dose reduction

Diarrhea 9 (1) 3(37) 1(26) 1(26)
TRAE indicates treatment-related adverse event.

1. Siegel F, Karsli-Uzunbas G, Kotynkova K, et al. Preclinical activity of BAY 2927088 in HER2 mutant non-small cell lung cancer. Cancer Res. 2023;83(7

suppl):Abstract 4035.
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Automating Dose Rounding Within the Electronic Health Record:

Impact on Drug Waste and Cost Avoidance
Presenting Author: Sarah Hogue, PharmD, St. Luke’s Health System, Boise, ID

BACKGROUND: Dose rounding of injectable oncolytic agents is a well-established strategy to enhance medication
safety, reduce drug waste, and optimize utilization without compromising therapeutic efficacy. At St. Luke’s Health
System, a standardized doserounding policy was built into the electronic health record (EHR) for targeted
medications to automate and streamline this practice across oncology services.

OBJECTIVE: To evaluate the financial impact of EHR-enabled dose rounding for oncolytic agents by comparing
prepolicy dose-rounding opportunities with actual cost-savings achieved after implementation.

METHODS: A phased EHR implementation was conducted over 6 months (April 2025-September 2025), targeting
52 high-cost injectable oncology medications. The EHR was configured to support automated dose rounding to the
nearest vial size within or equal to 10% variance of the calculated dose, minimizing manual intervention and
standardizing practice across providers and sites. The monthly drug costsavings and rounding opportunities were
tracked via EHR order and administration data to assess the effectiveness of the implementation.

RESULTS: From July 1, 2025, to August 31, 2025, the rounding of 34 targeted medications resulted in a total drug
cost-savings of $455,092 compared with a baseline monthly savings of $73,691, with pharmacists manually rounding
select orders, with an additional $123,263 in rounding opportunity identified for 18 additional EHR medication
builds. Assuming similar average monthly savings, a projected annual cost avoidance using dose rounding is
approximately $3.47 million. These findings demonstrate the substantial financial and operational benefits of
integrating dose rounding into the EHR workflow.

CONCLUSION: EHR-enabled dose rounding of oncolytic agents at St. Luke’s Health System has proved to be a
successful strategy for reducing drug waste and achieving significant cost-savings. The automation of this policy
within the EHR supports consistent clinical practice as well as enhances pharmacy operations and resource
stewardship. Continued monitoring and expansion of this initiative may further optimize oncology medication
management and support broader institutional goals for value-based care.

1. Fahrenbruch R, Kintzel P, Bott AM, et al. Dose rounding of biologic and cytotoxic anticancer agents: a position statement of the Hematology/Oncology

Pharmacy Association. ] Oncol Pract. 2018;14:¢130-e136.
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Treatment Persistence and Dose Modifications in US Patients With
Hormone Receptor-Positive, HER2-Negative, Node-Positive, Early
Breast Cancer Treated With Adjuvant Abemaciclib

Presenting Author: Astra Liepa, PharmD, BS, Eli Lilly and Company, Indianapolis, IN

BACKGROUND: In patients with hormone receptor (HR)-positive, HER2-negative, node-positive early breast
cancer (EBC) at high risk of recurrence, 2 years of adjuvant abemaciclib plus endocrine therapy is approved and
guideline recommended. In initial real-world studies, the high rate (>85%) of treatment persistence beyond 3 months
suggests that adjuvant abemaciclib is well tolerated in routine clinical practice.!?

OBJECTIVE: To describe 6-month treatment persistence and dosing patterns in patients with EBC receiving
abemaciclib 150 mg twice daily.

METHODS: Retrospective data were accessed from the US deidentified Flatiron Health Research Database. Adults
with HR-positive, HER2-negative, node-positive EBC who received abemaciclib 150 mg twice daily from January
2022 to June 2024 were eligible. Data cutoff was December 2024. The persistence rate was the proportion of patients
receiving abemaciclib >6 months, allowing for a <60-day medication gap within this period. Subgroup analyses were
conducted in patients meeting the monarchE high-risk criteria regarding axillary lymph nodes (N2, N3, or N1 plus
grade 3 and/or tumor >5 cm).

