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PRO-ACTIVE: Results of a pragmatic phase IV randomized trial comparing the
effectiveness of prophylactic swallow intervention for patients receiving radio-
therapy for head and neck cancer.
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The full, final text of this abstract will be available at meetings.asco.org on the day of
presentation and in the online supplement to the June 10, 2025, issue of the Journal of Clinical
Oncology.
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Phase III randomized placebo-controlled trial on repurposing olanzapine for pre-
vention of radiotherapy-induced nausea and vomiting (RINV): CTRI/2022/01/
039723.

Meenu Vijayan, Haridas Nair, Narmadha MP, Sheejamol VS, Debnarayan Dutta; Amrita School of Pharmacy, Amrita Vishwa Vidyapeetham, AIMS Health Sciences Campus,
Kochi, Kerala, India; Amrita Institute of Medical Sciences and Research Centre, Amrita Vishwa Vidyapeetham, Kochi, India; Amrita School of Pharmacy, Amrita Vishwa
Vidyapeetham, AIMS Health Sciences Campus, Kochi, India; Amrita Institute of Medical Science and Research Centre, Amrita Vishwa Vidyapeetham, Kochi, India

Background: Prospective placebo controlled randomized study with or without olanzapine, to
evaluate its role in reducing RINV in abdominal-pelvic radiation therapy patients. Methods:
Phase III, double-blind, placebo-controlled trial in patients undergoing radiotherapy (RT)
[Eligibility:.18 yrs, abdominal/pelvic RT, no prior RT history]were randomized to receive 5mg
olanzapine or matching placebo daily, along with standard care (ondansetron 4mg twice daily)
using simple randomization method. Primary endpoint was nausea prevention. Secondary
endpoint was no emesis, no rescue medications, toxicity (CTCAE v5), & QOL. Pearson chi-
square test & independent t-test employed for statistical analysis.Results:Between Feb 2022 to
Aug 2024, 683 patients were screened & 301 randomized [153 placebo, 148 experimental/
olanzapine]. In placebo & experimental arm, mean age was 63.8 years (+/- 10.8) & 62.3 years
(+/-10.4), female 42%&37%, rectal cancer 77(50%)& 72 (49%), prostate 47 (31%)& 46 (31%),
endometrial cancer 14 (9%) & 14(9.5%), pancreatic cancer 9(6%) & 5(3.4%) (p=NS). In placebo
& experimental arm, Image-guided RT done in 89% & 83%(p=NS), concurrent chemotherapy
in 57% & 53% (p=NS). During RT, ‘no nausea’ & ‘no vomiting’ complain in placebo &
experimental arms were 16.3 & 85.8% (p= ,0.001); 74.5% & 95.9% (p= ,0.001). Total number
of vomiting episodes .15 times during RT in placebo & experimental arm were 9.2% & 2%
(p=0.002). Rescue therapy during RT required in 7.8% placebo &1.4% in experimental arm
(p=0.008). Grade$2 nausea in placebo & in experimental arm 67% & 7.4% (p=0.001), and
vomiting 7.8% & 1.4% (p=0.001). In rectal cancer, nausea grade $2 in placebo & experimental
arm were 85.7% & 2.8% (p=0.001) & in prostate cancer 19% & 9% (p=0.018). In experimental
arm, significant adverse reactions (grade 1) included drowsiness (p,0.001), dysarthria
(p=0.003), and orthostatic hypotension (p,0.001). Mean anxiety score before & after RT in
placebo was 13.2 (+/-2.5) &14.5 (+/-2.4) (p,0.001); in experimental arm 13.4 (+/-2.3) & 11.1
(+/-2.2) (p,0.001); Mean depression score before & after RT in placebo & experimental arm
were 11.9 (+/-1.6) & 13.7 (+/-1.8) (p,0.001); 11.9 (+/-1.6) & 9.7 (+/-1.6) (p,0.001). The
olanzapine group had more sleep hours/day (8.4 61.7 hours vs. 5.29 61.13 hours; p,0.001).
QOL score from baseline to end of RT showed improvement in emotional function, nausea/
vomiting, insomnia, & loss of appetite (all p,0.001) in olanzapine arm. Mean EORTC GHS QOL
score at RT completionwas 61.6 (+/- 8.6) in placebo arm and 62.9 (+/-9.2) in experimental arm
(p=0.235). Conclusions: Adding olanzapine 5mg along with standard antiemetics
demonstrated a significant reduction in RINV in patients receiving abdominal-pelvic radiation
therapy. Clinical trial information: CTRINO/2022/01/039723. Research Sponsor: Indian Council
of Medical Research; 58/22/2020/PHA/BMS.
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Randomized control trial to validatemitigation of chemotherapy-induced peripheral
neuropathy by limb-cooling apparatus in breast cancer patients receiving paclitaxel
(CECILIA).

Toshimi Takano, Chikako Funasaka, Nobuaki Matsubara, Yoichi Naito, Meiko Nishimura, Masashi Wakabayashi, Chihiro Nakayama Kondoh, Yukinori Ozaki, Ako Hosono,
Takayuki Kobayashi, Hiromichi Nakajima, Nozomu Fuse, Akihiro Sato, Keita Mori, Akiko Hanai, Michihiko Nishina, Takuya Kigawa, Sadamoto Zenda, Toru Mukohara;
Department of Breast Medical Oncology, The Cancer Institute Hospital of Japanese Foundation for Cancer Research, Tokyo, Japan; Department of Experimental
Therapeutics/ Medical Oncology, National Cancer Center Hospital East, Kashiwa, Japan; National Cancer Center Hospital East, Kashiwa, Japan; Department of
Experimental Therapeutics, Medical Oncology, General Internal Medicine, National Cancer Center Hospital East, Kashiwa, Japan; Breast Oncology Center, The Cancer
Institute Hospital of Japanese Foundation for Cancer Research, Tokyo, Japan; Clinical Research Support Office, National Cancer Center Hospital East, Kashiwa, Japan;
Department of Medical Oncology, National Cancer Center Hospital East, Kashiwa-Shi, Japan; Department of Advanced Medical Development, Breast Oncology Center,
Cancer Institute Hospital, Japanese Foundation for Cancer Research, Tokyo, Japan; Department of Medical Oncology, Pediatric Oncology, National Cancer Center East,
Kashiwa, Japan; Breast Center, The Cancer Institute Hospital of Japanese Foundation for Cancer Research, Tokyo, Japan; Department of General Internal Medicine,
Experimental Therapeutics, Medical Oncology, National Cancer Center Hospital East, Kashiwa, Japan; Department of Biostatistics, Clinical Research Center, Shizuoka
Cancer Center, Shizuoka, Japan; Faculty of Informatics, Chiba University, Chiba, Japan; Nippon Sigmax Co., Ltd., Shinjuku, Japan; Department of Radiation Oncology,
Supportive and Palliative Care Research Support Office, National Cancer Center Hospital East, Kashiwa, Japan; Department of Medical Oncology, National Cancer Center
Hospital East, Kashiwa, Japan

Background:Chemotherapy-induced peripheral neuropathy (CIPN) is a commonadverse event
affecting patient quality of life. Limb cooling may help to prevent CIPN, but no phase 3 trials
have confirmed its efficacy, and its efficacy and safety remain challenging. This trial de-
termined if temperature-controlled limb cooling could reduce CIPN in patients with breast
cancer receiving weekly perioperative paclitaxel (PTX). Methods: This multicenter, double-
blind, randomized controlled trial (jRCT2032210115) assigned patients with breast cancer
scheduled to receive 12 weekly doses of perioperative PTX (60 min 80 mg/m2 intravenous
infusion) chemotherapy randomly (1:1) to limb-cooling therapy at a constant temperature of
13°C (Experimental arm) or 25°C (Control arm). The primary endpoint was the proportion of
patients with Patient Neurotoxicity Questionnaire (PNQ)$D in their limbs after PTX treatment
or at the time of discontinuation. Secondary endpoints were NCI-PRO-CTCAE™, EORTC QOL-
QLQ-C30, and CIPN-20, and adverse events of cooling therapy.We assumed primary endpoints
of 37% and 15% in the Control and Experimental arms, respectively. The planned sample size
was 150 to detect a difference (Fisher’s exact test, power 80%, 1-sided alpha 2.5%).Results:The
study randomized 150 patients (n = 75 each arm). The PTX treatment completion rates ($80%)
were 88.0% (66/75) in the Experimental and 93.3% (70/75) in the Control arm. The proportion
of patients with PNQ $D by the end of the treatment (primary endpoint) was similar in both
arms (13°C vs. 25°C, 33.3% [25/75] vs. 29.3% [22/75], 1-sided p = 0.76). The proportions were
higher in the Experimental arm 3 months after the end of PTX and in patients registered from
June to September (Table). The proportion of patients with PNQ$Dwas higher in patients with
hand epidermal temperature below themean (21.5°C) at completion of PTX infusion than in the
whole population (38.5%, Table). No frostbite or adverse events were reported in either arm.
Conclusions: The primary endpoint did not meet and the limb cooling therapy using a stable
cooling device resulted in lower proportion of PNQ $ D than was assumed for the Control arm
irrespective of temperature settings, warranting further studies to determine optimal tem-
perature. Clinical trial information: jRCT2032210115. Research Sponsor: Nippon Sigmax Co,
Ltd.

Efficacy
13°C cooling

(95%CI)
25°C cooling

(95%CI)
P

value

PNQ ‡D (primary endpoint) 33.3% (22.9–45.2) 29.3 %
(19.4–41.0)

0.76

NCI-PRO-CTCAE 48.0% (95%CI
36.3–59.9)

49.3 %
(37.6–61.1)

0.87

EORTC QLQ-CIPN20 (% non-worsening scores) 28.1% (95%CI
17.6–40.8)

8.8 % (3.3–18.2) 0.006

PNQ ‡D 3 months after end of PTX 32.0% (95%CI
21.7–43.8)

16.2 % (8.7–26.6) 0.034

PNQ ‡D in pts registered June–September 58.1% (39.1–75.5) 25.8 % (11.9–4.6) 0.020
PNQ ‡D in pts with hand epidermal
temperature <21.5°C

38.5% (23.4–55.4) - -
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Music therapy versus cognitive behavioral therapy for anxiety in cancer survivors: A
telehealth-based randomized clinical trial.

Kevin T. Liou, Joke Bradt, Raymond E. Baser, Katherine Panageas, Qing Susan Li, Ana Maria Lopez, Maria Beatriz Currier, Kelly McConnell, Jun J. Mao; Memorial Sloan
Kettering Cancer Center, New York, NY; Drexel University, Philadelphia, PA; Sidney Kimmel Cancer Center at Thomas Jefferson University, Philadelphia, PA; Miami Cancer
Institute, Miami, FL

Background: Anxiety is prevalent, disruptive, and under-treated among cancer survivors.
While the pandemic exacerbated the mental health crisis, it also accelerated telehealth adop-
tion, creating opportunities to expand access. Cognitive behavioral therapy (CBT) is the gold
standard for anxiety, but not all survivors respond to it, have access, or prefer this option due to
stigma.Music therapy (MT) has demonstrated short-term anxiety reduction, but its long-term
effectiveness relative to other treatments is unknown. This study evaluated whether MT is
noninferior to first-line CBT when both are delivered remotely. Methods: In this randomized
clinical trial, English- or Spanish-speaking survivors of any cancer type or stage with anxiety
lasting$1monthwere randomized 1:1 toMTor CBT. Participants received 7weekly sessions of a
standardized protocol via Zoom and were followed for 26 weeks. Co-primary endpoints were
Hospital Anxiety and Depression Scale (HADS) anxiety subscale changes at weeks 8 and 26.
Secondary outcomes included depression, fatigue, insomnia, pain, cognitive function, and
quality of life. Data were analyzed with linear mixed-effects models following intention-to-
treat. Assuming 15% attrition and 1-sided p , 0.025, the trial had 80% power to detect
noninferioritywithin amargin ofD=0.35*standard deviations (SDs). Themarginwas informed
by an expected SD of 4.2 and the minimum clinically important difference (MCID) of 1.7 points
for the HADS anxiety subscale. Thus, establishing noninferiority would indicate differences
between MT and CBT are not clinically meaningful. Results: Among 300 (147 MT; 153 CBT),
mean age was 56.9 (SD 13.2) years, 224 (74.7%) were female, 228 (76.5%) were white, and 57
(19.1%) were Hispanic. The most common cancer types were breast (45.3%) and hematologic
(15.7%). At week 8,mean change inHADS anxiety scorewas -3.12 (95%CI -3.59 to -2.65) inMT
and-2.97 (95%CI -3.45 to -2.50) in CBT; between-group differencewas -0.15 (95%CI -0.78 to
0.49), which was within margin of 1.20 (P, 0.001 for noninferiority of MT; calculated from SD
of 3.42). At week 26, mean change was -3.31 (95% CI -3.78 to -2.85) in MT and -3.00 (95% CI
-3.47, -2.53) in CBT; between-group difference was -0.31 (95% CI -0.95 to 0.32), which was
within margin of 1.30 (P , 0.001 for noninferiority of MT; calculated from SD of 3.65). Both
groups produced anxiety reductions exceeding MCID of 1.7 and showed similar improvements
in secondary outcomes. Conclusions: MT was non-inferior to CBT for short- and long-term
anxiety reduction among diverse survivors of various cancer types. Both treatments produced
clinically meaningful, durable anxiety reduction and were delivered remotely using standard-
ized protocols, thereby increasing their reach and scalability. MT should be considered along-
side first-line CBT to expand treatment options for anxiety during cancer survivorship. Clinical
trial information: NCT05215353. Research Sponsor: Patient-Centered Outcomes Research
Institute.
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Fear of cancer recurrence in long-term colorectal cancer survivors: A randomized
controlled trial of a therapist-guided eHealth intervention.

Johanne Dam Lyhne, Allan ’Ben’ Smith, Britt Klein, Belinda Thewes, Signe Timm, Per Fink, Lisbeth Frostholm, Lars Henrik Jensen; Department of Oncology, Lillebaelt
Hospital, University Hospital of Southern Denmark, Vejle, Denmark; The Daffodil Centre, The University of Sydney, A Joint Venture with Cancer Council NSW, New South
Wales, Australia; Health Innovation & Transformation Centre, Federation University Australia and Biopsychosocial and eHealth Research & Innovation Hub, Federation
University Australia, Ballarat, Australia; University of Sydney, Camperdown, Australia; Department of Oncology, Vejle Hospital, University Hospital of Southern Denmark,
Vejle, Denmark; Department for Functional Disorders, Aarhus University Hospital, Aarhus, Denmark; University Hospital of Southern Denmark, Vejle Hospital, Vejle,
Denmark

Background: Despite the availability of effective interventions, fear of cancer recurrence (FCR)
remains a prevalent and significant concern among cancer survivors, underscoring the need for
more accessible and scalable approaches. This trial assessed the effectiveness of a therapist-
guided eHealth intervention, TG-iConquerFear.Methods: This parallel randomized controlled
trial (ClinicalTrial.org #NCT04287218) enrolled Danish colorectal cancer survivors (CRCS) who
had completed curative-intent primary treatment between March 2014 and December 2018,
were aged$ 18 years, and reported Fear of Cancer Recurrence Inventory-Short Form (FCRI-SF)
scores$22 (i.e. clinical FCR). After diagnostic interview, eligible participants were randomized
to TG-iConquerFear (intervention) or a webpage with self-help mindfulness exercises (aug-
mented control) in a 1:1 ratio. The 10-week TG-iConquerFear program comprised six modules
with written therapist guidance delivered asynchronously. Follow-up questionnaires were
administered at two weeks (T1), three months (T2), and six months (T3) post-intervention.
The primary outcome was predefined as the difference in the change scores of the total FCRI
score at T2, analyzed as intention-to-treat. Secondary outcomes were anxiety, depression,
emotional distress, health-related quality of life (HrQoL) and physical symptom burden. Pre-
and post-intervention mean within and between groups were pairwise compared using Stu-
dent’s t-test.Results:Of 9,946 eligible CRCS, 5,515 (55.4%) completed FCR screening, and 299
(5.4%) CRCS reported clinically significant FCR (FCRI score $ 22). Among them, 221 (73.9%)
expressed interested in FCR treatment, and 103 (46.6%)were randomized to TG-iConquerFear
(n = 49) or control (n = 54). Main reasons for non-randomization included new cancer
diagnoses or FCR not affecting everyday life. Participants completed 4.5 modules on average,
and 55% completed the intervention. Baseline total FCRI score was 84.6/168 in both groups.
Total FCRI score decreased more from baseline to T2 in the TG-iConquerFear group (mean
-21.7, 95% CI [-30.1, -13.3]) compared to the augmented control group (mean -2.6 95% CI
[-7.8, 2.6]). This represents a between-group difference at T2 of 19.1 (95% CI [10.0, 28.3], p ,

0.001) corresponding to a standardized effect size (Cohen’s d) of 0.62 (95% CI [0.13 - 1.1]). A
higher proportion of TG-iConquerFear participants were in the non-clinical range at T2
compared to control participants (81.5% vs. 42.9%, p = 0.002). Statistically significant differ-
ences favoring the intervention group were observed across all secondary outcomes.
Conclusions: The TG-iConquerFear intervention demonstrated a statistical and clinically
significant reduction in fear of cancer recurrence in a population of long-term CRCS. The
effects were sustained at six months post-intervention. Clinical trial information:
NCT04287218. Research Sponsor: Danish Cancer Society; #12781, #16561 and #17152; The Tryg
Foundation; #146250 and #152299; Dagmar Marshall Foundation; Fabrikant Einar Willumsen
Memorial Fund; Overlæge JørgenWerner Schou andWife Else Marie Schou, BornWonge Fund;
Tømrermester Jørgen Holm’sMemorial Grant; Region of Southern Denmark; Research Council
of Lillebaelt Hospital.
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Results of a multisite randomized trial of Bright IDEAS-Young Adults: Efficacy of
problem-solving skills training on distress and health-related quality of life.

Katie Devine, Marie Barnett, Kristine A. Donovan, Lora MA Thompson, Julia Kearney, Sharon Manne, Kristine Levonyan-Radloff, Diana Diaz, Meredith Collins, Shengguo Li,
Pamela Ohman Strickland, Olle Jane Sahler; Rutgers Cancer Institue, New Brunswick, NJ; Memorial Sloan Kettering Cancer Center, New York, NY; Mayo Clinic, Rochester,
MN; H. Lee Moffitt Cancer Center and Research Institute, Tampa, FL; Rutgers Cancer Institute, New Brunswick, NJ; Moffitt Cancer Center, Tampa, FL; University of
Rochester Medical Center, Rochester, NY

Background: Young adults (YAs) diagnosed with cancer between the ages of 18 and 39 face
unique psychosocial challenges and are at risk of experiencing significant emotional distress
and poor health-related quality of life (HRQOL). This randomized trial evaluated the efficacy of
Bright IDEAS-YA, a problem-solving skills training intervention, on reducing distress and
improving HRQOL of YAs newly diagnosed with cancer. A secondary aim examined change in
problem-solving ability as a potential mediator of treatment effects. Methods: A three-site
randomized trial of Bright IDEAS-YA compared with enhanced usual care (EUC) enrolled YA
survivors within fourmonths of a first diagnosis of cancer. Participants were randomized 1:1 to
Bright IDEAS-YA or EUC (NCT04585269). Bright IDEAS-YA is a 6-session, one-on-one in-
tervention that teaches a systematic approach to overcome personal challenges across any life
domain. EUC involved usual psychosocial care plus AYA resources. Participants completed
surveys at 0 (baseline), 3, 6, 12, and 24 months, with 6 months as the primary endpoint.
Validated measures included the PROMIS Depression Short Form and Anxiety Short Form
(primary outcomes), the Functional Assessment of Cancer Therapy – General (FACT-G;
primary outcome), and Social Problem-Solving Inventory-Revised Short Form (SPSI-R; me-
diator). Efficacy was tested using linear mixed effects models, run in R, examining the group x
time interaction effects. Mediationwas tested using the Rmultiplemediation analysis.Results:
344 YA (34.2% acceptance rate, Mage = 30.3 years, SD = 6.3; 63% female, 37% male, , 1% non-
binary) participated (100% planned enrollment), with 86% and 81% completing surveys at 3
and 6 months, respectively. Compared to baseline, the intervention arm showed statistically
significant improvements in depression, anxiety, and HRQOL relative to the control group at
6 months. The intervention arm demonstrated an average reduction of 3.2 T-score points
reduction in depression (95% CI [-4.9, -1.5], p, 0.001), 2.4 T-score points in anxiety (95% CI
[-4.0, -0.81], p = 0.003), and 3.4 points improvement in total FACT-G (95% CI [0.34, 6.5], p =
0.029) relative to the control. These differences reflect clinically meaningful changes per
published reports. Across all three models, change in total problem-solving ability (SPSI-R)
was shown to mediate treatment effects, primarily due to change in the negative problem-
orientation subscale. Conclusions: Bright IDEAS-YA was efficacious in reducing symptoms of
depression and anxiety and improving HRQOL compared with enhanced usual care among YAs
with cancer. Improvements are attributable to increased problem-solving ability, particularly
by reducing the tendency to view problems as significant threats and doubt one’s ability to
successfully solve problems. Clinical trial information: NCT04585269. Research Sponsor:
National Cancer Institute; R37CA240807.
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A multicenter, randomized, controlled, open-label trial to determine the optimal
duration of steroid therapy for mild pneumonitis associated with immune check-
point inhibitors.

Daichi Fujimoto, Mitsuhiro Abe, Kenta Murotani, Yuki Sato, Takashi Kijima, Motohiro Tamiya, Yoshihiko Taniguchi, Hidekazu Suzuki, Eisaku Miyauchi, Yoshihiko Sakata,
Satoru Miura, Eri Takase, Daisuke Arai, Ayumu Otsuki, Teppei Yamaguchi, Jun Sugisaka, Hiroshi Yokouchi, Hisashi Tanaka, Nobuyuki Yamamoto, Hiroaki Akamatsu; Hyogo
Medical University, Nishinomiya, Japan; Chiba University, Chiba, Japan; Biostatistics Center, KurumeUniversity, Kurume, Japan; Kobe CityMedical Center General Hospital,
Kobe, Japan; Osaka International Cancer Institute, Osaka, Japan; NHO Kinki-Chuo Chest Medical Center, Sakai, Japan; Department of Thoracic Oncology, Osaka Habikino
Medical Center, Habikino, Japan; Tohoku University Hospital, Sendai, Japan; Saiseikai Kumamoto Hospital, Kumamoto-Shi Minami-Ku, Japan; Department of Internal
Medicine, Niigata Cancer Center Hospital, Niigata, Japan; NHO Minami Wakayama Medical Center, Tanabe, NA, Japan; Department of Internal Medicine, Saiseikai
Utsunomiya Hospital, Utsunomiya, Japan; Kameda Medical Center, Kamogawa, Japan; Aichi Cancer Center, Nagoya, Japan; Department of Pulmonary Medicine, Sendai
Kousei Hospital, Sendai, Japan; Department of Respiratory Medicine, NHO Hokkaido Cancer Center, Sapporo, Japan; Department of Respiratory Medicine, Hirosaki
University Graduate School of Medicine, Hirosaki, Japan; Internal Medicine III, Wakayama Medical University, Wakayama, Japan; Internal Medicine III, Wakayama Medical
University, Wakayama-Shi, Japan

Background: The optimal duration of corticosteroid therapy for pneumonitis associated with
immune checkpoint inhibitors is clinically relevant. Several guidelines recommend a duration
of 4 to 6weeks formild immune-related pneumonitis. However, evidence from clinical trials is
limited. We conducted the first randomized trial to evaluate whether short-term corticosteroid
therapy can achieve comparable efficacy. Methods: In this multicenter, open-label, random-
ized clinical trial at 22 institutions in Japan, we randomly assigned patients withmild immune-
related pneumonitis according to the CommonTerminology Criteria for Adverse Events grade 1
or 2, in a 1:1 ratio, to receive either 3-week or 6-week corticosteroid treatment. The primary
endpoint was the rate of treatment success 8 weeks after the start of steroid administration,
with a non-inferiority margin of 16 percentage points. The major secondary endpoints were
safety, percentage of participants with treatment failure, quality of life, and overall survival.
The primary hypothesis was that a 3-week treatment would be non-inferior to a 6-week
treatment in terms of the primary endpoint. Results: Overall, 106 patients were randomized,
and after the exclusion of one patient without immune-related pneumonitis, 105were included
in the intention-to-treat (ITT) population: 51 patients in the 3-week group and 54 in the 6-
week group. In the ITT population, the patients’ median age was 72 years; 81% of the patients
were men, and 73% had grade 2 at baseline. The rate of treatment success was 66.7% in the 3-
week group and 85.2% in the 6-week group, which did not demonstrate noninferiority in the
overall study population (difference, 218.5% percentage points [80% confidence interval
{CI},229.0% to -7.9%], p = 0.621), and a predefined exploratory superiority analysis indicated
superiority of the 6-week regimen (p = 0.013). Over the entire study period, the relapse or
exacerbation rates of pneumonitis were 41.1% in the 3-week group and 24.1% in the 6-week
group. Grade 3 or higher adverse events occurred in 12% of patients in the 3-week group and
24% of patients in the 6-week group. The absolute mean change in the total QOL using the K-
BILD score frombaselinewas 4.78 in the 3-weekgroup and6.28 in the6-week group (between-
group difference, -1.50 points; 95% CI, 25.91 to 2.91). Conclusions: In patients with mild
immune-related pneumonitis, non-inferiority of 3-week corticosteroid treatment compared
to that of 6 weeks was not confirmed in the overall population, and the relapse or exacerbation
rate of pneumonitiswas higher in the 3-week group over the entire study period. Corticosteroid
therapy shorter than the duration recommended by the guidelines is not supported. Clinical
trial information: jRCTs051220082. Research Sponsor: None.
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Romiplostim for chemotherapy-induced thrombocytopenia (CIT) in colorectal,
gastroesophageal, and pancreatic cancers: A global, phase 3, randomized, placebo-
controlled trial (RCT).

Hanny Al-Samkari, Cesar Munoz, Caglayan Geredeli, Ippokratis Korantzis, Beatriz Gonzalez Astorga, Cagatay Arslan, Johnny Francisco Cordeiro Camargo, Florian Scotte,
Giuliano Borges, Kejia Wang, Melissa Eisen, David Kuter, Gerald A. Soff; Massachusetts General Hospital, Boston, MA; HM Hospitales, Madrid, Spain; İstinye University
Faculty of Medicine, Istanbul, Turkey; Saint Luke’s Hospital, Panorama, Greece; San Cecilio University Hospital, Granada, Spain; Izmir Economy University Medical Point
Hospital, Izmir, Turkey; IOP - Instituto de Oncologia do Parana, Curitiba, Brazil; Département Interdisciplinaire d’Organisation des Parcours Patients (DIOPP), Gustave
Roussy, Villejuif, France; Catarina Pesquisa Cĺınica–Cĺınica de Neoplasias, Santa Catarina, Brazil; Amgen, Inc., Newbury Park, CA; Amgen, Newbury Park, CA; University of
Miami Health System, Miami, FL

Background:CIT is a common consequence of antineoplastic regimens for gastrointestinal (GI)
cancers, occurring in .60% of colorectal cancer patients receiving multiagent chemotherapy.
CIT can lead to chemotherapy dose reduction, delay, omission, and discontinuation, potentially
worsening outcomes. There are nowidely available licensed therapies for this unmet need. Aim:
To evaluate the safety and efficacy of the thrombopoietin receptor agonist romiplostim (ROMI)
in patients with GI cancers to limit chemotherapy dose modifications from CIT.Methods: This
was a phase 3, placebo (PBO)-controlled RCT of patients receiving oxaliplatin-basedmultiagent
regimens for GI cancers with persistent CIT, ie platelets (Plt)#853109/L on day 1 of a scheduled
chemotherapy cycle (NCT03362177). Patients from 55 sites in 14 countries were randomized 2:1
to ROMI or PBO for 3 chemotherapy cycles, stratified by baseline Plt (, or $503109/L) and
cancer type. Study drug started at 2 mg/kg subcutaneous weekly, adjusted weekly by 1 mg/kg up
to 10 mg/kg to target Plt$1003109/L in 12 weeks (#4weeks at 10 mg/kg). Chemotherapy started
when Plt$1003109/L (Plt response) or after week 4 per investigator. The primary endpoint was
no CIT-induced dose modification of any myelosuppressive agent in either the second or third
chemotherapy cycle per independent adjudication committee. Results: Patients (N=165; 109
ROMI, 56 PBO) had colorectal (75%), gastroesophageal (13%), or pancreatic (12%) cancer; 60%
were male, 90% White, 4% Black, and 24% Hispanic, with mean (SD) age of 61.4 (11.1) years.
Baseline median (range) Plt was 69 (8–85)3109/L; 11% had Plt ,503109/L. Stage IV disease
rates were ROMI 65%, PBO 55%. Most (75%) patients completed study drug; 3% discontinued
due to adverse events (AEs). The primary endpoint was achieved in 92/109 (84%) patients
receiving ROMI vs 20/56 (36%) receiving PBO (odds ratio 10.2; 95% CI 4.6-22.5; P,0.001).
Median (range) Plt nadirs were ROMI 87 (14–167)3109/L, PBO 58 (22–95)3109/L; P=0.005. For
thosewith Plt responses (ROMI 97%, PBO 77%),median (95%CI) time to first Plt responsewas
ROMI 1.1 (not estimable) weeks, PBO 2.1 (1.1-3.0) weeks; P,0.001. Treatment-related (TR) AE
rates were ROMI: 12%, PBO: 7%,most frequently nausea (2%, 2%) and headache (2%, 0%). TR
serious AEs and TRAEs leading to death or discontinuation of study drug or chemotherapywere
not observed in either arm.Conclusions: In this first global phase 3 RCTof ROMI vs PBO for CIT,
ROMI was well tolerated and efficacious in the treatment and prevention of CIT in GI cancers.
These results are potentially practice-changing for a common serious condition encountered
routinely in clinical practice worldwide that prevents delivery of on-time, full-dose anticancer
therapy. Final results from long-term follow-up will be presented. Clinical trial information:
NCT03362177. Research Sponsor: Amgen Inc.
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Carica papaya leaf extract (CPLE) versus placebo to improve chemotherapy induced
thrombocytopenia (CIT): Results of a phase III triple blinded, randomized placebo
controlled trial (PACT study).

Vikas Ostwal, Manali Parulekar, Deepali Bharat Chaugule, Anant Ramaswamy, Prabhat Ghanshyam Bhargava, Poonam Jadhav, Deepali Naughane, Chaitali Nashikkar,
Sujay Srinivas, Anuj Gupta, Akhil Kapoor, Omshree Shetty, Pradnya Joshi, Sucheta Bhagwan More, Supriya Goud, Kumar Prabhash, Vanita Noronha, Amit Joshi,
Jaya Ghosh, Sudeep Gupta; Tata Memorial Hospital (HBNI), Mumbai, India; Tata Memorial Centre (HBNI), Mumbai, India; Tata Memorial Centre Mumbai, Mumbai, India;
Bharath Cancer Centre, Kottayam, Kottayam, India; Mahamana Pandit Madan Mohan Malviya Cancer Centre, Homi Bhabha Cancer Hospital, Tata Memorial Centre,
Varanasi, India; Tata Memorial Centre, Mumbai, India; Tata Memorial Hospital, Tata Memorial Centre, HBNI, Mumbai, India; Tata Memorial Hospital, Mumbai, India; Tata
Memorial Centre, Homi Bhabha National Institute, Mumbai, India

Background: There is a lack of approved therapeutic options to ameliorate CIT in patients with
solid tumors receiving chemotherapy. Carica papaya leaf extract (CPLE) is known to increase
platelet counts (PC) in certain infections. Methods: The PACT study is a triple blinded ran-
domized phase III study conducted in two academic centres in patients with solid tumors
receiving chemotherapy and developing at least grade 2 or grade 3 CIT (platelet counts, 75,000
x 10^9/ liter and . 25,000 x 10^9/liter). Patients were randomized 2:1 to CPLE arm (capsule
CPLE per oral 1100mg three times daily) or placebo arm ( capsule per oral three times daily),
which was continued till PC improved to greater than . 75,000 x 10^9/ liter, requirement for
platelet transfusions or D+10 post intervention. Baseline PC were graded as per the Common
Terminology Criteria for Adverse Events (CTCAE) grades. The primary endpoint of the study
was to evaluate whether CPLE improves PC significantly faster (as assessed on D+4 of in-
tervention) and above 75,000 x 10e9 /L as compared to placebo (spontaneous recovery of
platelets). To achieve 80% power to detect a difference between the group proportions of 0.25
(50% to 75%) with an alpha of 0.05, 219 patients were required (146 in CPLE group and 73 in
placebo group), assuming 10% loss to follow-up rates. Results: Between March 2020 and
October 2024, 219 patients were randomized, of whom 198 patients (CPLE arm: 129; placebo
arm: 69) were analysed for outcomes. All the baseline parameters were equally distributed in
both the arms (2:1) except the proportion of patients in the placebo and the experimental arms
had equal number of patients with grade 3 thrombocytopenia (17/129 vs 17/69; p = 0.049). The
most common chemotherapeutic regimenswere oxaliplatin based (37%) and carboplatin based
(27%). The primary outcome of increasing PC . 75,000 x 10^9/ liter at D+4 was significantly
improved by CPLE (83/129, 64% vs 33/69, 48%; p = 0.034) as compared to placebo. This
improvementwas significantly quicker in subgroups including threeweekly regimenvsweekly/
biweekly, palliative intent vs. curative, . 2 cycles of chemotherapy (, = 2 cycles vs. . 2 cycles)
and body surface area (BSA), 1.6 vs. more. There were no grade 3 or grade 4 treatment related
adverse events associated with CPLE. Conclusions: CPLE is the first therapeutic intervention
that appears to improve grade 2 and grade 3 chemotherapy induced thrombocytopenia faster
and to a greater extent than placebo in this phase III randomized trial. It should be used as a
secondary prophylaxis to maintain the chemotherapy intesnity. There were no major safety
concerns with the use of CPLE. Clinical trial information: CTRI/2019/08/020987. Research
Sponsor: Micro Pharma Pvt Ltd; IASCC; Cadila Healthcare; Lupin Pharma Pvt Ltd.
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A randomized controlled trial of cognitive behavioral therapy and bright light
therapy for insomnia and fatigue during breast cancer treatment: SleepCaRe trial.

Joshua F. Wiley, Trang Thuy Do, JordanMaccora, Rebecca Wallace, Veronica Aedo-Lopez, Marliese Alexander, Bei Bei, Robert helmut Blum, Frances M. Boyle, Daphne Day,
Justine Diggens, Prudence A. Francis, Maria Ftanou, Sheila N. Garland, DuncanMortimer, Sharad Sharma, Lesley Stafford, Michelle AnnWhite; Monash University, Clayton,
VIC, Australia; Peter MacCallum Cancer Centre, Melbourne, VIC, Australia; Pharmacy Department, Peter MacCallum Cancer Centre & Sir Peter MacCallum Department of
Oncology, University of Melbourne, Melbourne, VIC, Australia; Bendigo Health Care Group, Bendigo, VIC, Australia; The Mater Hospital, North Sydney, NSW, Australia;
Monash Health, Melbourne, Australia; Peter MacCallum Cancer Centre, Melbourne, Australia; Peter MacCallum Cancer Centre and School of Population and Global Health
Melbourne University, Melbourne, VIC, Australia; Memorial University, St. John’s, NF, Canada; Monash University, Caulfield, VIC, Australia; Ballarat Regional Integrated
Cancer Centre, Ballarat Health Services, Ballarat, VIC, Australia; Department of Surgery, University of Melbourne, Melbourne, VIC, Australia; Monash Health, Clayton, VIC,
Australia

Background: Women on chemotherapy for breast cancer (BC) report high levels of insomnia
and fatigue. This trial aimed to test the main effects of Cognitive Behavioral Therapy for
Insomnia (CBT-I) and Bright Light Therapy (BLT) on insomnia and fatigue symptoms.
Methods: This multi-center, randomized, controlled, 2 x 2 factorial, superiority, trial enrolled
219 women receiving cytotoxic chemotherapy for any stage BC. Interventions were: (1) neither
CBT-I nor BLT (sleep hygiene education; SHE), (2) BLT, (3) CBT-I, and (4) BLT+CBT-I. The 6-
week interventions included one telehealth, 1:1 session followed by emails and amid-treatment
call. Assessments occurred at baseline, 3 and 6 weeks. Dual primary outcomes were the
insomnia severity index (ISI) and PROMIS Fatigue. Intention-to-treat analyses were latent
growth models. Effect sizes are standardized mean differences (SMDs). Results:Mean age was
50.7y and 24% had metastatic cancer. At baseline, average ISI was 13.24 (SD = 5.48; sub-
threshold insomnia), and fatigue was 59.57 (SD = 7.91; moderate fatigue). 88% (n = 198)
completed the telehealth session. 75% (n = 165) reported post-treatment outcomes. ISI and
fatigue decreased in all conditions (see Table). CBT-I improved ISI (meandifference = -2.03; p=
.001; SMD = -0.37), but BLT did not (mean difference = -1.09; p = .082; SMD = -0.20). Neither
intervention affected fatigue (SMDs -0.06 to -0.07; p . 0.60). There was no BLTxCBT-I
interaction for ISI nor fatigue (p . 0.50). Conclusions: In patients receiving chemotherapy
for BC, brief CBT-I can improve insomnia but not fatigue symptoms. BLT did not improve
insomnia or fatigue. We found no evidence of an interaction between BLT and CBT-I. During
chemotherapy, fatiguemay not be responsive to brief sleep and circadian-oriented treatments.
Clinical trial information: ACTRN12620001133921. Research Sponsor: None.

Between group (main effects) and within group (change).

ISI [95% CI]
P, SMD

Fatigue [95% CI]
P, SMD

Main Effects
BLT -1.09 [-2.31, 0.14]

p= .082, SMD = -0.20
-0.49 [-2.87, 1.88]
p= .68, SMD = -0.06

CBT-I -2.03 [-3.25, -0.81]
p= .001, SMD = -0.37

-0.54 [-2.92, 1.83]
p= .65, SMD = -0.07

Change: 0–6 weeks
SHE -3.41 [-4.65, -2.17]

p , .001, SMD = -0.62
-3.75 [-6.16, -1.34]

p= .002, SMD = -0.47
BLT -4.89 [-6.12, -3.66]

p , .001, SMD = -0.89
-3.75 [-6.13, -1.37]

p= .002, SMD = -0.47
CBT-I -5.83 [-7.12, -4.54]

p , .001, SMD = -1.06
-3.80 [-6.30, -1.31]

p= .003, SMD = -0.48
CBT-I+BLT -6.53 [-7.88, -5.18]

p , .001, SMD = -1.19
-4.79 [-7.44, -2.14]

p , .001, SMD = -0.61
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Alliance A221805: Duloxetine to prevent oxaliplatin-induced chemotherapy-
induced peripheral neuropathy (CIPN)—A randomized, double-blind, placebo-
controlled phase II study.