RESULTS: Of 1063 eligible patients, median age was 56 years (interquartile range [IQR], 47-65). Most had N1 (48%)
or N2 (34%) disease. Median follow-up was 17.5 months (IQR, 11-25). Treatment persistence at 6 months was 75%.
Most discontinuations were due to adverse events (AEs; 19%), and <1% were due to recurrence. Approximately 50%
of patients (n=536) had >1 dose reduction. Persistence was 85% in patients with >1 dose reduction and 64% in those
with no dose reductions. In all, 70% of patients who discontinued abemaciclib by 6 months did not have a dose
reduction. Median time from the start of abemaciclib to the first dose change and/or hold was 49 days (IQR, 23-111).
During the first 30 days of treatment and days 31 to 90, discontinuations due to AEs were lower in patients with
dose reductions versus those with no dose reductions (0-30 days: 7% [overall], 1% [>1 dose reduction], 12% [no dose
reduction]; 31-90 days: 7% [overall], 4% [>1 dose reduction], 10% [no dose reduction]; 91-182 days: 5% [overall], 6%
[>1 dose reduction], 5% [no dose reduction]). Persistence and use of dose reductions were similar in patients meeting
the monarchE high-risk criteria.

CONCLUSION: In US clinical practice, 75% of patients who initiated adjuvant abemaciclib continued abemaciclib
beyond 6 months. Treatment persistence was higher among patients with dose reductions versus those with no dose
reductions, and rates of early discontinuations due to AEs were low in patients with dose reductions. Given that dose
reductions in monarchE were not associated with reduced efficacy,’ these additional real-world data support the use
of early dose modifications to improve tolerability and treatment persistence for adjuvant abemaciclib in patients
with high risk of recurrence.

1. Hudson K, GathiruaMwangi W, Williams LA, et al. Abemaciclib persistence in patients with HR+, HER2-, node-positive early breast cancer: a real-world
analysis. Oncol Ther. 2025;13:1105-1118. doi:10.1007/540487-025-00385-9

2. Gorantla V, Choski R, Rosenfeld S, et al. Dose reduction impacts persistence on abemaciclib: a retrospective analysis of real-world data from the Integra-
Connect PrecisionQ de-identified database. Clin Cancer Res. 2025;31(12Suppl):P1-11-21. doi:10.1158/1557-3265.SABCS24-P1-11-21

3. Goetz MP, Cicin I, Testa L, et al. Impact of dose reductions on adjuvant abemaciclib efficacy for patients with high-risk early breast cancer: analyses from
the monarchE study. NPJ Breast Cancer. 2024;10:34. doi:10.1038/541523-024-00639-1
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Operational and Financial Impact of Electronic Medical Record-
Integrated Biomarker Testing Workflows on Specialty Pharmacy in
Non-Small Cell Lung Cancer

Presenting Authors: Kelsey Schildknecht, PharmD, and Lauren Gilmer, PharmD, TriHealth, Cincinnati, OH

BACKGROUND: Community oncology practices face operational barriers to adopt comprehensive biomarker
testing, including electronic medical record (EMR) limitations, financial toxicity, and complex payer requirements.
Pharmacists serve as a bridge between molecular diagnostics, prescribers, and patients, ensuring testing compliance,
optimal treatment choice, and access to costly targeted therapies as well as continued adherence through monitoring
and adverse event management.

OBJECTIVE: To evaluate the practice management outcomes of integrating a precision oncology workflow with
next-generation sequencing, discrete genomic reporting, and artificial intelligence (Al)-supported decision tools, with
emphasis on specialty pharmacy prescribing patterns, financial outcomes, and equitable testing access.
METHODS: By August 2025, TriHealth integrated biomarker and germline testing from 12 laboratories (7 Health
Level Seven, 5 Aura Practice Management) into the EMR with standardized workflows to expedite prior authorization,
financial aid applications, and Al-enabled care gap identification. Outcomes from 2022 to 2025 included testing/
prescribing trends, pharmacy growth, financial savings, downstream revenue, and equity in patient access to testing.
RESULTS: Implementation of the February 2024 workflow led to 100% compliance with non-small cell lung cancer
(NSCLC) biomarker testing within 12 weeks, and this was sustained over a 12-month period. Biomarker positivity in
advanced NSCLC was as follows: EGFR, 22%; ALK, 13%; PD-L1, 75% (February 2024-July 2025). Actionable
mutations in addition to ALK/EGFR (eg, BRAF V60OE, KRAS G12C) occurred in 7.7% of patients. A total of 91%
of NSCLC patients assessed received biomarker testing within 30 days of diagnosis. From January 2024 to August
2025, targeted therapy prescriptions rose 72%, with 48% biomarker-driven, yielding $1.2 million in gross margin and
130% year-over-year growth. The system achieved $14.5 million in 340B savings in FY2025. A standardized financial
assistance process eliminated out-of-pocket testing costs for 95% of patients, with 2024 data showing no biomarker
testing disparities by race, zip code, or social vulnerability index.