Ellen M. Lavoie Smith; University of Alabama at Birmingham, Birmingham, AL

Background: Standard-of-care chemotherapy treatment regimens for colorectal cancer (CRC)
include oxaliplatin, a drug known for causing CIPN. CIPN is characterized by upper and lower
extremity numbness and tingling, and pain that can persist for years beyond chemotherapy
completion, causing impaired function and poor quality of life. According to the American
Society of Clinical Oncology’s (ASCO) 2020 Clinical Practice Guidelines, there are no known
effective preventative interventions. While the ASCO guidelines recommend duloxetine to treat
established painful CIPN, its efficacy to prevent CIPN has not been established. Methods:
A221805 (NCT04137107) was conducted within the National Cancer Institute-supported Com-
munity Oncology Research Program; Alliance for Clinical Trials in Oncology was the coordi-
nating group. The randomized, 3-arm, double-blind, placebo-controlled, noncomparative,
multicenter phase II study screened 2 doses of daily duloxetine to prevent sensory CIPN.
Enrollment occurred betweenMay 1, 2020, andMarch 24, 2023. Patients (pts)were randomized
1:1:1 to 30 or 60mg of daily duloxetine, or daily placebo. Eligible pts had stage II-III CRC and no
baseline neuropathy, were$ 25 years of age and scheduled to receive oxaliplatin via one of the
following schedules: 85mg/m2 every 2 weeks (wks; 6 or 12 doses) or 130mg/m2 every 3 wks (4
doses). Duloxetine/placebo was taken once daily beginning on day 1 of cycle 1 and continued for
17 wks. Blinding was achieved via drug encapsulation. The primary outcome was measured on
wk 19-21using a validatedpatient-reported outcomemeasure: 6 sensory items from theEORTC
QLQ-CIPN20. Responders were pts who reported little to no CIPN; their highest score was # 2
(i.e., 1 = “Not at all”; 2 = “A little”) on any of the 6 items. Results: 199 pts were accrued (n = 66,
30 mg duloxetine; n = 66, 60 mg, duloxetine; Placebo, n = 67); based on modified intent-to-
treat criteria, 46, 47, and 50 pts (N = 143, 71.8%) respectively, were evaluable for the primary
endpoint analysis. Theptmeanagewas 55.1 years (SD= 10.43).MostwereWhite (n= 113, 80.7%)
and male (n = 82, 58.6%).There was no difference in the proportion of responders when
comparing those who received either duloxetine 30mg (65.2%), 60mg (66.0%), or placebo
(68.0%). Fatigue (51.9%) and nausea (46.5%) were themost common solicited adverse events.
Duloxetine adherence rates, measured via pill counts, in the 30mg (44.44%), 60mg (50.92%),
and placebo (65.57%) groupswere low (, 75%). Conclusions:Wewere unable to show that any
dose of duloxetine was more promising than placebo, possibly due to an unexpectedly high
placebo response rate. Low duloxetine/placebo adherence may have compromised efficacy.
Placebo-response mitigation methods should be considered in future CIPN clinical trials.
Clinical trial information: NCT04137107. Research Sponsor: National Cancer Institute;
1UG1CA189823; R01CA235726.
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Peri-transplant supportive and palliative care and/or comorbidity management for
older, medically infirm, and/or frail recipients of allogeneic hematopoietic cell
transplantation (Allo-HCT): Phase II and interim phase III trial analyses.

Elizabeth Trice Loggers, James Fausto, Matthew Givens, Laura A. Schoenherr, Reena Jayani-Kosarzycki, Jason Allen Webb, Diana Martins-Welch, Michael W. Rabow,
Jeanette G. Ferrer, Rachel J. Cook, George Carrum, Rebecca L. Olin, Laura Johnston, Mark Juckett, Mei-Ean Yeow, Hassan B. Alkhateeb, Ronald M. Sobecks,
Joseph P. Uberti, Mohamed Lotfy Sorror; Clinical Research Division, Fred Hutchinson Cancer Center/Division of Hematology and Oncology, University of Washington,
Seattle, WA; University of Washington, Seattle, WA; Fred Hutchinson Cancer Center, Seattle, WA; University of California San Francisco, San Francisco, CA; Vanderbilt
University Medical Center, Nashville, TN; Knight Cancer Institute, Oregon Health & Science University, Portland, OR; Northwell Cancer Institute, Floral Park, NY; UCSF Helen
Diller Family Comprehensive Cancer Center, San Francisco, CA; Houston Methodist Hospital, Houston, TX; Oregon Health and Science University, Portland, OR; Baylor
College of Medicine, Houston, TX; University of California, San Francisco, San Francisco, CA; Stanford University, Palo Alto, CA; University of Minnesota, Minneapolis, MN;
Mayo Clinic, Rochester, MN; Cleveland Clinic Taussig Cancer Center, Cleveland, OH; Barbara Ann Karmanos Cancer Institute, Detroit, MI

Background: Patients (pts)with highHCT-Comorbidity Index scores (HCT-CI of$3), older age
($65 years), and/orwho are frail per gait speed (,0.8meters/second) have increasedmorbidity
and mortality after allo-HCT compared to younger and healthier counterparts. We report the
phase II analysis (PIIA) and interim phase III primary outcome analysis (PIIIA) of a seamless
phase II/III prospective, randomized clinical trial conducted at 11 transplant centers to test new
approaches to improve quality of life (QOL) in this population. Methods: Phase II compared
specialist-administered supportive and palliative care (SPC), patient-administered manage-
ment of comorbidities (MC, e.g. physical exercise, stress reduction, etc), both (SPC+MC), and
usual care (UC) for change in Functional Assessment of Cancer Therapy – Bone Marrow
Transplantation (FACT-BMT) QOL scores from baseline to day 90 (D90). Pts deceased prior
to D90 were assigned FACT-BMT score=0. The winning phase II armmoved forward versus UC
in phase III.Results:PIIAwas done after enrolling 35 pts to each of the 4 study arms. Calculating
the difference between FACT-BMT scores on D90 minus baseline, excluding missing data,
indicated that only SPC resulted in a small improvement in QOL compared to either MC or
SPC+MC (Table); hence SPC was the winning phase II arm. The PIIIA was conducted after
enrolling 158 SPC pts and 153 UC pts. The SPC and UC arms were well balanced withmedian age
(both 68 years), HCT-CI$3 (49%vs 55%), frailty per gait speed (13% vs 12%), female sex (41%
vs 34%), non-white race (9.5% vs 11.5%), andHispanic or unreported ethnicity (7.7% vs 5.7%),
respectively. After median follow-up of 362 days, 45 pts had died in each arm. The mean QOL
difference betweenD90 and baselinewas 2.83 for SPC and 4.27 for UC (difference of differences,
-1.44, 95% CI of difference, -5.03 to 2.14, p=0.43). Fitting a generalized linear model that
included baseline, D30, and D90 values and testing the null hypothesis that the slope of scores
differs between SPC andUC resulted in p=0.85. Using the KaplanMeiermethod, no difference in
survival was observed across arms (HR 1.13 [0.75-1.73]). Conclusions: Specialist-administered
palliative care showednomeaningful improvement inQOL, nor a survival advantage, compared
to usual care in frail, older and comorbid allo-HCT recipients, resulting in the cessation of this
Phase II/III trial. Analysis of the whole patient population for primary and secondary outcomes
is in progress. Clinical trial information: NCT03870750. Research Sponsor: National Cancer
Institute.

Change in FACT-BMT (D90 value minus baseline value) comparing the 4 arms of phase II.

Group Mean difference (sd) Median difference (range)

SPC (n=28) -2.93 (28.52) 0.25 (-102 to 38.22)
CM (n=18) -18.37 (33.80) -9.50 (-98.33 to 11)
SPC+CM (n=27) -15.76 (32.69) -7.67 (-90 to 32)
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Efficacy of treatment with traditional Chinese medicine (Renshen Yangrong Tang
granules) for cancer-related fatigue in patients with platinum-based chemotherapy:
A randomized, double- blinded, placebo-controlled, multicenter trial.

Yichen Xu, Jian Fang, Tao Sun, Yu Wu, Wei Zhang, Lu Si, Dong Xue, Zhandong Li, Yingtian Wang, Pingping Li, Hong Sun; Beijing Cancer Hospital, Beijing, China; Dongfang
Hospital Beijing University of Chinese Medicine, Beijing, China; China Academy of Chinese Medical Sciences Xiyuan Hospital, Beijing, China; Key Laboratory of
Carcinogenesis and Translational Research (Ministry of Education/Beijing), Department of Melanoma and Sarcoma, Peking University Cancer Hospital & Institute, Beijing,
China

Background: Although there is higher incidence of cancer-related fatigue (CRF) in patients
undergoing chemotherapy, effective drugs is still in need. Renshen Yangrong Tang (RSYRT), a
Traditional Chinese Medicine, has shown promise in alleviating CRF. This trial aims to in-
vestigatewhetherRSYRT could reduce fatigue and improve quality of life in cancer patientswith
platinum-based chemotherapy. Methods: This prospective, multicenter, double-blinded,
placebo-controlled trial was implemented at 4 centers in China, enrolling 192 platinum-
treated cancer patients with Visual Analogue Scale for Fatigue $4 points on the 10th day of
the first cycle of chemotherapy. Participantswere randomized to receive RSYRT (10.35g, 2 times
per day) or amatching placebo orally simultaneously with chemotherapy from C1D10 to C2D10.
The study was conducted between April, 2020 and September,2023, with a final follow-up on
October,2023. The primary outcomewas the change in totalmean score (range: 0[no fatigue] to
10[extreme fatigue] points) on the Brief Fatigue Inventory(BFI-C) from baseline to week 3.
Secondary outcomes include quality of life(European Organization for Research and Treatment
of Cancer Quality of Life Core Questionnaire C30, QLQ-C30), fatigue score (MD Anderson
Symptom Inventory for Traditional ChineseMedicineMDASI-TCM) and adverse events. RSYRT
were comparedwith the placebo groupusing a linearmixedmodel.Results:Among 192patients
randomized, 163 participants completed assessment (RSYRT:81 and Placebo:82). There was no
significant differences of “Usual fatigue in last 24 hours" score (RSYRT:5.1561.41 vs Placebo:
5.4061.44,P= 0.256) in BFI between two groups at baseline. By the end of week 3, the RSYRT
group achieved normal fatigue levels compared to the placebo group (RSYRT: 3.3561.95 vs
Placebo: 4.1562.12, P= 0.013). The overall health status of QLQ-C30 also showed statistically
significant differences (Pre intervention [RSYRT: 52.78 6 15.14 vs. placebo: 49.49 6 17.63, P=
0.204]，After intervention [RSYRT: 65.53 6 15.52 vs. placebo: 57.72 6 19.98, P= 0.006]）. The
fatigue score ofMDASI-TCMwas comparable at baseline (RSYRT: 5.726 1.69 vs placebo: 5.906

1.70, P= 0.483），and a significant decrease was observed in the thirdweek (RSYRT: 3.696 2.05
vs placebo: 4.56 6 2.30, P= 0.012）. There was no difference in adverse events occurrence
between RSYRT and the placebo groups. Conclusions: In this randomized clinical trial among
platinum-treated cancer patients with CRF, RSYRT reduced fatigue severity and improved
quality of life compared toplacebo. Clinical trial information:NCT05229029. ResearchSponsor:
Capital’s Funds for Health Improvement and Research.
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Pathways to Advance Targeted and Helpful Serious Illness Conversations (PATH-
SIC): A randomized clinical trial.

Christopher Manz, Cody Cotner, Angela C. Tramontano, Saim Awan, Nathaniel Gwynne, Emma Voligny, Jocelyn H. Siegel, Alex Post, Brian Finn, Matthew Rice, Jessie Brain,
Charlotta Lindvall, David Michael Jackman, Joseph O. Jacobson, James A. Tulsky, Alexi A. Wright; Dana-Farber Cancer Institute, Boston, MA; Department of Medicine,
Brigham and Women’s Hospital, Boston, MA; Informatics and Analytics, Dana-Farber Cancer Institute, Boston, MA; Department of Psychosocial Oncology and Palliative
Care, Dana-Farber Cancer Institute, Boston, MA

Background: Serious illness conversations (SICs) can improve quality of life and decrease
intensive care utilization at the end of life for patients with cancer. Yet SIC rates for patients
with cancer are low and sustainable strategies are needed to engage patients and oncology
clinicians in SICs.Methods: This randomized controlled trial was conducted at a tertiary cancer
center. Using a cancer treatment guideline program (Pathways), oncology subspecialists
identified treatment decision points where patients have an average prognosis ,1 year and
they would recommend an SIC. We enrolled patients with breast, gastrointestinal, genitouri-
nary, gynecologic, and thoracic cancers who reached these points and did not have SICs
documented in the Advance Care Planning tab (ACP-SICs) of the electronic medical record
in the previous 6 months. Patients were randomized to receive a patient nudge (a mailed letter
encouraging discussion of their values and preferences with their oncologist; arm 1), a clinician
nudge (emails sent to oncology clinicians encouraging an SIC the day prior to the clinic visit;
arm 2), both nudges (arm 3), or no nudges (arm 4). The primary analysis compared ACP-SIC
documentation 60 days post-randomization for the combined vs no-nudge arms (arm 3 vs 4)
using a generalized estimating equationmodel with a logit link adjusted for disease center and
prior clinician SIC training, clustered on oncologists. A pre-specified alternative primary
outcome used natural language processing (NLP) to identify SICs in free text notes in the
6months prior to randomization and 60 days after to evaluate the presence of anNLP- or ACP-
SIC 60 days after randomization using the samemodel. Similarly-constructed Cox proportional
hazards models were used to estimate time to SIC. Results: Among 1051 patients randomized
(arm 1: 273, arm 2: 240, arm 3: 277, arm 4: 261), median age was 65 years (range: 25-94), 40%
were male, 79% White, 52% had gastrointestinal and 20% breast cancers. The Table displays
unadjusted ACP andNLP+SIC rates. In adjusted analyses, compared to patients in the no-nudge
arm (arm 4), patients in the combined nudge arm (arm 3) had 79% higher odds of ACP-SIC at
60 days (odds ratio 1.79, 95% CI 1.11-2.88, p=0.02) and 59% higher odds of NLP+ACP-SIC at
60 days (odds ratio 1.59, 95% CI 1.14-2.22, p=0.006). Time to ACP-SIC was 59% faster in
clinician nudge-containing arms than the no-nudge arm (adjusted HR 1.59, 95% CI 1.16-2.19,
p=0.004). Conclusions: Clinician emails increased SICswithin 60 days, whereas patient nudges
were ineffective. NLP increased detection of SICs by 49.7%, demonstrating the importance of
evaluating SICs in free-text notes in SIC interventions.Long-term analyses will evaluate the
interventions’ impact on care delivery outcomes. Clinical trial information: NCT05629065.
Research Sponsor: None.

Unadjusted SIC at 60 days.

Arm 1: Patient 2: Clinician 3: Combined 4: None

ACP, % 10.6 16.7 17.3 10.7
NLP+ACP, % 22.4 27.8 34.0 24.4
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Trajectories of patient-reported cognitive function and age-related conditions in a
longitudinal observational trial of immune checkpoint inhibitor (ICI) treatment: The
DiRECT Cohort.

Charles Stewart Kamen, Allison Magnuson, Nikesha Gilmore, Michelle Christine Janelsins, Karen Michelle Mustian, Po-Ju Lin, Mostafa Refaat Mohamed,
Supriya Gupta Mohile, Rajasree Pia Chowdry, Bryan A. Faller, Judith O. Hopkins, Brian Leslie Burnette, Chin-Shang Li, Umang Gada, Kah Poh Loh, Christine B. Ambrosone,
Gary R. Morrow, Song Yao; James P. Wilmot Cancer Center, University of Rochester Medical Center, Rochester, NY; University of Rochester Medical Center, Rochester, NY;
University of Rochester, Rochester, NY; Louisiana State University Health Sciences Center, New Orleans, LA; Missouri Baptist Medical Center, Saint Loius, MO; SCOR
NCORP/Novant Health Cancer Institute, Winston-Salem, NC; Cancer Research of Wisconsin and Northern Michigan (CROWN) NCORP, Green Bay, WI; Wilmot Cancer
Institute, University of Rochester Medical Center, Rochester, NY; Roswell Park Comprehensive Cancer Center, Buffalo, NY

Background: ICIs have become a mainstay in cancer treatment, but their impact on patient-
centered side effects such as decline in cognitive function and age-related conditions (e.g.,
nutritional status, mobility) has not been fully characterized. Black patients have also been
underrepresented in prospective studies of ICIs. Prior research indicates that Black cancer
patients have strongpro-inflammatory immune responses,which could affect the impact of ICI
treatment on cognitive function and age-related conditions. Methods: The longitudinal Di-
RECT cohort (URCC21038, NCT05364086) was established to examine ICI outcomes and side
effects in Black and White patients through the NCI Community Oncology Research Program
(NCORP). Patients reported their cognitive function through the PROMIS-Cog and age-related
conditions through the Geriatric 8 (G8), with assessments before (A1), after (A2), 6 months
after (A3), and annually after (A4+) their first ICI infusion. A longitudinal mixed-effects model
(LMEM) with an unstructured covariance matrix and assessment as a nominal factor was used
to evaluate trajectories of the two outcome variables. Themodels were adjusted for cancer type,
race, and age (,65, 65+), including interactions with assessment. Multiple comparisons were
conducted with a Sidak adjustment tomaintain an overall significance level of p,0.05. Results:
A total of 1,677 patients enrolled between 04/01/2022 and 08/31/2024 were included in the
analysis:meanage64; 409Black; 626 lung, 290breast, 251 gastrointestinal, 240genitourinary,
131 gynecologic, 72 head/neck cancers; modal cancer stage IV. In unadjusted models, statis-
tically and clinically significant declines from A1 to A3 were found for both cognitive function
(SE=-2.54, p,0.0001) and age-related conditions (SE=-0.70, p,0.0001), with no change from
A3 to A4. Patients with breast cancer experienced the steepest declines in both outcomes (SE=-
3.40, p,0.0001 and SE=-0.76, p,0.01, respectively). Black patients experienced a steeper
decline in cognitive function than White patients, particularly from A1 to A2 (SE=-1.28,
p=0.01). There was no significant difference in trajectory of functional status by race.
Patients ,65 experienced steeper declines in cognitive function and age-related conditions
(SE=1.21, p=0.02 and SE=0.84, p=0.04, respectively); Black patients,65 had steeper declines in
cognitive functioning thanWhite patients,65 (SE=-1.55, p=0.02). Conclusions: Breast cancer
patients on ICIs appear to experience poor trajectories of cognitive function and age-related
conditions over the first 6 months of treatment, while Black patients, particularly those ,65,
experience poor trajectories in cognitive function. These findings can inform tailored and risk-
stratified interventions to improve ICI side effects. Research Sponsor: National Cancer In-
stitute; UG3 CA262602; National Cancer Institute; UG1 CA189961.
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Severe sarcopenia and symptom burden prior to chemotherapy among older adults
(70+) with advanced cancer: A URCC NCORP nationwide study.

Lindsey Jean Mattick, Po-Ju Lin, Chin-Shang Li, Mostafa Mohammmed, Luke Joseph Peppone, Jeremy McGuire, Leah Jamieson, James D. Bearden, Jeffrey L. Berenberg,
Richard Francis Dunne, Karen Michelle Mustian, Supriya Gupta Mohile; Wilmot Cancer Institute, University of Rochester Medical Center, Rochester, NY; James P. Wilmot
Cancer Center, University of Rochester Medical Center, Rochester, NY; Department of Surgery, Division of Supportive Care in Cancer and URCC NCORP Research Base,
University of Rochester Medical Center, Rochester, NY; University of Rochester Medical Center, Rochester, NY; Metro Minnesota Community Oncology Research Program,
St Louis Park, MN; Upstate Carolina NCORP, Spartanburg, NC; Hawaii MUNCORP, Honolulu, HI

Background: Sarcopenia – defined as significant loss of strength, muscle mass and physical
function– leads to reduced mobility, increased falls, difficulty performing activities of daily
living, loss of independence, worse prognosis, and higher mortality among older cancer
patients. Older patients with sarcopenia are at an even greater risk for these negative outcomes
when additional co-morbid symptoms are present. Despite this, sarcopenia is not routinely
screened for in this population. This study aims to describe the proportion of older patientswith
advanced cancer prior to chemotherapy who present with severe sarcopenia and the additional
co-morbid symptoms they are most likely to be experiencing. Methods: In a randomized
controlled trial (NCT02054741), 718 older adults (age 70+) with advanced cancer and age-
related conditions were recruited prior to starting chemotherapy from community oncology
practices across the United States who were affiliated with the University of Rochester NCI
Community Oncology Research Program (NCORP) Research Base. We analyzed data from a
subset of 159 participants prior to chemotherapy who completed assessments for muscle
strength (chair stand; seconds [s]), skeletal muscle index (CT scan; SMI [cm2/m2]); physical
performance (timed up and go; TUG [s]) at baseline. Severe sarcopenia was diagnosed if
participants met all three clinically accepted criteria: 1) chair stand . 16.7s for five rises, 2)
SMI , 41 cm2/m2 (women) and , 43 cm2/m2 (men; BMI , 24.9 kg/m2) or , 53 cm2/m2 (men;
BMI .25 kg/m2), and 3) TUG . 13.5s. Symptoms (i.e., fatigue, insomnia, pain, anorexia,
dyspnea, cognitive issues, nausea, sensory neuropathy, constipation, and diarrhea) were
assessed via the Patient-Reported Outcomes version of the Common Terminology Criteria
for Adverse Events (PRO-CTCAE). Results: Fifty-two of the 159 participants (33%; mean age:
76.7 years; 60% male) had severe sarcopenia. Chi-square analyses revealed participants with
severe sarcopenia were significantly more likely to report fatigue (94% vs. 81%; p = 0.03),
anorexia (73% vs. 55%; p = 0.03), and pain (73% vs. 60%; p = 0.13) compared to those without
severe sarcopenia. Logistic regression indicated those with severe sarcopenia were almost 4x
more likely to experience fatigue (OR [95%CI]: 3.75 [1.06-13.28]) and twice as likely to
experience anorexia (OR [95%CI]: 2.21 [1.07-4.54]) compared to those without severe sarco-
penia. Conclusions: One-third of older adults with advanced cancer are likely to present with
severe sarcopenia, fatigue, anorexia, andpainprior to the initiation of chemotherapy. Clinicians
should consider screening older adults for sarcopenia and other comorbid symptoms to inform
cancer treatment decisions prior to the initiation of therapy, and supportive care interventions
should be prescribed to mitigate these symptoms. Funding: NCI UG1CA189961 T32CA102618.
Research Sponsor: None.
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Effect of incorporating symptom burden with mortality as a composite outcome on
accuracy and bias in palliative care identification algorithms in oncology.

Sophia Shi, Kan Chen, Qi Long, Ravi Bharat Parikh; University of Pennsylvania, Philadelphia, PA; Emory University, Atlanta, GA

Background: Machine learning (ML) algorithms are increasingly used to identify patients for
early palliative care (PC) or advance care planning (ACP). Most PC/ACP algorithms are trained
using only mortality as an outcome. However, increasing availability of structured patient-
reported outcomes (PROs) in electronic health record (EHR) databases can facilitate more
comprehensive identification of palliative care need by training algorithms on composite
outcomes of mortality and symptom burden. Methods: Our cohort consisted of patients with
cancer seen at one of 18 practices in 2019 within a large academic cancer center. We leveraged
structured EHR data, consisting of 153 demographic, laboratory, and comorbidity features and
12 symptom scores derived from CTCAE-PRO that were routinely reported at medical oncology
encounters (72%response rate). OurBaseModelwas a random forestmodel predicting 180-day
mortality from the date of an initial medical oncology encounter (index encounter) that was
used in practice to prompt earlier ACP conversations. We retrained models using a Composite
Label of mortality and/or severe symptoms ($3 out of 5 in at least 1 symptom) within 180-days
of an index encounter. We report performance for Base vs. Retrained models in 1,000 boot-
strapped samples predicting the Composite Label using area under the precision-recall curve
(AUPRC) and true positive rate (TPR) for All Patients, Black Patients, and White Patients. We
hypothesized that Retrained models would improve performance and reduce Black-White
disparities. Results: Our cohort consisted of 4908 patients (median age 64.1 years [IQR
17.5], 53.0% female, 59.6% solid tumor malignancies). Retrained Models improved TPR over
Base Models for All (0.56 [95% CI 0.52-0.59] vs. 0.18 [95% CI 0.15-0.21]), Black (0.60 [95% CI
0.52-0.67] vs. 0.20 [95% CI 0.14-0.26]), and White (0.55 [95% CI 0.50-0.59] vs. 0.17 [95% CI
0.14-0.20]) patients, with similar AUPRC. TPR improvement was marginally greater for Black
vs.White patients (0.02 [95%CI -0.01-0.05]).Conclusions: In this cohort study, retraining aPC
identification algorithm on a Composite outcome of symptom burden +mortality significantly
enhanced identification of PC need, with disproportionate improvements for Black patients.
IncorporatingPROs intoPC identificationmodel outcome labels should be strongly encouraged.
Research Sponsor: National Cancer Institute; K08CA263541.

Comparison of base vs. retrained model performance.

All Patientsa Black Patientsa White Patientsa Otherb

Model Base Retrained Base Retrained Base Retrained

Difference in
Black vs.
White

Improvement

AUPRC 0.71 (0.68,
0.74)

0.71 (0.68,
0.74)

0.80 (0.73,
0.85)

0.79 (0.72,
0.85)

0.68 (0.65,
0.72)

0.68 (0.65,
0.72)

0 (-0.01, 0.08)

TPR 0.18 (0.15,
0.21)

0.56 (0.52,
0.59)

0.20 (0.14,
0.26)

0.60 (0.52,
0.67)

0.17 (0.14,
0.20)

0.55 (0.50,
0.59)

0.02 (-0.01,
0.05)

aMean (95% CI) bMean difference (95% CI).
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Precision-calibrated LightGBM machine learning model to predict serious adverse
events in oncology patients using FAERS.

Xiyu Zhao, Victor Yang, Jonathan Zou, Shuhan Jia, Austin Chen, Padmini Ranasinghe; Johns Hopkins University School of Medicine, Baltimore, MD; University of Rochester
School of Medicine and Dentistry, Rochester, NY; Johns Hopkins University, Baltimore, MD; Johns Hopkins Hospital, Baltimore, MD

Background: The U.S. Food and Drug Administration’s Adverse Event Reporting System
(FAERS) is a large national repository capturing postmarketing drug safety events. Predicting
serious adverse events (SAEs) is especially critical for oncology patients, who often face
complex regimens and higher toxicity risks. Currently, there are nowell-established predictive
tools to identify those at highest risk of SAEs in the cancer population. We aimed to develop a
machine learning (ML) model that leverages FAERS data to address this clinical gap.Methods:
We collated FAERS records from 2012Q4–2024Q3 that listed cancer as an indication, encom-
passing demographics, outcome codes (SAEs defined as death, life-threatening, disability,
hospitalization, or congenital anomaly/birth defect), and drug data. Excluding non-cancer or
incomplete entries, we split the dataset into 80% for training and 20% for testing, applying
cross-validation to derive 95% confidence intervals. Training data underwent SMOTETomek
oversampling to counter class imbalance. We then built a precision-focused LightGBM model
using high-depth RandomizedSearchCV to fine tune the hyperparameters and subsequently
applied sigmoid calibration to yield stable probability estimates and enhanced interpretability.
Additionally, a logistic regression model was built under the same pipeline as a baseline
comparator.Results:Of the final 2.28million oncology-related reports, ~44%met SAE criteria.
On the ~450,000-report test subset, our calibrated LightGBM model achieved 75% accuracy,
with precision = 73.7% and recall = 86.3%, yielding an F1 of 0.795. The AUROC reached ~0.82
(95%CI ~0.80–0.84), underscoring robust discrimination, and the AUPRC approached 0.77. By
comparison, logistic regression attained 73% accuracy (precision 72.9%, recall 81.5%, F1 =
0.77). Thus, the LightGBM pipeline offered notable gains in recall and F1 while preserving
practical precision. Cross-validation demonstrated stable performance (6~1–2%across folds),
and preliminary partial SHAP analysis indicated that older age ($65 years), multi-agent
chemotherapy, and prior adverse event histories were among the strongest predictors of
SAE risk. Conclusions: In this largest FAERS-based oncology SAE analysis, our LightGBM
model markedly outperformed logistic regression, achieving high recall (86%) and balanced
precision (74%). These findings represent a significant advance in real-world pharmacovigi-
lance, enabling earlier and more reliable detection and prediction of severe toxicities in cancer
patients. Future prospective validations, potentially incorporating external datasets, may
further amplify its clinical impact. Research Sponsor: None.
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Cardiovascular risks associated with aromatase inhibitors versus tamoxifen in
breast cancer: A systematic review and meta-analysis.

Danilo Monteiro Ribeiro, Isabela Junger Meirelles Aguiar, Gustavo Tadeu Freitas Uchôa Matheus, Barbara Antonia Dups Talah, Laura Morales Meirelles,
Nayara Rozalem Moretti, Layaly Ayoub Silva, Pedro Henrique De Souza Wagner, Francinny Alves Kelly, Francisco Cezar Aquino de Moraes; Escola de Medicina -
Universidade Anhembi Morumbi, Piracicaba, Sao Paulo, Brazil; Federal University of Triangulo Mineiro, Uberaba, MG, Brazil; Catholic University of Parana, Curitiba, Brazil;
University of Santo Amaro, Sao Paulo, Brazil; University of Western S~ao Paulo, Sao Paulo, Brazil; Federal University of Santa Catarina, Florianópolis, Brazil; Institute Dante
Pazzanese of Cardiology, Sao Paulo, Brazil; Federal University of Pará - UFPA, Belém, Pará, Brazil

Background: Aromatase inhibitors (AIs), such as anastrozole, letrozole, and exemestane, are
commonly used in the treatment of women with early or advanced-stage breast cancer (BC).
However, the potential cardiovascular risks associated with AI treatment, particularly the
occurrence of cardiovascular events (CVEs) such as acute myocardial infarction and ischemic
stroke, remain a concern. This meta-analysis aims to evaluate the impact of AI and tamoxifen
treatment on the risk of CVEs in women with BC. Methods: A comprehensive search was
performed across PubMed, Embase, and Cochrane databases for randomized controlled trials
(RCTs) and cohort studies comparing cardiovascular outcomes in patientswith BC receivingAIs
(anastrozole, letrozole, or exemestane) versus those receiving tamoxifen. Data were analyzed
using a random-effects model, and the odds ratios (OR) with 95% confidence intervals (CI)
were calculated. P values.0.10 and I2 values. 25%were considered to indicate significance for
heterogeneity. Statistical analysis was performed using R, version 4.4.2. Results: Sixteen
studies, involving 188,635 participants, were included in the analysis, of whom 124,473
(65.98%) received AI treatment. A statistically significant difference was observed in heart
failure and cardiomyopathy, with the treatment showing an increased risk of these events (OR:
1.48; 95% CI [1.11 to 1.99]; p = 0.0079; I2: 79%). Similarly, myocardial infarction was also
significantly more likely to occur in the AI group (OR 1.20; 95% CI [1.01 to 1.42]; p = 0.033; I2:
59%). Thromboembolic events were less frequent in the AI group compared to the Tamoxifen
group (OR0.75; 95%CI [0.56 to 0.99]; p =0.044; I2: 82%). Arrhythmiawas associatedwith aHR
of 1.2306 (95% CI [0.8295 to 1.8255]; p = 0.302; I2: 89%). Cardiovascular death had a HR of 1.09
(95%CI [0.86 to 1.40]; p = 0.451; I2: 55%), and stroke had aHRof 1.0233 (95%CI [0.90 to 1.15]; p
= 0.715; I2: 41%). Cardiovascular death in terms of ORwas 1.26 (95%CI [0.94 to 1.69]; p = 0.128;
I2: 84%), and the risk of cardiovascular events was associated with an OR of 1.38 (95% CI [0.99
to 1.92]; p = 0.054; I2: 64%). Heart failure and cardiomyopathy had aHRof 1.24 (95%CI [0.98 to
1.56]; p = 0.064; I2: 79%), while thromboembolic events had aHR of 1.02 (95%CI [0.88 to 1.17];
p = 0.774; I2: 0%). TheHR formyocardial infarctionwas 1.12 (95%CI [0.93 to 1.36]; p = 0.214; I2:
59%). Hypertension was associated with an OR of 1.07 (95% CI [0.94 to 1.21]; p = 0.2866; I2:
40%), and stroke had an OR of 1.10 (95%CI [0.91 to 1.33]; p = 0.320; I2: 66%). Conclusions:This
systematic review and meta-analysis indicate that AI treatment in BC patients is associated
with an increased risk of heart failure, cardiomyopathy, and myocardial infarction. Notably, AI
treatment demonstrated a protective effect against thromboembolic events. Research Sponsor:
None.
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Effectiveness of the Automated Heart-Health Assessment (AH-HA) tool on car-
diovascular health improvements among post-treatment cancer survivors: 12-
month results from WF-1804CD.

Kathryn E. Weaver, Emily Van Meter Dressler, Heidi D. Klepin, Sydney Smith, Chandylen L Nightingale, Stephanie Jean Sohl, Simon Craddock Lee, Brian J Wells,
William Gregory Hundley, Randi E Foraker, AH-HA Study Team; Wake Forest University School of Medicine, Winston-Salem, NC; Department of Population Health,
University of Kansas School of Medicine, Kansas City, KS; Virginia Commonwealth University, Richmond, VA; University of Missouri School of Medicine, Columbia, MO

Background: Cardiovascular disease causes significant morbidity and mortality among US
survivors. To enhance guideline recommended cardiovascular health (CVH) discussions during
survivorship care, our team developed the EHR-based AH-HA clinical decision support tool,
which displays modifiable CVH factors and cancer treatments with cardiotoxic potential. This
tool significantly improved delivery of guideline-concordant CVH discussions, the primary
studyoutcome; herewe report AH-HA impacts on 12-monthCVH improvements.Methods:The
Wake Forest NCORP Research Base coordinated this practice-randomized clinical trial (NCT#
03935282) comparing AH-HA and usual care (UC) practices. Participants were survivors $

6 months post-potentially curative treatment for breast, prostate, colorectal, endometrial
cancers, or lymphoma, scheduled for routine follow-up. The AH-HA tool, based on the
American Heart Association (AHA) Life’s Simple 7, aimed to enhance CVH awareness and
action by providers and survivors. At AH-HA practices, providers used the tool with survivors
during an outpatient oncology visit. CVH data were collected from the EHR and survivors (diet
quality & physical activity) at baseline and 12 months. Outcomes included Simple 7 total CVH
score (0-100, using AHA algorithm) and meaningful change in individual CVH factors (Table).
Generalized estimating equations calculated rates of clinically meaningful improvements in
CVH factors at 12 months by group, adjusting for cancer type and clustering within practice.
Results: 645 survivors (82.3% breast cancer; 96.0% female; 83.9% white non-Hispanic, 7.8%
Black, 3.7% Hispanic) enrolled at 9 practices (5 UC and 4 AH-HA). The total CVH score did not
significantly change from baseline or between groups (Table 1, p..05). Within the AH-HA arm,
20.3% of survivors achieved 5% weight reduction compared to 12.6% in UC; physical activity
also improved more in the AH-HA arm, but not significantly. Rates were similar between arms
for diet, blood pressure, and hemoglobin A1c. Conclusions: In addition to facilitating guideline
concordant CVH discussions, AH-HA shows promise for encouraging weight loss among
survivors. It is notable that a brief intervention delivered as part of standard oncology care
impacted weight reduction. Clinical trial information: NCT03935282. Research Sponsor:
National Cancer Institute; R01CA226078; National Cancer Institute; 5UG1CA189824; National
Cancer Institute; P30CA012197.

12 month cardiovascular health outcomes among post-treatment survivors.

CVH Outcomes

AH-HA
4 practices,
(n=281)

Usual Care
5 practices,
(n=342) Adj P-value

Improvement, % Yes
BMI (5% weight ↓) 20.3 12.6 0.02
Blood Pressure (5 mm ↓) 53.1 52.0 0.75
Physical Activity (+ 30 mins) 40.9 34.3 0.14
Healthy Diet Score (0-1 to 2-5, or 2-3 to 4-5 components) 21.7 18.9 0.45
Cholesterol (20% ↓) 8.6 9.6 #
A1c (0.5% ↓) 8.9 8.8 0.97
Change in total CVH Score adjusted for baseline
(positive=improvement)

0.9 -0.5 0.28

#Model did not converge due to small sample size.
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Primary prevention of cardiotoxicity in cancer patients treated with fluoropyr-
imidines: A randomized controlled trial.

Johanne Dam Lyhne, Vibeke Brogaard Hansen, Lone Due Vestergaard, Susanne Hosbond, Martin Busk, Mayooran Gnanaganesh, Else Maae, Birgitte Mayland Havelund,
Torben Frøstrup Hansen, Signe Timm, Lars Henrik Jensen, Mads Dam Lyhne; Department of Oncology, Lillebaelt Hospital, University Hospital of Southern Denmark, Vejle,
Denmark; Department of Cardiology, Vejle Hospital, University Hospital of Southern Denmark, Denmark, Vejle, Denmark; Vejle Hospital, Denmark, Vejle, Denmark;
Department of Oncology and Danish Colorectal Cancer Center South, Vejle Hospital, University Hospital of Southern Denmark. Institute of Regional Health Research,
University Hospital of Southern Denmark, Vejle, Denmark; Department of Oncology, Danish Colorectal Cancer Center South, Vejle Hospital, University Hospital of Southern
Denmark. Institute of Regional Health Research, University of Southern Denmark, Vejle, Denmark; Department of Oncology, Vejle Hospital, University Hospital of Southern
Denmark, Vejle, Denmark; Department of Oncology, Danish Colorectal Cancer Center South, Vejle Hospital, University Hospital of Southern Denmark, Vejle, Denmark;
Department of Clinical Medicine, Aarhus University, Denmark. Department of Anesthesiology and Intensive Care, Aarhus University Hospital, Denmark, Aarhus, Denmark

Background: Fluoropyrimidines (FP) are the third most used chemotherapeutic drugs admin-
istered in solid tumors but have cardiotoxic side effects. The aim of this study is to determine
whether pre-chemotherapeutic cardiological assessment and management of cardiovascular
risk factors could prevent FP-induced cardiotoxicity and if the coronary artery calcium (CAC)
score was predictive of chest pain. Methods: This was a randomized, controlled, single center
trial (ClinicalTrials.gov NCT03486340) of patients with various cancer types who were treated
withFPandhadnoknown ischemicheart disease. All patientshadCAC score obtained by cardiac
CT scan. Patients were randomized to pre-chemotherapeutic cardiological management or
standard care. Cardiological management included risk reduction based on electro- and
echocardiographic evaluation and blood samples. Primary composite endpoint included hos-
pital admission for chest pain, acute coronary syndrome, coronary angiography intervention,
or all-causemortality. Secondary outcomewas chest pain. Follow-upwas 6months. Data were
analyzed using Kaplan-Meier survival function with log-rank test and ROC-analyses. Results:
Of the 192 patients included, the primary endpoint occurred in 9/95 (9.5%) patients in the
intervention group and 15/97 (15.5%) patients in the control group (log-rank p = 0.19) with an
incidence rate ratio (IRR) of 0.57 (95% CI [0.22 – 1.39]). Chest pain occurred in 6/95 (6.3%)
patients in the intervention group and 13/97 (13.4%) in the control group, yielding an IRR of
0.44 (95% CI [0.14 – 1.23]). CAC score did not predict chest pain occurrence. Conclusions:
Cardiological management of cardiovascular risk factors prior to treatment with fluoropyr-
imidines resulted in half as many cardiotoxic events but the study did not reach statistical
significance. Further studies are needed to investigate the optimal strategies to prevent
fluoropyrimidine-induced cardiotoxicity in cancer patients. Clinical trial information:
NCT03486340. Research Sponsor: Region of Southern Denmark.
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DNA methylation biomarkers of cardiotoxicity risk in breast cancer patients treated
with anthracyclines.