CONCLUSION: EMR-integrated biomarker workflows improved operational efficiency, reduced financial toxicity,
and drove measurable growth in specialty pharmacy prescribing and revenue. Pharmacists played a central role in
bridging biomarker testing to practice management outcomes, highlighting their impact on financial sustainability
and equitable receipt of optimized oncology treatment through precision oncology in the community setting.
Implementation of EMR-integrated biomarker workflows and Alsupported care gap identification significantly
increased biomarker testing compliance and specialty pharmacy prescribing, improved operational efficiency, and
generated substantial financial benefits while preserving equity in patient access. These findings highlight the vital
role of oncology pharmacists in bridging biomarker testing with practice management to enhance precision oncology
and choice of therapy using interdisciplinary healthcare teams.

Aggarwal C, Marmarelis ME, Hwang WT, et al. Association between availability of molecular genotyping results and overall survival in patients with advanced
nonsquamous non-small-cell lung cancer. JCO Precis Oncol. 2023;7:¢2300191. doi:10.1200/PO.23.00191

Baron JM, Widatalla S, Gubens MA, Khalil F. Real-world biomarker test ordering practices in non-small cell lung cancer: interphysician variation and asso-
ciation with clinical outcomes. JCO Precis Oncol. 2024;8:e2400039. doi:10.1200/PO.24.00039

FDA. Table of Pharmacogenomic Biomarkers in Drug Labeling. Accessed January 15, 2026. www.fda.gov/drugs/science-and-research-drugs/table-pharmaco
genomic-biomarkers-druglabeling

Jee J, Lebow ES, Yeh R, et al. Overall survival with circulating tumor DNA-guided therapy in advanced non-small-cell lung cancer. Nat Med. 2022;28:2353-
2363. doi:10.1038/541591-022-02047-z

Madhavan S, Subramaniam S, Brown TD, Chen JL. Art and challenges of precision medicine: interpreting and integrating genomic data into clinical practice.
Am Soc Clin Oncol Educ Book. 2018;38:546-553. doi:10.1200/EDBK_200759

Mapendano CK, Nehr AK, Sonderkar M, et al. Longer survival with precision medicine in late-stage cancer patients. ESMO Open. 2025;10:104089.
doi:10.1016/j.esmoop.2024.104089

Dennis M], Abrahami D, Vieira MC, et al. Real-world analysis of disparities in biomarker testing and use of recommended targeted therapies in metastatic
non-small cell lung cancer in the United States. JCO Precis Oncol. 2025;9:¢2400449. doi:10.1200/PO-24-00449

National Comprehensive Cancer Network. NCCN Clinical Practice Guidelines in Oncology: Non-Small Cell Lung Cancer (Version 8.2025). Accessed Jan-
uary 15, 2026. www.ncen.org/professionals/physician_gls/pdf/nscl.pdf

Ben-Shachar R, Nadhamuni K, Raez LE, et al. Real-world adherence patterns of comprehensive genomic profiling to biomarker recommended therapies in
patients with advanced non-small cell lung cancer. JCO Oncol Pract. 2025:0P2400880. doi:10.1200/0OP-24-00880

Sadik H, Pritchard D, Keeling DM, et al. Impact of clinical practice gaps on the implementation of personalized medicine in advanced non-small-cell lung
cancer. JCO Precis Oncol. 2022;6:¢2200246. doi:10.1200/P0O.22.00246

Unger JM, Vaidya R, Hershman DL, Minasian LM, Fleury ME. Systematic review and meta-analysis of the magnitude of structural, clinical, and physician
and patient barriers to cancer clinical trial participation. J Natl Cancer Inst. 2019;111:245-255. doi:10.1093/jnci/djy221
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Oxaliplatin Desensitization—A Promising Approach for Patients
With Cancer and Hypersensitivity Reactions: Real World Experience
From Vietnam

Presenting Author: Le Trang Nguyen, Vinmec Times City International General Hospital, Hai Ba Trung, Hanoi,
Vietnam

BACKGROUND: Oxaliplatin is a key component of chemotherapy for gastrointestinal malignancies in both
adjuvant and metastatic settings. However, hypersensitivity reactions (HSRs) can result in treatment discontinuation.
Rechallenge with desensitization offers a potential strategy to maintain oxaliplatin-based therapy. Real-world data on
desensitization protocols and outcomes in Vietnam remain limited.