Mohammed Al-Jumayli, Alicia Richards, Jamila Mammadova, Anders E. Berglund, Dae Hyun Lee, Mohammed E Alomar, Jacob Kresovich; H. Lee Moffitt Cancer Center and
Research Institute, Tampa, FL; H. Lee Moffitt Cancer Center and Research Institute, Inc., Tampa, FL; Vanderbilt University Medical Center, Nashville, TN; University of South
Florida, Morsani College of Medicine, Tampa, FL; University of South Florida, Tampa, FL

Background: Anthracyclines are effective chemotherapeutic agents for treating breast cancer
but are associatedwith significant risks of chemotherapy-related cardiac dysfunction (CTRCD).
Current predictors of CTRCD, including patient demographics and clinical characteristics, are
insufficient for accurately assessing cardiotoxicity risk before treatment initiation. Here, we
examine CTRCD risk associations with pre-treatment DNA methylation (DNAm)-derived bio-
markers of biological age, called “epigenetic clocks,” and circulating leukocyte composition.
Methods: A retrospective cohort of 137 newly diagnosed breast cancer patients who received
anthracycline-based therapy was sampled from the Total Cancer Care cohort at Moffitt Cancer
Center. DNAm profiles were assayed using MethylationEPIC v2 BeadChips on pretreatment
whole blood samples and used to derive six biological age metrics and percentages of twelve
circulating leukocyte subsets. CTRCD events occurring within one year of treatment initiation
were identified through medical records and defined as either a reduction in left ventricular
ejection fraction ($10%) or symptomatic heart failure. Logistic regressionmodels, adjusted for
chronological age and traditional cardiotoxicity risk factors (e.g., hypertension, diabetes,
baseline ejection fraction, and cumulative anthracycline dose), estimated odds ratios (ORs)
for associations between DNAm biomarkers and CTRCD. Results: Among 137 newly diagnosed
breast cancer patients (mean age: 54 years; 94%white), 33 (24%) experienced CTRCD. In age-
adjustedmodels, the percentage of circulating naı̈ve CD4+ T cells was inversely associated with
CTRCD risk, and Horvath18 AgeAccel was positively associated with CTRCD risk, but these
associations did not reach statistical significance after additional adjustment for other car-
diotoxicity risk factors. In fully adjustedmodels, a higher percentage of circulating eosinophils
was positively associated with CTRCD risk (OR: 1.49; 95% CI: 1.02, 2.24; P = 0.04). Conclusions:
A higher percentage of circulating eosinophils appears to be a novel risk factor for CTRCD in
breast cancer patients. While eosinophils may contribute to CTRCD susceptibility through
mechanisms such as creating a pro-inflammatory environment in cardiac tissue, further
studies are needed to clarify the role of eosinophils and confirm these findings. Typically,
monocyte/macrophage-mediated pathways, including IL-6 and other cytokines, are thought
to play a central role in anthracycline-related cardiac injury, but eosinophil-mediated effects
may represent an alternative or complementary pathway. Integrating DNAm biomarker and
leukocyte composition assessments into clinical workflows could improve CTRCD risk strat-
ification in newly diagnosed breast cancer patients. Research Sponsor: Florida Breast Cancer
Foundation; (1049299).
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Association of sodium-glucose co-transporter-2 inhibitors with cardiac outcomes
and mortality in cancer patients: A systematic review and meta-analysis.

Sufyan Shahid, Humza Saeed, Minahil Iqbal, Nashmiya Khan, Masab Ali; Khawaja Muhammad Safdar Medical College, Sialkot, Pakistan; Rawalpindi Medical University,
Rawalpindi, Pakistan; Allama Iqbal Medical College, Lahore, Pakistan; Karachi Medical and Dental College, Karachi, Pakistan; Punjab Medical College, Faisalabad, Pakistan

Background: Sodium-glucose co-transporter 2 inhibitors (SGLT2is) have proven effective in
improving cardiac outcomes, including heart failure (HF) hospitalizations and cardiovascular
mortality. However, data on the role of SGLT2is in cancer patientswith diabetes remain limited.
Methods: We conducted a systematic review and meta-analysis of studies on patients with
concomitant cancer and diabetes to compare cardiac outcomes and mortality between SGLT2i
users and non-users. Data were collected from PubMed, Embase, and Cochrane Central
databases. Statistical analysis was performed using R Software v4.4.1. A random-effects model
was applied to pool risk ratios (RRs) and 95% confidence intervals, with statistical significance
set at p , 0.05. Results: Ten studies, with a total of 100,004 patients (mean age = 66.4 years,
47% female), were included. Themean follow-up durationwas 2 years. The results showed that
cancer patients with diabetes on SGLT2is had significantly reduced all-cause mortality (RR:
0.48; 95% CI: 0.34 to 0.68; p , 0.001; I² = 98%), cancer therapy–related cardiac dysfunction
(CTRCD) (RR: 0.68; 95% CI: 0.62 to 0.75; p , 0.001; I² = 0%), and risk of heart failure
exacerbation (RR: 0.78; 95% CI: 0.70 to 0.86; p , 0.001; I² = 0%) compared to the control
group. However, the incidence of heart failure (HF) (RR: 0.66; 95%CI: 0.22 to 1.96; p = 0.453; I²
= 18%) and risk of clinically significant arrhythmias (RR: 0.30; 95% CI: 0.06 to 1.55; p = 0.151; I²
= 0%) were comparable between two groups. Conclusions: In cancer patients with diabetes,
SGLT2is inhibitors are associated with reduced all-cause mortality, CTRCD, HF incidence, and
risk of heart failure exacerbation with a non-significant trend toward HF incidence and
clinically significant arrhythmias compared to the control group. Research Sponsor: None.

Outcome
Risk ratios with 95%

Confidence Intervals (CI) p-value

All-cause mortality 0.48 (0.34 to 0.68) P,0.001
Cancer therapy–related cardiac dysfunction 0.68 (0.62 to 0.75) P,0.001
Heart failure exacerbation 0.78 (0.70 to 0.86) P,0.001
Heart failure incidence 0.66 (0.22 to 1.96) P=0.453
Clinically significant arrhythmias 0.30 (0.06 to 1.55) P=0.151
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Effects of SGLT2i dapagliflozin in primary prevention of cardiotoxicity induced by
short-term anthracycline and HER2 blocking agent therapy through inhibition of
MyD88 and NLRP-3 pathways.

Vincenzo Quagliariello, Annabella Di Mauro, Gerardo Ferrara, Francesca Bruzzese, Giuseppe Palma, Antonio Luciano, Maria Laura Canale, Irma Bisceglia, Martina Iovine,
Marino Scherillo, Fabrizio Maurea, Alessandro Inno, Matteo Barbato, Massimiliano Berretta, Alfredo Mauriello, Michelino De Laurentiis, Nicola Maurea; Istituto Nazionale
Tumori IRCCS "Fondazione G. Pascale", Naples, Italy; Pathology Unit, Istituto Nazionale Tumori- IRCCS- Fondazione G. Pascale, Naples, Italy; Sperimentazione Animale,
Istituto Nazionale Tumori-IRCCS-Fondazione G. Pascale, Naples, Italy; Division of Cardiology, Azienda USL Toscana Nord-Ovest, Versilia Hospital, Lido Di Camaiore, Italy;
Servizi Cardiologici Integrati, Azienda Ospedaliera San Camillo-Forlanini, Rome, Italy; Division of Cardiology, Istituto Nazionale Tumori –IRCCS- Fondazione G. Pascale,
Naples, Italy; Division of Cardiology, Ospedale San Pio Benevento, Benevento, Italy; IRCCS Fondazione G. Pascale, Napoli, Italy; Oncologia Medica, IRCCS Ospedale Sacro
Cuore Don Calabria, Negrar Di Valpolicella, Italy; Division of Cardiology, Istituto Nazionale Tumori-IRCCS-Fondazione G. Pascale, Naples, Italy; University of Messina,
Medical Oncology, Messina, Italy; Division of Cardiology, Istituto Nazionale Tumori-IRCSS-Fondazione G. Pascale, Naples, Italy

Background: Anthracyclines, such as doxorubicin, and HER-2 blocking agents, like trastuzu-
mab, are integral in breast cancer treatment but are associated with significant cardiotoxicity.
Sodium-glucose cotransporter 2 (SGLT2) inhibitors have been suggested to provide cardio-
renal benefits in the context of anthracycline therapy. However, the cardioprotective effects of
SGLT2 inhibitors during combined anthracycline and HER-2 blocking agent therapy remain
largely unexplored. The study aimed to investigate the cardioprotective potential of Dapagli-
flozin in primary prevention of anthracyclines and HER-2 blocking agents-mediated cardio-
toxicity in preclinical models. Methods: Female C57Bl/6 mice were treated for 10 days with a
saline solution or DOXO-Trastuzumab (both at 2.17 mg/kg), DAPA (10 mg/kg), or DOXO-
Trastuzumab combined with DAPA. Systemic levels of ferroptosis-related biomarkers,
galectin-3, high-sensitivity C-reactive protein (hs-CRP), and pro-inflammatory chemokines
(IL-1a, IL-1b, IL-2, IL-4, IL-6, IL-10, IL-12, IL17-a, IL-18, IFN-g, TNF-a, G-CSF, and GM-
CSF)were quantified. After treatments, immunohistochemical staining ofmyocardial and renal
IL-1, IL6, CXCR4,NLRP-3 andMyd88was performed.Results:DAPAprevented the reduction of
radial and longitudinal strain and ejection fraction after 10 days of treatment with DOXO-
Trastuzumab. A reduced myocardial expression of NLRP-3, MyD-88, IL-6 and IL1 was seen in
the DOXO-TRA+ DAPA group compared to DOXO-TRA mice. Systemic levels of IL-1b, IL-6,
TNF-a, G-CSF, and GM-CSF were significantly reduced after treatment with DAPA. Serum
levels of galectine-3 and hs-CRPwere strongly enhanced in the DOXO-Trastuzumab group; on
the other hand, their expressionwas reduced in theDAPA+DOXO-Trastuzuab group. Troponin-
T, B-type natriuretic peptide (BNP), and N-Terminal Pro-BNP (NT-pro-BNP) were strongly
reduced in the DOXO-Trastuzumab+DAPA group, revealing cardioprotective properties of
SGLT2i. Mice treated with DOXO-Trastuzumab and DAPA exhibited reduced myocardial and
renal IL-1, IL6, CXCR4, NLRP-3 andMyd88 IHC straining.Conclusions:This study presents the
first evidence of Dapagliflozin’s cardioprotective and anti-inflammatory effects in the context
of anthracycline andHER-2 blocking agent-induced cardiotoxicity. These findings support the
potential use of Dapagliflozin for primary prevention of cardiovascular events associated with
doxorubicin-trastuzumab therapy in breast cancer patients, warranting further clinical
investigation. Research Sponsor: Ministero della Salute, Ricerca Corrente.
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Long-term trastuzumab safety in tailored dose-dense anthracycline containing
adjuvant chemotherapy in the PANTHER phase III trial.

Andri Papakonstantinou, Mats Hellström, Anne Andersson, Per Malmstrom, Jonas C. S. Bergh, Theodoros Foukakis; Karolinska Institutet, Stockholm, Sweden; Karolinska
Universitetssjukhuset, Stockholm, Sweden; Department of Diagnostics and Interventions, Oncology, Umeå University, Umeå, Sweden; Lund University and Skåne University
Hospital, Lund, Sweden; Department of Oncology-Pathology, Karolinska Institutet and Breast Cancer Centre, Cancer Theme, Karolinska University Hospital, Karolinska
Comprehensive Cancer Center, Stockholm, Sweden; Karolinska Institutet and Karolinska University Hospital, Stockholm, Sweden

Background: Cardiotoxicity is a known side effect of trastuzumab and combination with
anthracyclines increases the risk for cardiotoxicity. Adjuvant dose-dense (DD) chemotherapy
has demonstrated beneficial breast cancer (BC) outcomes in patients with high risk for relapse,
but data on long-term cardiac toxicity when combined with trastuzumab is scarce. We have
previously reported on the safety of trastuzumab at six years follow-up, in a subset of patients
treated with dose-dense chemotherapy in the Pan-European Tailored Chemotherapy (PAN-
THER) phase III trial. We hereby present long-term safety data from 10-year follow-up from
the same subset. Methods: This is a protocol-predefined cardiac safety study, among Swedish
sites included in the PANTHER trial, including patients with HER2-positive (HER2+) and
HER2-negative (HER2-) BC matched for age, treatment group and institution. Enrolled pa-
tients were up to 65 years old with node-positive or high-risk, node-negative BC were
randomized 1:1 to either dose tailored (according to hematologic nadirs) and biweekly DD
epirubicin and cyclophosphamide followed by docetaxel or standard 5-fluorouracil, epirubicin,
and cyclophosphamide plus docetaxel every 3 weeks. Patients with HER2-positive disease
received 1 year of adjuvant trastuzumab. They underwent echocardiography (ECHO) or multi-
gated acquisition scanning and electrocardiography at baseline, at 4, 6 and 10 years of follow-
up. Data on cardiac medication NT-proBNP, lipid profile and ECG were also collected. Results:
ECHO at 10-years follow-upwas available for 94 patients; 48HER2+ (19 DD, 29 control) and 46
HER2- (21 DD, 25 control). Overall, incidence of cardiotoxicity was low. Mean LVEF was 58 %
(range 49-68%) and 60.65% (range 50-76%) in HER2+ and HER2- respectively. Only one
patient had LVEF , 50% (DD HER2+) and additional 12 patients had LVEF 50-54%, equally
distributed between the treatment groups. In total, 27 patients were treated with cardiac
medications at this point; 15 (56%) of which had been treated with trastuzumab and 10 of
them (n = 7 HER2+), not reporting cardiac medication at previous timepoints. The majority of
the patients did not report any symptoms related to heart disease, per NYHA-classification (41
patients in both groups report NYHA class 0). Overall, no significant changes were seen in the
biomarkers. Conclusions: Cardiotoxicity of trastuzumab in DD anthracycline chemotherapy,
examined in the context of a randomized trial sub-study, was very low. Our results underline
the safety of trastuzumab in this context, providing support to offer the patients best treatment
options for improving breast cancer survival. Clinical trial information: NCT00798070. Re-
search Sponsor: Swedish Cancer Society (Cancerfonden); Swedish Breast Cancer Association
(Bröstcancerförbundet); Radiumhemmet; Amgen; Roche; Sanofi-Aventis; Swedish Society for
Medical Research (Svenska Sällskapet för Medicinsk Forskning).
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Does early recognition and treatment of immune-related myositis and myasthenia
gravis reduce mortality of immune-related myocarditis?

Natalie Longino, Theresa Medina, Christina Davis, Lavanya Kondapalli, Sapna Pradyuman Patel; University of Colorado Comprehensive Cancer Center, Aurora, CO;
University of Colorado Heart and Vascular Center, Aurora, CO

Background: Immune checkpoint inhibitors (ICIs) have revolutionized cancer treatment.
However, some immune-related adverse events (irAEs) can be severe, even fatal. ICI-
induced myocarditis (ICI-M) carries the highest mortality rate of 30-50%. Notably, ICI
myocarditis frequently co-occurs with ICI-induced myositis (ICI-M2) or as a triad of ICI-
inducedmyocarditis,myositis andmyasthenia gravis (ICI-M3). Despite this known association,
it remains unclear whether these entities represent distinct disease processes or a spectrum of
disease severity. Therefore, we sought to compare outcomes among those diagnosed with ICI-
M, ICI-M2 and ICI-M3.Methods:We performed a single-institution retrospective cohort study
using the electronic health record to identify patients seen in a solid tumor clinic between 1/21/
11– 1/21/25,whohad received ICI therapy. Therewas a concern formyocarditis in 82patients, of
which 33were deemed to have. grade 2 ICI-inducedmyocarditis. Of the 33 cases, 36%had ICI-
M, 36%had ICI-M2and27%had ICI-M3.We thenassesseddifferences in age, sex, cancer type&
stage, immunotherapy regimen, number of immune suppressants given, myocarditis grade,
and overall survival across these groups. Results: The Table shows patients with ICI-M
presented at an earlier cancer stage and more commonly after ICI monotherapy than combi-
nation therapy. Despite this, these patients typically had more severe grade $ 3 myocarditis
(75%) compared with ICI-M2 (42%) and ICI-M3 (44%) and had a worse overall survival (33%)
as compared to ICI-M2 and ICI-M3 (67% and 78% respectively). Notably ICI-M patients
typically presented with cardiac-specific symptoms and presented after more cycles of ICI
therapy (avg. of 4 cycles). In contrast, ICI-M2 and ICI-M3 patients presented after fewer ICI
cycles (avg. of 2 cycles) with symptoms of myositis or myasthenia. They typically did not
present with cardiac-specific symptoms and were then incidentally found to have mildly
elevated troponin levels. Conclusions: Patients with ICI-M presented after more ICI cycles,
had more severe myocarditis and worse overall survival as compared to ICI-M2 and ICI-M3

patients. Our findings suggest that patientswhodeveloped concurrent symptomsofmyositis or
myasthenia gravis, prompted earlier recognition of mild myocarditis, leading to earlier initi-
ation of immunosuppressive treatment thereby improving clinical outcomes. Research Spon-
sor: None.

ICI-M
(n = 12)

ICI-M2

(n = 12)
ICI-M3

(n = 9)
Total

(n = 33)

Median Age
(yrs)

67 64 77 69

Sex
(% male)

50 83 56 64

Cancer type
(% melanoma)

42 75 44 55

Cancer stage
(% stage IV)

67 92 78 82

ICI treatment
(% dual ICI)

33 67 56 55

Avg. # of cycles before toxicity
(range)

4.2
(1-13)

2.2
(1-4)

2.1
(1-3)

2.8
(1-13)

Severity of myocarditis
(% grade ‡ 3)

75 42 44 55

Immunosuppressant agents
(% given 2 or more agents)

50 33 78 52

Overall survival
(% alive)

33 67 78 58
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Temporal trends and disparities in cardiovascular mortality among breast cancer
patients: A 25-year population analysis of the CDCWONDER database (1999-2023).

Ibrahim Hassan, Belal Mohamed Hamed, Ibrahim Ismail Ibrahim Mohamed Hassan, Kareem Wael Raafat, Mennatullah Shehab, Assem Gebreal, Ahmed Tawfik, Amr Aly,
Ahmed Hassan, Alaa Mahmoud; Faculty of Medicine, Suez Canal University, Ismailia, Egypt; Radiation Oncology, Nci - Cairo University, Cairo, Egypt; Faculty of Medicine,
Cairo University, Cairo, Egypt; Faculty of Medicine Alexandria University, Alexandria, Egypt; Faculty of Medicine, Suez Canal University Hospital, Ismailia, Egypt; Faculty of
Medicine, Misr University for Science and Technology, Cairo, Egypt; Morristown Medical Center, New Jersey, NJ

Background: Breast cancer and cardiovascular disease (CVD) are leading causes of mortality
among women in the United States. While advancements in breast cancer treatment have
improved survival rates, these therapies may contribute to CVD-related complications, influ-
encing long-term outcomes. This study examines 25-year trends (1999–2023) in CVD mor-
tality among breast cancer patients, with a focus on racial, regional, and urbanization
disparities. Methods: Data was analyzed from the CDC WONDER (Centers for Disease Control
and Prevention for Wide-ranging Online Data for Epidemiologic Research) covering the period
from January 1, 1999, to December 31, 2023, to evaluate CVD mortality among breast cancer
patients. Analysis was done using Joinpoint regression. Age-adjusted mortality rates (AAMR)
per 100,000 person-years were calculated, and trends were assessed using annual percent
change (APC) with statistical significance defined at p, 0.05. Disparities were evaluated across
racial/ethnic groups, U.S. census regions, and urban-rural settings. Results: 85,316 CVD-
related deaths were recorded among breast cancer patients from 1999 to 2023. AAMR declined
significantly overall (APC: -2.73, p , 0.001), decreasing from 1.66 in 1999 to a nadir of 0.72 in
2016 (APC: -5.11, p , 0.001), followed by a rebound to 0.84 in 2023 (APC: +3.29, p , 0.001).
Disparities were noted among racial groups: non-Hispanic Black women had the highest
mortality rates, followed by non-Hispanic Whites and Hispanics, all showing significant
downward trends with APCs of -1.93, -2.63, and -2.431, respectively (p , 0.001). The lowest
mortality rates were recorded in 2016 for all groups, except for non-Hispanic Blacks, who had
their lowest in 2015. Regionally, the Northeast initially had the highest AAMR until 2016, after
which rates converged; by 2023, the South reported the highest mortality (0.86). Rural areas
consistently exhibited higher AAMR than urban areas, though both declined significantly over
the study period. Conclusions:Despite an overall decline in CVDmortality among breast cancer
patients, persistent racial, regional, and urban-rural disparities highlight systemic inequities
in care. The post-2016 resurgence in mortality underscores potential gaps in long-term
cardiovascular surveillance for survivors. Targeted interventions addressing racial disparities,
regional resource allocation, and rural healthcare access are critical to mitigating CVD risk in
this population. Further research is needed to elucidate drivers of these trends and inform
equitable policy reforms. Research Sponsor: None.
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Major adverse cardiovascular events (MACE) in cancer patients treated with tir-
zepatide compared to GLP-1 receptor agonists: A target trial emulation using real-
world data.

Omer Ashruf, Ali Mushtaq, Cindy (Hsin-Ti) Lin, Maximilian Volk, Zara Orozco, Jasmin Hundal, Ahmad Safdar, Cole Thompson, Sarim Karimi, Akriti G Jain,
Jasmine S Sukumar, Rohit Moudgil, Sudipto Mukherjee, Gary K. Schwartz, David Kaelber, Wen Ma, Alex A Adjei, Moaath Khader Mustafa Ali, Abhay Singh; Northeast Ohio
Medical University, Rootstown, OH; Cleveland Clinic Foundation, Cleveland, OH; Department of Medicine, MetroHealth Medical Center, Case Western Reserve University,
Cleveland, OH; Los Angeles General Medical Center, Los Angeles, CA; Cleveland Clinic, Cleveland, OH; University of Texas at Austin, Austin, TX; The University of Texas MD
Anderson Cancer Center, Houston, TX; Department of Hematology and Medical Oncology, Taussig Cancer Institute, Cleveland Clinic, Cleveland, OH; Case Comprehensive
Cancer Center, Cleveland, OH; MetroHealth Medical Center, Cleveland, OH; Taussig Cancer Institute, Cleveland Clinic, Cleveland, OH; Cleveland Clinic Taussig Cancer Center,
Cleveland, OH; Taussig Cancer Institute, Cleveland Clinic Cancer Center, Cleveland, OH

Background: Cardiovascular disease (CVD) is a leading cause mortality in cancer patients.
Obesity and type 2 diabetes are well-known modifiable risk factors for CVD progression and
adverse CV related outcomes. We aim to assess the CV benefit of tirzepatide versus GLP-1
receptor agonists (GLP-1RA), a mainstay treatment in management of obesity and cardiome-
tabolic disease, in cancer patients. Methods: We conducted a target trial emulation using
TriNetX, an aggregated EHR platform. We identified adults (May 2022-Jan 2024) diagnosed
with solid neoplasm and cardiometabolic conditions (hypertension, dyslipidemia, obesity, or
type 2 diabetes). We excluded patients with in situ neoplasms, hematologic malignancy,
metastatic solid neoplasm,medication contraindication (type 1 diabetes, gastroparesis, thyroid
cancer), performance status ECOG . 3, or on dialysis. Patients were divided into two exclusive
groups: tirzepatide or GLP-1RA. The first prescription of each medication was defined as time
zero/index event. Individualswith anyMACEwithin 60 days prior to index eventwere excluded.
Study groups were propensity matched, using a 1:1 nearest neighbor algorithm, for 55 cova-
riates: demographics, Charlson comorbidity index and cardiac conditions, chemotherapy,
radiation, BMI, HbA1c, LDL, eGFR, systolic BP, medications, smoking/alcohol, and social
determinants. Primary outcome was incidence of MACE (acute myocardial infarction, stroke,
or CV death) and overall survival over a 2-year period. Secondary outcomes were changes in
HbA1c and BMI. Kaplan Meier analysis and hazard ratios (HRs) were calculated to compare
time-to-event outcomes. Results: We identified 42,584 patients [mean age 55.4 (612.1) years;
62.5% female; 63.1%White;meanHbA1c 6.82 (61.81);mean BMI 37.5 (67.7)] with solid tumors
and cardiometabolic conditions. Tirzepatide was associated with a significant MACE reduction
compared to GLP-1RA and improved overall survival (Table 1). At follow-up, mean HbA1c was
significantly lower in tirzepatide group (6.21 6 1.28) compared to GLP-1RA (6.50 6 1.46; p ,

0.001). Patients on tirzepatide also experienced greater BMI reduction (34.7 6 7.7 kg/m2)
compared to GLP-1RA (35.5 6 7.7 kg/m2; p , 0.001). Conclusions: Tirzepatide was associated
with significant reductions in MACE, HbA1c, and BMI compared to GLP-1RA, suggesting a
preferential pharmacotherapy option for addressing obesity and cardiovascular disease re-
duction in cancer patients while improving overall survival outcomes and quality of care in this
high-risk population. Research Sponsor: None.

Outcome Adjusted HR (95% CI) p-value

MACE 0.761 (0.616-0.940) 0.011
Myocardial Infarction 0.650 (0.475-0.889) 0.007
Stroke 1.103 (0.937-1.300) 0.240
Ischemic Heart Disease 0.785 (0.627-0.983) 0.035
Cardiac Death 0.621 (0.365-0.890) 0.032
Overall Survival 0.563 (0.415-0.736) <0.001
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Effect of a letter of condolence proposing a post-mortem consultation to the rel-
atives of cancer patients on anxiety, depression and grief: Results of a multicenter
randomized study.

Gwenaelle Gravis, Rajae Touzani, Werner Hilgers, Brice Chanez, Anthony Goncalves, Anne Madroszyk, Noel Robin, Simon Launay, Ludovic Evesque, Elika Loir,
Renaud Sabatier, Philippe Follana, Audrey Monneur, Mathilde Guerin, Geraldine Capodano, Aurelien Proux, Francois Eisinger, Delphine Borchiellini, Patricia Marino; Institut
Paoli-Calmettes, Department of Medical Oncology, Aix Marseille Univ, INSERM, CNRS, CRCM, Immunity and Cancer Team, Marseille, France; Institut Paoli-Calmettes, Aix
Marseille Univ, INSERM, IRD, SESSTIM, Sciences Economiques and Sociales de la Santé and Traitement de l’Information Médicale, Marseille, France; Institut Sainte
Catherine, Avignon, France; Medical Oncology Department, Institut Paoli-Calmettes, Marseille, France; Institut Paoli-Calmettes, Marseille, France; Department of Medical
Oncology, Institut Paoli Calmettes, Marseille, France; Institut Paoli Calmette, Marseille, France; Antoine Lacassagne Cancer Center, Nice, France; IPC, Marseille, France;
Medical Oncology, Centre Anticancer Antoine Lacassagne, Nice, France; Institut Paoli Calmettes, Marseille, France; Department of Medical Oncology, Institut-Paoli-
Calmettes, INSERM, CNRS, CRCM, Aix-Marseille Université, Marseille, France; Department of Medical Oncology, Centre Antoine Lacassagne, Université Côte d’Azur, Nice,
France; Institut Paoli-Calmettes, SESSTIM, INSERM, IRD, Aix Marseille University, Marseille, France

Background: The relativesof cancer patients are at risk for developing emotional distress
following the death of their loved one. The aim of this study was to analyze whether
sending a condolence letter offering a post-mortem consultation with the referent oncologist
to the relatives of patients who have died of cancer improve their long term reported outcomes,
such as anxiety, depression and complicated grief. Methods: In this multicenter, prospective,
randomized, academic trial, bereaved relatives, of cancer patients who died in hospital, were
randomized between receiving a condolence letter (CL) suggesting post-mortem consultation
versusnoCL. At 3months and6months after enrolment, anxiety (HAD-A), depression (HAD-D)
and grief (Texas Revised Inventory of Grief [TRIG]) were assessed using self-administered
questionnaires.Results:Of the 426 randomized relatives, 118 agreed to take part in the study, of
whom102 (49CL, 53 noCL) completed the questionnaire 3months after the relatives’death and
92 (43 CL, 49 no CL) at 6 months. There was no differences in socio-demographic character-
istics or history of depression between the two groups. Palliative carewas involved for (69%CL,
vs 52% non-CL) of patients, with no statistical difference between the two groups. At 3months
post enrolment, both anxiety and depression were significantly lower in the CL group than the
non-CL group (mean HADS-A score 7.3 vs 9.4, p=0.026; mean HADS-D score: 5.4 vs 8.1,
p=0.009). In addition, receiving a condolence letter was associated with less grief at patient’s
death (past TRIG subscale: 20.7 vs 25.8, p,0.001), and less current grief (present TRIG subscale
score: 45.7 vs 52.0, p=0.025). At 6 months, the HADS-D score was significantly lower in the
condolence letter arm (mean score 5.7 vs 8.3, p=0.025), as was grief at patient’s death (past
TRIG subscale: 21.5 vs 25.0, p=0.035). Only 5% of CL had a post mortem consultation.
Conclusions: Sending a letter of condolence to relatives of cancer patients who have died in
hospital may reduce subsequent grief, depression and anxiety in loved ones. Encouraging this
widespread post mortem contact such as correspondence may be a non-drug alternative to
reduce post-mortem depression and improve the bereavement process for relatives of cancer
patients. Clinical trial information: NCT02861625. Research Sponsor: French National Cancer
Institute; PHRC-K 14-042.
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Disparities in receipt of palliative treatments among disaggregated Hispanic
populations with breast, lung, and prostate cancer in the United States.

Shriya Garg, Khushi Kohli, Isha Garg, Yash Garg, Lilac Nguyen, Isabella Nguyen, Erin Feliciano, Yefri Baez, Brandon A. Mahal, Puneeth Iyengar, Daniel Richard Gomez,
Kaitlyn Lapen, Stephanie Wang, Edward Christopher Dee; University of Georgia, Athens, GA; Harvard University, Cambridge, MA; Memorial Sloan Kettering Cancer Center,
New York, NY; Memorial Sloan Kettering Cancer Center, New York, MA; NYC Health + Hospitals/Elmhurst, New York, NY; Brigham and Women’s Hospital, Boston, MA;
University of Miami Miller School of Medicine, Miami, FL; Department of Radiation Oncology, Memorial Sloan Kettering Cancer Center, New York, NY

Background: Despite palliative interventions’ ability to improve the quality of life and possibly
improve overall survival, significant inequalities persist in uptake. Disparities in the receipt of
palliative-intent interventions are characterized by broad race, socioeconomic, and geograph-
ical categories; however, less is knownamongdisaggregatedHispanic populations.Weexamine
disparities among Hispanic subgroups in receipt of palliative-intent interventions among
disaggregated Hispanic patients with stage IV lung, breast, and prostate cancer. Methods:
Using theNational CancerDatabase (NCDB),we collected data on the receipt of palliative-intent
interventions (including radiotherapy, chemotherapy, and/or other painmanagement therapy)
among Hispanic subgroups diagnosed with AJCC analytic stage IV breast, lung, and prostate
cancer between 2004 and 2021. Multivariate linear regressions (adjusting for age group,
country of origin, year group, sex, insurance status, 2016 median income quartiles, facility
type, CDCC Score, and facility location) were conducted for each cancer type to quantify the
disparities in uptake of palliative-intent interventions among Hispanic subgroups. Results:
Among 945,894 total patients, disaggregated analyses revealed reduced receipt of palliative-
intent interventions for lung, breast, and prostate cancer patients of Mexican descent (Lung
AOR 0.74, [0.67-0.81], P,0.001; Breast AOR 0.69, [0.58-0.82], P,0.001; Prostate AOR 0.82,
[0.69-0.99], P=0.03) compared to non-Hispanic white patients. Receipt of palliative-intent
interventions for patients of South or Central American descent and Cuban descent were also
reduced in comparison to White patients for lung and breast tumors. Reuptake of palliative-
intent interventions for breast cancer was significantly reduced for patients of Dominican
Republic descent compared with non-Hispanic white patients (AOR 0.65, [0.43-1.00], P=0.05).
Conclusions: Our findings expose that disparities exist in the receipt of palliative-intent
interventions among Hispanic subgroups upon disaggregation. We highlight the need for
research to characterize such disparities and discuss community-level and patient-centric
solutions to address their drivers. Research Sponsor: None.

Palliative-intent treatment receipt stratified by subgroup and tumor type.

Race % Lung Tumor % Breast Tumor % Prostate Tumor

Non-Hispanic White 26.4 21.7 12.1
Mexican 16.7 12.7 8.8
Puerto Rican 27.8 22.7 17.0
Cuban 19.2 17.0 11.4
South/Central American 21.5 15.0 11.5
Other Specified Spanish/Hispanic origin 28.2 23.0 10.2
NOS 19.5 17.0 10.9
Spanish surname 16.6 910.0 9.9
Dominican Republic 30.0 19.0 12.7
Non-Hispanic other 24.4 19.9 12.1
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Disparities in place of death in patients with lung cancer.

Faris Abby Alamin, Amanda Rivera Miranda, Minh Le, Amanda L. Blackford, S. M. Qasim Hussaini; University of Central Florida College of Medicine, Orlando, FL; Sidney
Kimmel Comprehensive Cancer Center, Johns Hopkins University, Baltimore, MD; Sidney Kimmel Comprehensive Cancer Center, Johns Hopkins Hospital, Baltimore, MD

Background: Place of death (PoD) significantly impacts both patient and caregiver experiences
at end-of-life in the United States (U.S.), with disparities often reflecting inequities in access to
palliative care, hospice services, and caregiver resources. However, there is limited under-
standing of PoD and associated disparities in patientswith lung cancer. This retrospective study
examined sociodemographic differences in PoD amongU.S. lung cancer decedents from2003 to
2020. Methods: We analyzed de-identified death certificate data from the CDC Wonder data-
base, focusing on lung cancer as the underlying cause of death (identified by ICD codes) from
2003 to 2020. The data were stratified by ethnicity, race, gender, and age (, 65 or$ 65 years).
PoD was categorized into four groups: (1) medical facility, (2) nursing home, (3) home, and (4)
hospice facility. The Annual Percentage Change (APC) in PoD across sociodemographic groups
was calculated. Results: A total of 2,759,733 decedents were included (44.8% women, 72.4%
age $ 65 years, 3.3% Hispanic, 10.5% Non-Hispanic Black (NHB), and 83.4% Non-Hispanic
White (NHW)). Between 2003 and 2020, deaths in medical facilities declined from 37.2%
(58,778) to 24.6% (33,416) (APC -2.55%), while hospice deaths increased from 0.5% (849)
to 11.2% (15,290) (APC 25.37%). In 2020, men were more likely to die in a medical facility than
women (26.4% vs 22.4%), and women were more likely to die in a nursing home (9.4% vs
8.4%). Younger patients (, 65) had higher rates of medical facility deaths than older patients
(31.5% vs 22.4%), with a slower decline in medical facility deaths (APC -2.01% vs -2.75%).
Hispanic individuals were more likely to die at home (52.5% in 2003 vs 51.0% in 2020) and less
likely to utilize hospice (11.2% in 2020) or die in a nursing facility (8.9% in 2020). NHWshad the
lowest rates of medical facility deaths (22.8% in 2020) and the highest rates of hospice deaths
(11.6% in 2020). NHBs, despite an increase in hospice utilization (APC 26.73%, 2003-2020),
remainedmore likely to die inmedical facilities (33.6% in 2020).Conclusions:Over the past two
decades, lung cancer PoD patterns have shifted, with reduced medical facility deaths and
increased hospice utilization. However, significant disparities in end-of-life care persist across
demographic groups, highlighting the need for targeted interventions to ensure equitable
access to preferred care settings, including home-based and hospice services. Research Spon-
sor: None.
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Economic impact and mortality outcomes of palliative care integration among
cancer patients: Analysis of National Inpatient Sample 2018-2022.

Shiva Jashwanth Gaddam, Benedict Amalraj, Mariana Marrero Castillo, Kavitha Beedupalli; Feist-Weiller Cancer Center at LSUHSC-Shreveport, Shreveport, LA; Louisiana
State University, Shreveport, LA; LSU Shreveport, Shreveport, LA; Louisiana State University Shreveport Program, Shreveport, LA

Background: While palliative care integration into oncology represents a quality metric, its
relationship with mortality outcomes and cost implications remains incompletely character-
ized. This study evaluates the association between palliative care consultation and healthcare
utilization acrossmajor cancer types.Methods:Weconducted a retrospective analysis using the
National Inpatient Sample (2018-2022). Eligible patients included adults with primary di-
agnoses of lung, breast, prostate, or colon cancer. Palliative care utilizationwas identified (ICD-
10 codeZ51.5). Primary endpoints included in-hospitalmortality, length of stay (LOS), and total
charges. Propensity score matching (1:1 nearest neighbor, caliper 0.2) was used to account for
selection bias. Confounding variables included age, race, insurance status, hospital character-
istics, and comorbidity burden. Missing data were handled using complete case analysis.
Temporal trends were assessed using Cochran-Armitage test. Results: Among 1,104,888
eligible hospitalizations (469,831 lung, 203,857 breast, 204,837 colon, 226,065 prostate),
70,863 in-hospital deaths occurred. Palliative care consultation was associated with reduced
LOS (adjustedmean difference: -1.2 days; 95%CI: -1.4 to -1.0; p,0.001) and lower total charges
(adjusted mean difference: -$31,947; 95% CI: -$34,521 tor o -$29,373; p,0.001) among
deceased patients. Cancer-specific mortality rates with without were: lung (31.26% vs
4.16%, p,0.001), breast (26.72% vs 2.16%, p,0.001), colon (25.60% vs 2.27%, p,0.001),
and prostate (27.07% vs 1.98%, p,0.001). Overall palliative care utilization increased from
13.50% to 15.91% (2018-2022; APC: +0.68%; p-trend,0.001). DNR status strongly predicted
palliative care utilization (adjusted OR: 4.50; 95%CI: 4.41-4.60; p,0.001). Conclusions: In this
large nationwide analysis, palliative care consultation was associated with significant reduc-
tions in healthcare utilization and costs among deceased cancer patients. Universal imple-
mentation could potentially save 27,744 hospital days and $996.4million annually, suggesting
substantial opportunities for healthcare system optimization. Research Sponsor: None.

Healthcare utilization outcomes by cancer type and palliative care status.