OBJECTIVES: To characterize oxaliplatin desensitization approaches and evaluate clinical outcomes in patients who
developed oxaliplatin-induced HSRs.

METHODS: This retrospective case series included patients at Vinmec Times City International Hospital (Hanoi,
Vietnam) from 2022 to 2025 who experienced oxaliplatin-related HSRs and subsequently underwent desensitization.
Patient demographics, desensitization protocols, and treatment outcomes were collected and analyzed.

RESULTS: In all, 10 patients were included. The mean age was 63 years. The primary diagnoses were colorectal
cancer (60%), gastric cancer (30%), and rectal cancer (10%). Of these patients, 70% were treated in the metastatic
setting and 30% received adjuvant treatment. FOLFOX was the most common oxaliplatin regimen associated with
HSRs (90%), followed by CAPOX (10%). Initial HSRs occurred after a median of 6 cycles (range, 2-11): 30% were
grade 1, 60% were grade 2, and 10% were grade 3. All patients underwent allergy evaluation, and skin prick tests
were negative in all cases, whereas intradermal testing was positive in 70%. Among the 10 patients with HSRs, 7
received a 4-bag desensitization protocol, and 3 received a 3-bag protocol; 3 patients later de-escalated from 4-bag to
3-bag regimens following at least 3 successful cycles. Patients completed a median of 4 additional oxaliplatin cycles,
with a median infusion duration of 6.5 hours per cycle. In all, 3 (30%) patients experienced recurrent HSRs leading
to treatment termination, and 7 (70%) patients successfully completed therapy. Among these 7 patients, 2 achieved
disease-free status, 3 achieved partial response, and 2 had disease progression.

CONCLUSION: This study represents one of the earliest real-world experiences of oxaliplatin desensitization in
Vietnam. Our findings suggest that desensitization is a feasible strategy that enables the continuation of oxaliplatin
therapy in most patients with prior HSRs. Positive intradermal testing may help to guide the desensitization protocol.
Further prospective studies are warranted to optimize protocol selection and identify predictors of successful
rechallenge.

1. Rassy E, Le Roy F, Smolenschi C, et al. Rechallenge after oxaliplatin-induced hypersensitivity reactions. JAMA Oncol. 2023;9:434-435. doi:10.1001/jama
oncol.2022.7136
2. Connell ], Vlachostergios PJ, Willliams JTD, et al. Oxaliplatin desensitization in patients with GI malignancies: experience from a tertiary cancer center. J

Clin Oncol. 2024;42:89-89. doi:10.1200/]JC0O.2024.42.3_suppl.89
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Infusion Pharmacist-Driven Romiplostim Dosing Protocol to
Optimize Efficiency in an Outpatient Hematology and Oncology
Cancer Center

Presenting Authors: Ashley Jones, PharmD, BCOP; Hetalkumari Patel, PharmD, BCOP; Kailee Gaines, PharmD,
BCOP, University of Texas Southwestern Medical Center, Dallas, TX

BACKGROUND: Romiplostim is a thrombopoietin (TPO) receptor agonist, which increases platelet counts by
binding to and activating the human TPO receptor. This TPO receptor agonist is frequently used for the treatment
of immune thrombocytopenia, chemotherapy-induced thrombocytopenia, and thrombocytopenia following
hematopoietic stem-cell transplant or CAR-T therapy. The prescribing information recommends using the lowest
dose sufficient to maintain platelet count >50,000 to reduce the risk for bleeding and contains standard dose-
adjustment recommendations to achieve this. Our institution initiated an “opt-in” romiplostim pharmacist-driven
dosing protocol in May 2025 to increase overall efficiency within our cancer center. Before initiation of the protocol,
romiplostim dose adjustments were performed by the provider or pharmacist specialist, either before a patient’s
infusion appointment or via pharmacist clarification with the provider on order release. Clarifications made after
orders were released led to disruptions of the provider in clinic and potentially delayed administration due to the
pharmacist awaiting provider response.