Cancer Type Deaths (N) PC Rate (%)
Adjusted Cost
Difference* ($)

Adjusted LOS
Difference* (Days)

Lung 41,808 61.45 -32,655 (-35,124, -30,186) -0.94 (-1.12, -0.76)
Breast 9,981 60.80 -31,382 (-34,276, -28,488) -0.97 (-1.18, -0.76)
Colon 9,667 56.95 -47,079 (-50,612, -43,546) -1.32 (-1.56, -1.08)
Prostate 9,407 56.61 -37,099 (-40,388, -33,810) -0.81 (-1.02, -0.60)

*Values represent adjusted differences (95% CI) between palliative care and non-palliative care groups.
PC = Palliative Care; LOS = Length of Stay.
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Improving pain management knowledge among hospice family caregivers: A
randomized controlled trial.

Masako Mayahara, Joellen Wilbur, Louis Fogg, Mary Clare Houlihan, Debra Parker Oliver, Arlene Miller; Barnes-Jewish College, Goldfarb School of Nursing, St. Louis, MO;
Rush University, Chicago, IL; Michigan State University, East Lansing, MI; DePaul University, Chicago, IL; Washington University in St. Louis, St. Louis, MO

Background: Poor painmanagement in home hospice settings is often due to family caregivers
not adhering to analgesic regimens. Healthcare technology, like digital applications, can
improve caregivers’ access to education and communication with nurses, though it has been
underutilized in home hospice. We developed and tested a digital pain management app called
e-PainSupport in an NIH-funded randomized controlled trial with 44 hospice patient and
caregiver dyads. The purpose of this study was to examine mediating effects of caregiver pain
management knowledge on change in pain intensity, controlling for study condition and
patient gender. Methods: We developed and tested a digital pain management app called e-
PainSupport in an NIH-funded randomized controlled trial with 44 hospice patient and
caregiver dyads. Utilizing a two-group, two-week, randomized controlled trial with dyads
(N = 44) of Hospice patients (52% female, mean age 74.1 years) and their caregivers (75%
female, mean age 55.2 years), dyads were randomly assigned to either the e-PainSupport
intervention or usual care control condition. Outcome measures included caregiver knowledge
and patient-reported pain intensity. Results: In the study, 60.87% of caregivers used the app’s
educational element at least once, with an average use of 5.43 times. Pain assessments were
recorded by 91.30% of caregivers, averaging 3.74 assessments per caregiver. Additionally,
87.00% of caregivers reported pain management activities, averaging 46.05 entries. Patient
pain intensity was tracked by 87.00%of caregivers, who completed the end-of-day summaries
an average of 4.9 out of 14 days. Patients in the intervention condition were 2.50 times more
likely to have a decrease in pain for worst pain than patients in the control condition over the
two-week study period. Although we observed a positive effect of the app on caregivers’ pain
management knowledge, the improvement was limited, likely due to the brevity of the
educational modules designed to minimize caregiver burden. To enhance caregiver knowledge
without increasing their burden, we propose converting the written educational materials into
videos. The enhanced intervention will be tested in a larger, full-scale RCT in the future.
Conclusions: The use of the e-PainSupport app by caregivers is feasible and may contribute to
improved caregiver knowledge and reduced hospice patient pain. Clinical trial information:
NCT04869085. Research Sponsor: National Institute of Nursing Research.

SYMPTOM SCIENCE AND PALLIATIVE CARE

http://www.clinicaltrials.gov/ct2/show/NCT04869085


12033 Poster Session

A multi-center case-control study on osteoporosis risk in cancer patients receiving
chemotherapy.

Sabin Goktas Aydin, Ahmet Aydin, Burcin Cakan Demirel, Ozden Demir, Ayberk Bayramgil, Ozlem Kutlu, Cigdem Yildirim, Asude Aksoy, Ilkay Gulturk, Halil Taskaynatan,
Elif Senocak Tasci, Caglar Koseoglu; SBU Kanuni Sultan Süleyman Education and Research Hospital, Istanbul, Turkey; Istanbul Medipol University Hospital, Istanbul,
Turkey; SBU Bagcilar Training and Research Hospital, Istanbul, Turkey; Elazig Fethi Sekin Sehir Hospital, Elazig, Turkey; SBU Umraniye Training and Research Hospital,
Istanbul, Turkey; Izmir Sehir Hastanesi, Izmir, Turkey; SBU Istanbul Training and Research Hospital, Istanbul, Turkey; SBU Kanuni Sultan Suleyman Training and Research
Hospital, Istanbul, Turkey; Gaziantep Sehir Hastanesi, Gaziantep, Turkey

Background: Chemotherapy and cancer can worsen osteoporosis, a growing concern with
improved cancer survival rates. This study aimed to assess osteoporosis risk in chemotherapy
patients versus healthy individuals and identify predictive factors.Methods: This multi-center
case-control study included 257 chemotherapy-treated cancer patients and 257 age- and
gender-matched controls (1:1) using propensity score matching. Exclusions included recent
alcohol use, severe organ impairments, endocrine disorders, specific treatments (estrogen,
progesterone, glucocorticoids, bisphosphonates, calcium supplements), and cancer-related
bone conditions. Bone mineral density (BMD) at the femur and lumbar spine (L1-L4) was
measured via dual-energy X-ray absorptiometry (DXA), with T-scores categorized as normal
(T $ 21.0), osteopenia (22.5 , T , 21.0), or osteoporosis (T # 22.5).Statistical analyses were
performed using SPSS 24.0, with t-tests, Mann-Whitney U tests, and regression analysis
(p,0.05). Results: The study included 174 females and 83 males (median age 59) in both
groups. Of cancer patients, 112 had breast, 54 had colorectal, 39 had upper gastrointestinal, 32
had lung, and 20 had gynecological cancer. Among cancer patients, 35.8% had osteopenia, and
21.0% had osteoporosis in lumbar vertebrae, compared to 15.2% and 2.3% in controls
(p,0.001). For total femur, 28.0% had osteopenia, and 5.8% had osteoporosis in cancer
patients, versus 16.3% and 1.2% in controls (p,0.001). Median lumbar BMD was 0.90 g/cm²
in cancer patients and 1.22 g/cm² in controls (p,0.001);median femur BMDwas0.89 g/cm² and
0.98 g/cm², respectively (p,0.001). No correlation was found between osteoporosis and cancer
stage. Breast cancer had the highest normal BMD (51.2%) but shared the highest osteoporosis
rate (31.5%) with colorectal cancer. Gastric cancer showed the highest osteoporosis rate for
femur BMD (33.3%, p=0.024). Vitamin D deficiency (,12 ng/mL) was more common in cancer
patients (50.6% vs. 18.1%) and linked to reduced bone density (p=0.009). BMI was a significant
predictor of osteoporosis (,0.001), with higher BMI protective; obesity (BMI .30) was more
frequent in controls (50.2%) than cancer patients (26.9%).Serum creatinine, alkaline phos-
phatase, calcium, and phosphate levels were similar in groups, with no link to osteoporosis.
Logistic regression showed cancer increased osteoporosis risk 6.8-fold (p,0.001, 95% CI:
4.024–11.494). BMI was protective, reducing odds by 4.5% per unit increase (p=0.036, 95% CI:
0.915–0.997). Conclusions: Lumbar osteoporosis and osteopenia were 9.1 and 2.3 times more
common in cancer patients,with lumbar and femurBMDreduced by 26.2%and9.2%, compared
to controls. Cancer type and Vitamin D levels are key predictors of osteoporosis. Addressing
bone health in cancer patients is crucial for improving quality of life and reducing osteoporosis
burdens. Future research on survival, fracture risks, and outcomes will inform proactive bone
health management. Research Sponsor: None.
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Effectiveness of alternating magnetic field therapy on quality of life among cancer
survivors with chemotherapy-induced peripheral neuropathy: Insights of SMILE
study.

Emi Kubo, Eriko Satomi, Toru Mukohara, Nozomu Fuse, Masashi Wakabayashi, Yuichiro Tsukada, Hiroto Ishiki, Shin Takayama, Yukihide Kanemitsu, Iwao Kishita,
Keiko Kobayashi, Chiaki Kurihara, Nami Hirano, Takashi Ikeno, Tomofumi Miura, Akihiro Sato, Akihiro Sato; Department of Palliative Medicine, National Cancer Center
Hospital East, Kashiwa-Shi, Japan; Department of Palliative Medicine, National Cancer Center Hospital, Tokyo, Japan; National Cancer Center Hospital East, Kashiwa,
Japan; Clinical Research Support Office, National Cancer Center Hospital East, Kashiwa, Japan; Department of Colorectal Surgery, National Cancer Center Hospital East,
Kashiwa, Japan; National Cancer Center Hospital, Tokyo, Japan; Department of Colorectal Surgery, National Cancer Center Hospital, Tokyo, Japan; Peace of Mind Co., Ltd.,
Kumamoto, Japan; National Cancer Center Hospital East, Chiba, Japan

Background: Chemotherapy-induced peripheral neuropathy (CIPN) reduces patients’ quality
of life (QoL) due to consistent sensory and motor disturbances. SMILE study investigated the
safety and efficacy of an alternating magnetic field therapy device (AT-04) for CIPN.Methods:
This was a multicenter, randomized, sham device-controlled, double-blind study. Patients
were eligible if they hadCIPN symptomswith a painNumeric Rating Scale score of 4/10 ormore,
at least 12 weeks after perioperative chemotherapy, and there was no recurrence. Patients were
randomly assigned touseAT-04or a shamdevice for 84days.We showed theprimary endpoint,
the change in pain NRS at day 85, and notable effect sizes of AT-04 in patients whose last
chemotherapy was over a year ago for tingling and numbness NRS. Herein, we report one of the
secondary endpoints, EORTC QLQ-CIPN20 (CIPN20), asked at baseline and days 15, 29, 57, 85,
and 113. Results: Fourteen patients were allocated to each group. At day 85, there were no
significant differences in themean changes of the CIPN20 sensory scale (-5.256 15.4 in AT-04
vs. -5.72 6 19.5 in sham; p = 0.95, effect size = 0.03), the motor scale (-8.18 6 16.6 vs. -1.68 6

10.2; p = 0.28, effect size = 0.47), or the autonomic scale (-1.85 6 27.5 vs. -1.52 6 5.0; p = 0.97,
effect size = 0.02). However, the CIPN20motor scales showed a significant decrease in AT-04 at
day 29 (-9.82 6 13.8 vs. -0.74 6 8.7; p = 0.04, effect size = 0.92) and day 57 (-11.81 6 10.6 vs.
-0.5466.7; p,0.01, effect size = 1.26). Furthermore, amongpatientswhose last chemotherapy
was completed more than one year earlier (n = 8 in each group), CIPN20 motor scale signif-
icantly decreased from day 29 (-12.436 10.3 vs. 2.386 8.9; p, 0.01, effect size = 1.55) to day 85
(-11.76 6 10.1 vs. -0.07 6 11.5; p , 0.05, effect size = 1.08), and this effect persisted at day 113
(28 days after the end of the study treatment). Additionally, both sensory and autonomic scales
showed improvement (sensory scale, -8.33 6 13.5 vs. -0 6 18.4, p = 0.32, effect size = 0.52;
autonomic scale, -10.42 6 23.5 vs. -2.08 6 5.9, p = 0.35, effect size = 0.49). Conclusions: In
patients whose last chemotherapy occurred more than one year prior, mean changes in the
CIPN20 scores showed improvement across the sensory, motor, and autonomic scales. Clinical
trial information: jRCT2032220295. Research Sponsor: Japan Agency for Medical Research and
Development; Peace of Mind Co., Ltd.
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Autoimmune conditions and ‘breast implant illness’ in breast cancer patients with
implant-based breast reconstructions.

Jonathan Spoor, Mureau Marc, Daphne de Jong, Renaud Tissier, Juliëtte Hommes, Hinne Rakhorst, Mintsje de Boer, Marijn Vis, Hester S A Oldenburg, Esther Heuts,
Yvonne Vissers, Anneriet Dassen, Daniel Evers, Linetta Koppert, Laura Zaal, Rene van der Hulst, Marie-Jeanne T.F.D Vrancken Peeters, Eveline M.A. Bleiker,
Flora Van Leeuwen; Netherlands Cancer Institute, Amsterdam, Netherlands; Erasmus MC Cancer Institute, Rotterdam, Netherlands; Netherlands Cancer Institute Antoni
van Leeuwenhoe, Amsterdam, Netherlands; MUMC+, Maastricht, Netherlands; MST, Enschede, Netherlands; Erasmus MC, Rotterdam, Netherlands; Netherlands Cancer
Institute Antoni van Leeuwenhoe, Rotterdam, Netherlands; Zuyderland MC, Heerlen, Netherlands; ZGT, Hengelo, Netherlands; Velthuis Kliniek, Hilversum, Netherlands;
Maastricht University Medical Center, Maastricht, Netherlands; Antoni van Leeuwenhoek - Netherlands Cancer Institute, Amsterdam, Netherlands

Background: The safety of silicone breast implants (SBIs) has been challenged in various large
observational studies that suggest an association with autoimmune and rheumatic diseases
(ARDs). Additionally, an increasing number of women seem to attribute constitutional, rheu-
matic, mental and cognitive symptoms to their SBIs. This constellation of symptoms is often
referred to as ‘Breast implant illness (BII). To date, BII is a self-identified diagnosis without an
evidence-based definition. The risks of ARDs and BII have not been evaluated in breast cancer
survivors with implant-based breast reconstructions. Methods: We conducted a retrospective
cohort study among patients treated for breast cancer between 2000 and 2015 in six large
regional hospitals. Clinical data and diagnoses of ARDs were obtained up to 2023 from pro-
spectively maintained institutional and nationwide registries. Patients who were alive at the
time of studywere invited to participate in a survey. The occurrence of eighteen symptoms, that
have been associatedwith BII by international experts, was assessed. The SBI-exposed patients
were compared with patients who had received other surgical treatment modalities. In the
entire cohort (including deceased patients and survey non-responders), Hazard Ratios (HRs)
for receiving an ARD diagnosis were estimated through multivariable Cox models. Among
responders to the survey, person-centered symptomclusterswere determined through a latent
class analysis approach. The association between SBI-exposure and the observed symptom
clusters was analyzed in multivariable logistic regression models. Results: Of 12,262 women in
the entire cohort, 3,082 (25%) had received a SBI-based breast reconstruction. Median follow-
up time was 12.0 (IQR, 7.0) years. Compared with non-exposed patients, patients with an
implant-based breast reconstruction did not have an increased risk of ARDs in general (HR,
1.06, 95% CI [0.89–1.27]) or any specific ARD-category or specific condition. In total, 6,073
patients (64.5% of all invited patients) completed the questionnaire including 1,818 patients
with an SBI. In the survey cohort, the median follow-up time was 13.7 (IQR, 6.8) years. Five
distinct BII-related symptom clusters were identified, none of which were significantly asso-
ciated with SBI-exposure in multivariable logistic regression analyses. Additionally, when
comparing exposed to non-exposed women, women with SBIs did not have a significantly
increased risk for any of the individual BII-associated symptoms. Conclusions: Our results
indicate that breast cancer patients with SBIs do not have an increased risk of ARDs nor do they
experiencemore BII-associated symptoms comparedwith breast cancer patients without SBIs.
This information can aid healthcare professionals in counseling breast cancer patients who are
worried about the alleged long-term harms of SBI(s). Research Sponsor: None.
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A hierarchical clustering approach to dissect behavioral symptoms in early-stage
breast cancer (BC).

Martina Pagliuca, Pietro Lapidari, Leonor Fasse, Diane Boinon, Marianne Hermand-Deslandes, Anne-Laure Martin, Dominique Delmas, Christelle Jouannaud,
Marion Fournier, Laurence Vanlemmens, Coureche Kaderbhai, Anne Kieffer, Baptiste Sauterey, François Cherifi, Florence Lerebours, Michelino De Laurentiis,
Stefan Michiels, Maria Alice Franzoi, Ines Luis, Antonio Di Meglio; Scuola Superiore Meridionale (SSM), Naples, Italy; Cancer Survivorship Program, INSERM 981, Gustave
Roussy, Villejuif, France; Department for the Organization of Patient Pathways, Gustave Roussy, Villejuif, France; Gustave Roussy, Villejuif, France; Unicancer, Le Kremlin-
Bicêtre, France; Unicancer, Paris, France; Jean Godinot Cancer Institute, Reims, France; Institut Bergonie, Bordeaux, France; Centre Oscar Lambret, Lille, France; Georges
François Leclerc Comprehensive Cancer Care Centre, Dijon, France; Institut de cancerologie de Lorraine, Vandoeuvre, France; ICO Institut de Cancerologie de l’Ouest,
Angers, France; Centre François Baclesse, Medical Oncology Department, Caen, France; Institut Curie, Saint Cloud, France; Istituto Nazionale Tumori IRCCS "Fondazione G.
Pascale", Naples, Italy; Oncostat, CESP, Inserm U1018, University Paris-Saclay, labeled Ligue Contre le Cancer, Gustave Roussy, Villejuif, France; Cancer Survivorship
Program, INSERM Unit 981, Gustave Roussy, Villejuif, France

Background: Fatigue, cognitive impairment, insomnia, anxiety, and depression are cancer-
related behavioral symptoms that frequently co-occur and share underlying risk factors. We
investigated the clustering of these symptoms at different time points, aiming to identify
drivers of symptom segregation. Methods: Patients with stage I-III BC from CANTO
(NCT01993498) were included. Hierarchical cluster analysis was performed at three time
points: baseline (BC diagnosis), year (Y) 1 (3-6 months post-surgery, chemotherapy [CT],
and/or radiotherapy), and Y2. Clustering used theWardmethod via R2 and Pseudo T2 statistics,
incorporating dichotomized self-reported symptoms based on clinically meaningful thresh-
olds: fatigue (EORTC QLQ-C30 $40/100), cognitive impairment (,75/100), insomnia (.50/
100), and anxiety or depression (HADS $11/21). Results: Among 6,486 patients, the mean age
was 56.2 years; 90% had stage I-II BC, 53% received CT, and 83% endocrine therapy (ET).
Analysis of dendrograms identified six distinct clusters (CL) consistently across time points.
There was substantial difference in symptomatology between baseline/Y1 and baseline/Y2
(Cramer’s V 0.23, 0.22), while there was greater symptom overlap post-treatment between
Y1 and Y2 (V 0.32). No specific behavioral symptom drove hierarchical segregation at baseline.
However, by Y1, depression and fatigue emerged as primary drivers: CL1 (38%) comprised
patients with low symptom scores, similarly to other time points; CL2 (14%) was mostly
characterized by cognitive dysfunction and anxiety; CL3 (14%) was defined by patients with
clinically meaningful insomnia but without fatigue, while CL5 and CL6 included patients with
fatigue but no emotional distress, further segregated by the presence (CL5, 12%) or absence
(CL6, 10%) of cognitive dysfunction. Patients reporting depression were consistently grouped
in CL4. Notably, CL4 (12%) was heterogeneous and characterized by multi-symptomatology
(Table). Theuse of CTandETwas significantly associatedwithmembership in CL4 andCL5 at Y1
(p , .001). At Y2, the clustering remained consistent with what observed at Y1, however the
prevalence of individual symptoms was higher in the multi-symptom clusters, including CL4
where all patients with depression were exclusively segregated. Conclusions: Hierarchical
clustering revealed dynamic changes over time, potentially reflecting the impact of the acute
treatment phase on interrelationships among symptoms. Depression and fatigue emerged as
key drivers of segregation. Accounting for variability in symptom clustering can enable better
targeting of therapeutic options. Clinical trial information: NCT01993498. Research Sponsor:
Conquer Cancer the ASCO Foundation and Rising Tide Foundation for Clinical Cancer Research;
CPG 2020; ARC; ARCPGA2022010004401_4882; ANR; ANR-10-COHO-0004; ANR; ANR-18-
IBHU-0002; ANR; ANR-17-RHUS-008.

Proportions of patients with clinically meaningful symptoms by CL at Y1 (may not add up to 100% due to
multiple symptoms).