OBJECTIVE: To evaluate the time to verification of romiplostim orders using a pharmacist-driven lab evaluation
and subsequent dose-adjustment protocol for romiplostim.

METHODS: We performed a retrospective chart review for patients receiving romiplostim 6 months following
protocol implementation to evaluate the number of patients converted to pharmacist-driven dosing, the difference
in verification time, and the number of doses adjusted by the provider before and following dose-adjustment protocol
implementation.

RESULTS: From May to November 2025, a total of 370 doses of romiplostim were given, and of these, 131 (35.4%)
were given per the dosing protocol. No significant reduction in time to order verification was observed between doses
adjusted on and off protocol (13.3 minutes vs 13 minutes). However, we did note a reduction in doses adjusted by
the provider for patients on protocol, with 55.2% and 33.3% of doses adjusted by the provider for patients off and
on protocol, respectively.

CONCLUSION: The implementation of a pharmacist-driven romiplostim dosing protocol improved efficiency for
our cancer center because it effectively shifted the workload of dose adjustment from the provider to the pharmacist.
In addition, we identified numerous patients on long-term romiplostim initiated prior to the protocol implementation,
representing possible missed opportunities. Although no difference in time to order verification was noted, we expect
a potential reduction in chair time as more patients are transitioned to the protocol.

1. Nplate (romiplostim) [prescribing information]. Amgen Inc; February 2022.

2. Newland A, Godeau B, Priego V, et al. Remission and platelet responses with romiplostim in primary immune thrombocytopenia: final results from a
phase 2 study. Br ] Haematol. 2016;172:262-273.

3. Promacta (eltrombopag) [prescribing information]. Novartis; June 2025.

4. Neunert C, Terrell DR, Arnold DM, et al. American Society of Hematology 2019 guidelines for immune thrombocytopenia. Blood Adv. 2019;3:3829-3866.
doi:10.1182/bloodadvances.2019000966

5. Kuter DJ, Bussel JB, Lyons RM, et al. Efficacy of romiplostim in patients with chronic immune thrombocytopenic purpura: a double-blind randomised
controlled trial. Lancet. 2008;371:395-403. doi:org/10.1016,/S0140-6736(08)60203

6. Provan D, Arnold DM, Bussel JB, et al. Updated international consensus report on the investigation and management of primary immune thrombocyto-
penia. Blood Adv. 2019;3:3780-3817. doi:10.1182/bloodadvances.2019000812

7. Parameswaran R, Lunning M, Devlin MS, et al. Romiplostim for management of chemotherapy-induced thrombocytopenia. Support Care Cancer.
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Abstract #L.B03

Pharmacist-Led Management of Vorasidenib in Patients With
Isocitrate Dehydrogenase Mutation-Positive Gliomas

Presenting Authors: Marie Noelle Bate Baiyee, PharmD; Mary Hilliger, PharmD; Bilge Parlakkilic, PharmD, Tufts
Medical Center, Boston, MA

BACKGROUND: Vorasidenib was recently approved for the treatment of low-grade isocitrate dehydrogenase (IDH)
1 and IDH2 mutation-positive gliomas, demonstrating higher central nervous system penetration compared with
ivosidenib.! Increasing use of antidepressants and antiepileptic drugs has been seen in patients with low-grade
gliomas.?? The vorasidenib prescribing information recommends avoiding concomitant administration of cytochrome
(CY) P450 1A2 inhibitors and inducers, as well as CYP3A4 substrates,* which presents a challenge when starting
patients on vorasidenib. Pharmacists play a critical role in initiating and monitoring patients receiving oral oncology
medications®®; however, no established medication therapy management model exists for patients starting treatment
with vorasidenib.

OBJECTIVES: To evaluate the impact of pharmacistled interventions and characterize the types of interventions
implemented in the management of patients with low-grade IDH2 mutation-positive gliomas treated with vorasidenib.
METHODS: This single-center, retrospective study included patients with low-grade gliomas who were initiated on
vorasidenib between August 2024 and October 2025. All prescriptions were held in a multistep order transmission
(MSOT) queue, enabling pharmacists to perform a comprehensive medication and chart review, including assessment
of drug-drug interactions (DDIs), medication reconciliation, and benefits investigations. Providers were notified of
any clinically significant DDIs requiring therapy change before initiating vorasidenib. Patient education, either in
person or via telephone, was completed before starting treatment. Follow-up assessments were completed every 30
days for the first 3 months and then annually. Refill prescriptions were routed through the MSOT queue, allowing
pharmacists to review laboratory results, fill history, and new medications to ensure there were no new DDIs with
vorasidenib. Follow-up assessments included medication reconciliations, adverse event (AE) monitoring, and
adherence evaluations using the proportion of days covered (PDC) method and an adapted questionnaire.’
RESULTS: In all, 16 patients were screened, and 11 met the inclusion criteria. Clinically significant DDIs were
identified and resolved in 82% of patients, with 55% requiring a change or discontinuation of >1 medication prior
to initiating vorasidenib. A total of 21 medication therapy problems were identified. Of those problems, 16 were DDI
checks resulting in 9 clinically significant DDIs; 3 were consultative interventions, including AE management,
contraceptive counseling, and excursion data clarification. In addition, 1 was a medication access issue requiring an
appeal, and 1 was a laboratory test order request. Finally, we found that 80% of patients had a PDC of >90%.
CONCLUSION: Close monitoring of patients with low-grade gliomas is vital to ensure safe, efficacious, and
comprehensive care. The findings from this study highlight the critical role of pharmacistled interventions in
optimizing medication therapy management in this complex patient population.

1. Mellinghoff IK, Lu M, Wen PY, et al. Vorasidenib and ivosidenib in IDH I-mutant low-grade glioma: a randomized, perioperative phase 1 trial. Nat Med.
2023;29:615-622.

2. Rydén I, Thurin E, Carstam L, et al. Psychotropic and anti-epileptic drug use, before and after surgery, among patients with low-grade glioma: a nationwide
matched cohort study. BMC Cancer. 2021;21:248.

3. Rooney AG, McNamara S, Mackinnon M, et al. Frequency, clinical associations, and longitudinal course of major depressive disorder in adults with cere-
bral glioma. J Clin Oncol. 2011;29:4307-4312.

4. Servier Pharmaceuticals LLC. VORANIGO (vorasidenib) tablets, for oral use: Highlights of Prescribing Information. DailyMed. Updated April 8, 2025.
Accessed November 10, 2025.

5. Stein J, Mann J. Specialty pharmacy services for patients receiving oral medications for solid tumors. Am J Health Syst Pharm. 2016;73:775-796.

6. Megeed A, Magas H, Accursi M, Burant CJ, Hansen E. The impact of a pharmacistled oral anticancer clinic on medication adherence and laboratory
monitoring. J Oncol Pharm Pract. 2023;29:1921-1927.

7. Loucks J, Zuckerman AD, Berni A, et al. Proportion of days covered as a measure of medication adherence. Am J Health Syst Pharm. 2022;79:492-496.
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Abstract #1.B04

Building Real-World Evidence Through the HERO Consortium:
A Pharmacist-Led Multicenter Initiative

Presenting Authors: Ila M. Saunders, PharmD, BCOP, Skaggs School of Pharmacy and Pharmaceutical Sciences,
La Jolla, CA; Sarah Profitt, PharmD, BCOP, Vanderbilt University, Nashville, TN

BACKGROUND: The Hematology Research & Outcomes (HERO) Consortium, founded in 2022 by oncology
pharmacists, is the first pharmacist-led, multicenter research consortium aimed at enhancing the generation of real-
world evidence in hematology. As of November 2025, HERO has grown to encompass 21 member institutions with
more than 40 members.

OBJECTIVE: To characterize the institutions and member demographics of the HERO Consortium, the first
pharmacistled, multicenter research collaborative in hematology.

METHODS: Institutional data were submitted through a Google Form (heroconsortium.org). A separate form
collected demographic data from HERO members, and responses were analyzed using descriptive statistics.
RESULTS: The HERO Consortium includes 21 US academic institutions across 15 states, primarily teaching
(95.2%) and hospital-based (71.4%) centers, with more than half (57.1%) having more than 500 inpatient beds. Most
sites (52.4%) report outpatient hematology volumes exceeding 10,000 visits annually and treat >200 patients with
acute leukemia per year. The geographic distribution is concentrated in the Southeast and West regions (61.9%),
serving urban (85.7%) and suburban (57.1%) areas. Most serve diverse patient populations, with 90.1% reporting
higher proportions of National Institutes of Health-defined racial and ethnic groups, and 66.7% serving relatively
more patients from low socioeconomic backgrounds than surrounding institutions. The collective payer mix includes
Medicare (100%), Medicaid (81%), and commercial insurance (95.2%). Notably, 81% of centers are 340B-eligible,
and 38.1% of centers are exempt from the Medicare Prospective Payment System. All institutions perform allogeneic
hematopoietic stem-cell transplants and CAR T-cell therapies, primarily in inpatient settings (85.7% and 52.4%,
respectively). A total of 36 responses were received (response rate, 87.8%) from HERO members. Most members have
a median of 10 years (interquartile range, 7.75-13) of post-PharmD experience, completed both PGY1 pharmacy
practice and PGY2 oncology pharmacy practice residencies (94.4%), and are board-certified in oncology pharmacy
(94.4%). Most members (69.4%) have prior experience participating in multicenter research and practice in inpatient
and ambulatory care settings, specializing in malignant hematology (91.7%), leukemia (75%), lymphoma (50%),
multiple myeloma (41.7%), cellular therapy (33.3%), and blood/marrow transplant (30.6%). Respondents allocated
an average of 63.3% of their time to clinical activities, and only 27.8% of respondents reported dedicated research
time.

CONCLUSION: The HERO Consortium is a pharmacistled, multicenter research collaborative comprised of
seasoned clinician-researchers with broad institutional and geographic reach. The HERO Consortium infrastructure
supports the standardization of collaborative research and highlights the potential of this novel consortium to elevate
the rigor and impact of pharmacist-led hematology research.
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Abstract #L.B05

Hybrid Observation Model for Bispecific T-Cell Engager

Presenting Author: Alyssa Cendagorta, PharmD, BCOP, Robert Wood Johnson University Hospital, New
Brunswick, NJ

BACKGROUND: Risks of the bispecific T-cell engager tarlatamab include cytokine release syndrome (CRS) and
immune effector cell-associated neurotoxicity syndrome (ICANS). As part of the FDA’s accelerated approval,
patients are required to be monitored in a healthcare facility after cycle 1 day 1 and day 8 doses.! A more recent
protocol does not require hospitalization for the monitoring of CRS; rather, it recommends 6 to 8 hours of
postinfusion monitoring.? Given that CRS occurring with tarlatamab has been characterized as mostly grade 1 and
2 in nature,’ our institution implemented a hybrid observation model starting in August 2024.

OBJECTIVE: To characterize our experience using a hybrid oncology administration model for tarlatamab,
including patient demographics, safety outcomes (American Society for Transplantation and Cellular Therapy
consensus grading), and length of stay information.

METHODS: In this retrospective chart review, tarlatamab was infused in patients in an outpatient setting, and
patients were subsequently observed in the inpatient unit for CRS and ICANS monitoring and management.
RESULTS: From August 2024 to October 2025, there were 19 administrations of tarlatamab using this hybrid
observation model. The median age of patients was 64 years (interquartile range [IQR], 61-68) with a median length
of stay of 24 hours (IQR, 23-27). A total of 8 of the 19 observation stays involved the management of CRS and/or
ICANS. Only 2 observations had to be extended into full inpatient encounters. CRS of any grade was observed in
40% of patients with either of the first 2 doses. All cases of CRS were grade 1 or 2. The incidence of CRS was found
to be higher with dose 1 than dose 2, at 30% versus 13%, respectively. ICANS of any grade was observed in 40% of
patients with either of the first 2 doses. The incidence of ICANS was similar with dose 1 and dose 2, at 30% and
25%, respectively. There were no cases of grade 3 or 4 ICANS.

CONCLUSION: A hybrid observation model can be safely used for oncology patients receiving tarlatamab to
monitor for and manage CRS and ICANS. This allows for improved patient satisfaction and the ability to
appropriately charge for these ambulatory services.

1. Imdelltra (tarlatamab-dlle) [prescribing information]. Amgen, Inc; May 2024.

2. Mountzios G, Sun L, Cho BC, et al. Tarlatamab in small-cell lung cancer after platinum-based chemotherapy. N Engl ] Med. 2025;393:349-361.
doi:10.1056/NE]M0a2502099

3. Ahn M-, Cho BC, Felip E, et al. Tarlatamab for patients with previously treated small-cell lung cancer. N Engl ] Med. 2023;389:2063-2075. doi:10.1056/
NEJMo0a2307980
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Pharmacist and Nurse Preferences for Preparing Large-Volume
Subcutaneous Oncology Drugs During a Patient Capacity Crisis in
the United Kingdom: A Discrete-Choice Study Comparing Manual

Syringe Versus an On-Body Injector
Presenting Author: Haydon DuMond, PharmD, Enable Injections, Inc, Cincinnati, OH

BACKGROUND: UK oncology pharmacy services are managing a systemic anticancer therapy (SACT) crisis leading
to increased delivery of large-volume subcutaneous (LVSC) oncology treatments in the home setting. Preparation of
these LVSC biologics in the home setting via manual syringe introduces increased concerns regarding staff safety,
medication errors, and workflow challenges. We assessed UK pharmacists’ and nurses’ preferences for LVSC
preparation using a manual syringe process versus an on-body injector (OBI). Although oncology care in the United
States remains largely clinic-based, the UK model highlights how athome LVSC treatment can relieve clinic capacity
strain.

OBJECTIVES: To measure pharmacists’ and nurses’ preferences for an OBI versus manual syringe and its relation
to home-based LVSC delivery; to determine key factors influencing OBI preference among pharmacists and nurses;
and to assess OBI usability and its perceived impact on workload, preparation time, and safety.

METHODS: We ran a cross-sectional, online survey with an embedded paired-profile choice task among UK
oncology pharmacists and nurses involved in LVSC oncology preparations. Eligible respondents were practicing
pharmacists or nurses with current LVSC preparation responsibilities and familiarity with the SACT crisis in the
United Kingdom. The final sample included 162 practitioners (81 pharmacists, 81 nurses). Data collection was
completed by August 29, 2025. In the paired-choice task, participants compared manual syringe versus OBI
preparation across factors such as steps, time, cost, safety, and setting. They ranked their top 3 decision drivers, rated
OBI ease of use and learning, and assessed expected effects on workload, efficiency, and safety.

RESULTS: Among the total sample, 93.8% preferred the OBI to the manual syringe preparation in both the
preference question and the scenario. OBI was rated easy to use by 96.9% and easy to learn by 95.7%. Nearly all
respondents anticipated reduced workload (96%), time savings (96%), greater efficiency and increased release
capacity (94%), and reduced medication preparation errors (91%) with OBI adoption. According to participants,
“less effort/time,” “enhanced operator safety,” and “fewer steps/supplies” were top drivers of preference. Most LVSC
preparations currently occur in aseptic pharmacy (63%), with approximately 20% to 40% nurse-led (outside of
pharmacy) preparations across settings.

CONCLUSION: Pharmacists and nurses strongly preferred an OBI to the manual syringe preparation for LVSC
oncology drugs, citing fewer steps, less time, and improved safety. Most participants anticipated a reduced workload,
fewer errors, and greater efficiency, supporting OBI adoption as a practical solution amid the UK SACT capacity crisis.

1. Desai M, Blewett M, Yaniv A, et al. Evaluating pharmacist preferences: preparation of a novel on-body delivery system vs. high-resistance, manual syringes
for largevolume subcutaneous drugs. J Oncol Pharm Pract. 2025:10781552251326574. doi:10.1177/10781552251326574

2. Desai M, Faiman B, Gorski LA, et al. Evaluating nurse preferences for a novel on-body delivery system vs. manual syringes for large-volume subcutaneous
drug administration: a survey study. Drug Deliv. 2025;32:2484278. doi:10.1080/10717544.2025.2484278

3. Rahman O, Faiman B, Gorski L. Enhancing the patient and nurse experience in largevolume subcutaneous drug delivery. ONdrugDelivery. 2024;164: 28-31.
4. Royal College of Radiologists. The SACT capacity crisis in the NHS. February 2024. Accessed February 19, 2026. www.rcr.ac.uk/news-policy/policy-re
ports-initiatives/the-sact-capacity-crisis-in-the-nhs/

5. British Oncology Pharmacy Association (BOPA). Written evidence submitted to the House of Commons Committee. A national evaluation of capacity in
SACT aseptic services. 2023. Accessed February 19, 2026. https://committees.patliament.uk/writtenevidence/121404,/html/
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