Fatigue Cognitive dysfunction Insomnia Anxiety Depression

CL1 0 0 0 0 0
CL2 16 75 0 47 0
CL3 0 34 100 20 0
CL4 91 74 85 82 51
CL5 100 100 57 0 0
CL6 100 0 48 0 0
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Systematic review of prognostic models for cardiomyopathy and heart failure
applicable to survivors of adolescent and young adult cancer.

Louise Guolla, Jonathan CallumMullen, Andres Felipe Fajardo, Brynne Stewart, Kriti Kakar, Lehana Thabane, Sumit Gupta, Paul C. Nathan; Dept. Health Research Methods,
Evidence, & Impact, McMaster University, Hamilton, ON, Canada; Div. Cancer Epidemiology, McGill University, Montreal, QC, Canada; McMaster University, Hamilton, ON,
Canada; University of Toronto, Toronto, ON, Canada; Division of Haematology/Oncology, The Hospital for Sick Children, Toronto, ON, Canada

Background: Survivors of adolescent and young adult (AYA) cancer who receive cardiotoxic
chemotherapy and/or radiation are at risk of developing cancer therapy-related cardiac dys-
function (CTRCD), including asymptomatic reduction in left ventricular ejection fraction and
symptomatic heart failure. Early detection and intervention using risk-adapted surveillance
strategies can reduce morbidity and mortality. While numerous risk prediction models (RPM)
have been developed and/or validated for CTRCD in pediatric or older adult cancer populations,
it is unclear whether they can be applied to survivors of AYA cancer. Methods: We undertook a
systematic reviewof cardiovascular RPM (including CTRCD) development/ validation studies in
survivors of cancer diagnosed at any age. We searchedMEDLINE, EMBASE, andWeb of Science
with additional hand searching until November 2024. Two reviewers screened abstracts and full
texts; we included studies that used real-life patient data to predict asymptomatic or symp-
tomatic CTRCD (per European Society of Cardiology guidelines) $1 year from diagnosis and
after completing therapy. We excluded abstracts, non-English studies, and RPM which used
data not routinely accessible in outpatient clinics. We extracted study data and applied the
Prediction model Risk of Bias ASsessment Tool for risk of bias (RoB) and applicability to AYA
cancer survivors. When not reported, we estimated AYA (age 15-39) proportions using cancer
incidence patterns. We used descriptive statistics to evaluate studies, models, included risk
factors, and participants overall and by proportion of AYA. Meta-analysis was not possible
given limited overlap in the identified models. Results: We screened 12740 abstracts and 249
full text articles; of these, 100 studies underwent a second full text screen to identify CTRCD
models. We identified 22 studies (7 enrolled . 20% AYA) which developed and/or validated 64
models (32.8% machine learning) to predict CTRCD (54.7% symptomatic) in 129077 cancer
survivors (10.7% AYA) using clinically available data. Nine (14.1%) models validated existing
RPM (e.g. those developed in non-cancer populations); the remainder were newly developed
models, with age at diagnosis, diabetes, hypertension, and anthracycline dose the most
common predictors ( . 50% of models). Most models (n = 54) were at high RoB, primarily
due to concerns with analytical reporting. Only 2 studies/8 models were rated as both low RoB
and high applicability to AYA survivors. Conclusions: Several RPM for subclinical and overt CHF
are available for pediatric and adult cancer survivors, with varying applicability to AYA cancer
survivors. Adherence to recommended statistical reporting methods is poor and RoB high,
further limiting utility. Additional development and validation of high-quality RPM for heart
failure in AYA cancer survivors is warranted. Research Sponsor: CIHR; 186971.
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Out of touch: Understanding the frequency and trajectory of chemotherapy-induced
neuropathy peripheral (CIPN) in breast cancer survivors.

Savannah Liddell, Ioannis Kournoutas, Robert A. Vierkant, Nicole Larson, Janet E. Olson, Fergus Couch, Elizabeth Jane Cathcart-Rake, Charles L. Loprinzi,
Kathryn Jean Ruddy; Mayo Clinic, Rochester, MN; Department of Medicine, Mayo Clinic Rochester, Rochester, MN; Division of Clinical Trials and Biostatistics, Department
of Quantitative Health Sciences, Mayo Clinic, Rochester, MN; Mayo Clinic Rochester, Rochester, MN

Background: CIPN, primarily associated with sensory neuropathy rather than motor or auto-
nomic dysfunction, is a potentially long-term complication of cancer treatment including
taxanes and platinums (T/Ps), and can negatively impact quality of life for breast cancer (BC)
survivors. This project aims to quantify the severity of neuropathic symptoms at one and three
years after diagnosis in BC survivors, comparing recipients of T/P to non-recipients.Methods:
In the Mayo Clinic Breast Registry (MCBDR), a longitudinal cohort, surveys andmedical record
data from patients with stage 1-3 BC were used to understand the burden of neuropathic
symptoms at 1- and 3-years post-diagnosis (denoted as Y1 and Y3). Y1 and Y3 raw scores from
The Quality of Life Questionnaire-Chemotherapy-Induced Peripheral Neuropathy 20 (CIPN20)
composite (CIPN20-C) and sensory subscale (CIPN-S) were converted to a 0-100 point scale,
with lower scores corresponding to worse symptoms. Patients with BC recurrence prior to Y3 or
incomplete surveys were excluded. We used two sample t-tests and multivariable linear re-
gression modeling to compare recipients of T/P to non-recipients of T/P (with threshold for
statistical significance p ,0.05). Results: 786 patients were included, 112 of whom (14.2%)
received T/P. T/P recipients were younger (p,0.001), more likely to have Stage II/III disease
(p,0.001), and less likely to have received endocrine therapy (p,0.001). Univariate analyses
revealed worse CIPN20-C score at Y1 (p=0.02) and worse CIPN20-S scores (p=0.004) at Y1 and
Y3 in T/P recipients compared to non-recipients (Table). However, differences between the
groups were no longer statistically significant after adjustment for age, stage and endocrine
therapy. Conclusions: In this cohort, neuropathic symptom severity at Y1 and Y3 after a breast
cancer diagnosis did not differ between recipients of taxane and/or platinum agents and
nonrecipients after adjustment for age, stage, and endocrine therapy. These datamay reassure
patients and clinicians who are concerned about CIPN and considering use of these chemo-
therapies in this setting. Research Sponsor: None.

Patient demographics and CIPN20 results.

Clinical characteristic T/P recipients Non-recipients of T/P

Age at diagnosis, mean (SD) 55.3 (11.6)* 59.8 (11.9)
White race, N (%) 108 (96.4%) 660 (97.9%)
Clinical stage II/III, N (%) 76 (68.5%)* 250 (37.5%)
Endocrine therapy, N (%) 73 (65.2%)* 636 (94.4%)
Diabetes mellitus, N (%) 9 (8.9%) 52 (8.6%)
Y1 CIPN20-C score, mean (SD) 89.6 (10.9)* 92.0 (9.7)
Y3 CIPN-C score, mean (SD) 89.4 (11.4) 91.1 (9.7)
Y1 CIPN20- S score, mean (SD) 87.3 (15.1)* 91.3 (13.0)
Y3 CIPN20-S score, mean (SD) 88.2 (14.1)* 91.1 (11.7)

*Statistically significant (p ,0.05) on univariate analysis.
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Single-cell RNA sequencing atlas of intestinal injury induced by different clinical
treatments in colorectal cancer patients.

Luoxi He, Hui Zhang, PeiyuanMu, Ruone Xu, Yujun Liu, Yajie Chen, Wang Yang, Menglong Zhou, JuefengWan, Shujuan Zhou, Fan Xia, Zhen Zhang; Department of Radiation
Oncology, Fudan University Shanghai Cancer Center, Shanghai, China

Background: Colorectal cancer (CRC) patients often experience intestinal injury due to various
treatment regimens, including chemotherapy (CT), chemoradiotherapy (CRT), and chemo-
radioimmunotherapy (ICRT). Despite advances in treatment, the underlying mechanisms of
treatment-induced intestinal injury remain poorly understood. Methods: We performed
single-cell RNA sequencing and histological staining on intestinal samples obtained from 18
colorectal cancer patients undergoing different treatment regimens, including untreated
(CTRL), CT, CRT, and ICRT groups. We also employed bulk RNA sequencing to compare paired
cancer and normal tissues from ICRT patients, identifying similarities and differences in gene
expression patterns between the cancer and normal tissues. Results: Histological staining
showed that therewere nomorphological changes in CT, while the damage in CRTwas obvious,
and the damage in ICRT was even more severe. Intestinal epithelial cells exhibit distinct
differentiation trajectories into secretory and absorptive lineages. CRT-induced damage trig-
gers reverse differentiation via revival stem cells (revSCs), driven by fetal-like genes like CLU,
while ICRT disrupts this process. In CD8+T cells, effector T cells (TEFF) increase significantly in
the ICRT group and differentially expressed genes (DEG) revealed unique patterns across
different treatments, including upregulation of senescence-related genes in CRT and inter-
feron- and TNF-related genes in ICRT, highlighting potential therapeutic targets for
treatment-induced intestinal injury. In B cells, distinct differentiation pathways were ob-
served, with CRT increasing atypical memory (Atm) B and ICRT promoting germinal center
(GC) B, the latter correlating with follicular helper T (TFH) cells and potentially indicating
tertiary lymphoid structure (TLS) formation, similar to the patterns of tumor response after
ICRT. Sowe conducted bulk RNA sequencing analysis betweenpaired tumor andnormal tissues,
which revealed a correlated expression of effector markers, suggesting a shared biological
pattern between tissue damage and tumor killing. Also, patients in the ICRT group showed a
significant correlation between clinical intestinal injury scores (LARS) and tumor regression
grade (TRG), which means we can predict the treatment efficacy of ICRT by a more direct and
convenient way. We also performed metabolism analysis and found tryptophan metabolism
was significantly altered following CRT and ICRT treatments, closely linked to epithelial repair
and inflammation, highlighting tryptophan metabolism can be used as treatment of intestinal
injury. Conclusions: Our study presents a comprehensive single-cell atlas of treatment-
induced intestinal injury in CRC patients, offering insights for future strategies to reduce
treatment-related intestinal damage. Research Sponsor: None.
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Incidence of ocular toxicities in patients with relapsed/refractory multiple myeloma
treated with belantamab mafodotin: A systematic review and meta-analysis of
phase 3 randomized controlled trials.

Riccesha Hattin, Hazem Aboaid, Daniel Thomas Jones, Abbas Hussain, Savannah Schauer, Tel Schl, Rory Twells, Karl Aharonian, Ryan Parto, Rodd Rahmani,
Chalette Lambert-Swainston, Ramaditya Srinivasmurthy, Kyaw Zin Thein, Thura Htut; Department of Internal Medicine, Kirk Kerkorian School of Medicine at UNLV, Las
Vegas, NV; Kirk Kerkorian School of Medicine at UNLV, Las Vegas, NV; Touro University Nevada College of Osteopathic Medicine, Henderson, NV; Touro University Nevada
College of Osteopathic Medicine, Las Vegas, NV; University of Texas MD Anderson Cancer Center, Houston, TX; Aberdeen Royal Infirmary, Aberdeen, United Kingdom

Background:Belantamabmafodotin is a novel antibody-drug conjugate approved by the FDA in
August 2020 to treat relapsed/refractory multiple myeloma (RRMM). However, it was with-
drawn from the market in March 2023 following the DREAMM-3 randomized controlled trial
(RCT) failure to show superior progression-free survival (PFS). Later in 2024, further RCTs
published (DREAMM-7 & 8) have shown PFS benefit which opens the door to a possible FDA
reapproval in the future. Several concerns about ocular adverse events (AEs) have emerged from
those trials. This meta-analysis aims to evaluate the incidence of those events in patients with
RRMM receiving belantamab. Methods: A systematic literature search was performed across
MEDLINE and EMBASE databases up to December 31, 2024. Phase 3 RCTs investigating
belantamab regimens in RRMM were included. Pooled risk ratios (RR) with 95% confidence
intervals (CI) were calculated using the Mantel-Haenszel method. Heterogeneity was assessed
using Cochran’s Q-statistic. Fixed effectsmodelwas employed.Results:A total of 1,102 patients
from three phase 3RCTs (DREAMM-3, DREAMM-7, DREAMM-8)were analyzed. The following
ocular AEswere notedmore frequently in the belantamab group compared to the control group:
any-grade (AG) ocular AEs 76.85%vs 24.95% (RR 3.30; 95%CI: 2.80–3.89; P, 0.00001), high-
grade (HG) ocular AEs 34.65% vs 2.03% (RR 17.61; 95% CI: 9.40–33.00; P , 0.00001), AG dry
eyes (DE)45.16%vs6.69%(RR7.47; 95%CI: 5.29–10.54; P,0.00001),HGDE6.24%vs0%(RR
21.40; 95% CI: 4.40–104.07; P = 0.0001), AG blurred vision (BV) 59.77% vs 10.14% (RR 6.54;
95% CI: 4.97–8.60; P, 0.00001), HG BV 14.78% vs 0.41% (RR 27.39; 95% CI: 8.86–84.68; P,

0.00001), AG photophobia 36.95% vs 2.64% (RR 15.55; 95% CI: 8.97–26.96; P , 0.00001), HG
photophobia 1.81% vs 0% (RR 7.08; 95%CI: 1.40–35.70; P = 0.02), AG eye irritation (EI) 37.27%
vs 5.48% (RR 7.60; 95% CI: 5.17–11.19; P , 0.00001), HG EI 3.28% vs 0% (RR 12.23; 95% CI:
2.52–59.33; P = 0.002), AG eye pain (EP) 26.27% vs 3.04% (RR 9.40; 95% CI: 5.61–15.76; P ,

0.00001), AG foreign body eye sensation (FBES) 41.71% vs 4.26% (RR 10.68; 95% CI:
6.94–16.45; P , 0.00001), AG cataract 16.58% vs 9.13% (RR 2.06; 95% CI: 1.49–2.85; P ,

0.0001), andHG cataract 4.76%vs 2.64% (RR 2.08; 95%CI: 1.10–3.94; P = 0.02). No statistically
significant difference was noted between the two treatment arms in terms of HG EP or FBES.
Conclusions: This study revealed a significantly increased risk of ocular AEs in patients with
RRMM treated with belantamab compared to the other traditional myeloma treatments. Close
monitoring and early intervention are crucial for prompt identification and providing the
appropriate management for those events in order to optimize the patients’ quality of life
and compliance. Research Sponsor: None.
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Risk of non-breast cancer–related mortality in breast cancer and dependence on
disease characteristics, treatment, and survival duration.

Varsha Gupta, Vinit Singh, Naman Sharma, Arya Mariam Roy, Han Yu, Sheheryar Kairas Kabraji, Shipra Gandhi; Roswell Park Comprehensive Cancer Center, Buffalo, NY;
Southern Nevada VA Health System, Las Vegas, NV; The Ohio State University, Columbus, OH

Background: Breast Cancer (BC) has seen significant improvement in survival in both early
(eBC) andmetastatic (mBC) setting. Prolonged survival increases the risk of acquisition of other
comorbidities and result in non-BC related mortality (NBCRM). Purpose of this study is to
identify the high-risk disease characteristics and trends for NBCRM. Methods: Patients (pts)
with BC diagnosed as first primary malignancy between 2010-2019 were identified from 2023
release of SEER 17 database, with follow up till 12/31/2021. Causes of mortality were extracted
and categorized asBC relatedmortality (BCRM)andNBCRM.BC related competing risk adjusted
fine and gray regression model was used for survival analysis for NBCRM and subdistribution
hazard ratio (SHR) is reported. Restrictive mean survival time (RMST) was calculated for pts
with radiation and chemotherapy. Pearson chi-square tests used for comparison of categorical
data. Results: 457,655 BC pts were identified. Median overall survival (OS) for mBC was
34 months (m) (95% CI 33-35 m) and not reached for eBC. For adjusted NBCRM, risk of
mortality was higher for age $ 65 (eBC SHR 10.2, mBC SHR 2.5, Both p , 0.01) and age 51-65
(eBC SHR 2.5, mBC SHR 1.5, both p, 0.05) compared to age# 50 years. Triple negative (TNBC)
(eBC SHR 1.2, p, 0.05) had higher risk compared HR+/HER2- but not formBC. For eBC, higher
risk for Stage II (SHR 1.5, p,0.05) and Stage III (SHR2.0, p,0.05) compared to Stage I. Lobular
histology had lower risk of NBCRM for eBC (HR 0.86, p , 0.05) and no difference was seen for
mBC (SHR 0.93, p = 0.27). Pts with radiation (RT) had lower risk of NBCRM (eBC SHR 0.57, mBC
SHR 0.86, Both p, 0.05). RMST difference for Pts with RT vs no RT increased from 0.08 m at 1
year to 1.7 m at 5 years for eBC and 0.09 m at 1 year to 1.38 m at 5 years for mBC. Similarly, pts
with chemotherapy (CT) had lower NBCRM (eBC SHR 0.52 p , 0.05, mBC SHR 0.7, p , 0.01).
RMST difference for pts with CT vs no CT increased from 0.35m at 1 year to 1.31 m at 5 years for
eBC and 0.27 m at 1 year to 3.53 m at 5 years for mBC. Cardiovascular (CVS) (30.76%) and
subsequent malignancies (19.96%) were most common causes of NBCRM for eBC. Of all CVS-
mortality, 11% occurred , 1 year of diagnosis and 40% after 5 years. Subsequent solid
malignancy- mortality was 6.8% in , 1 year and 41% for . 5 years. Subsequent hematological
malignancy- mortality was 5.9% in , 1 year and 38% for . 5 years. For mBC, the above trends
for NBCRM were inconclusive, given median OS was , 3 years. Conclusions: With the rising
number of BC survivors, it is imperative to identify high-risk disease characteristics which can
lead to NBCRM. Risk of NBCRMwas noted to be related to age of diagnosis, stage, histology and
treatment. Risk of CVS and subsequentmalignancy relatedmortality was significantlymore for
pts surviving more than 5 years, especially in the eBC setting, highlighting the importance of
adherence to preventive health guidelines and lifestylemodifications. Research Sponsor: None.
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Incidence of venous thromboembolism (VTE) events in patients with EGFR-mutant
non-small cell lung cancer (NSCLC) treated with amivantamab: A systematic review
and combined meta-analysis of phase 3 randomized controlled trials.

Hazem Aboaid, Abbas Hussain, Riccesha Hattin, Savannah Schauer, Tel Schl, Rory Twells, Karl Aharonian, Ryan Parto, Rodd Rahmani, Chalette Lambert-Swainston,
Daniel Thomas Jones, Ramaditya Srinivasmurthy, Kyaw Zin Thein; Department of Internal Medicine, Kirk Kerkorian School of Medicine at UNLV, Las Vegas, NV; Kirk
Kerkorian School of Medicine at UNLV, Las Vegas, NV; Touro University Nevada College of Osteopathic Medicine, Las Vegas, NV; Division of Hematology and Medical
Oncology, Comprehensive Cancer Centers of Nevada, Las Vegas, NV

Background:Amivantamab is a bispecific antibody thatwas granted accelerated approval by the
FDA in May 2021 for the treatment of non-small cell lung cancer (NSCLC) with epidermal
growth factor receptor (EGFR) mutations. In addition, it also targets the mesenchymal-
epithelial transition (MET) pathway which is involved in cancer cell proliferation. While
amivantamab approval is considered a significant advancement in the EGFR-mutant lung
cancer management, its introduction has raised concerns about potential new adverse events.
This study aims to evaluate the incidence of venous thromboembolism (VTE) events in patients
with EGFR-mutant NSCLC receiving amivantamab. Methods: We conducted a comprehensive
literature search usingMEDLINE and EMBASE databases from inception through December 31,
2024. Phase III randomized controlled trials (RCTs) utilizing amivantamab in EGFR-mutant
NSCLC and reporting VTE adverse events were included. Mantel-Haenszel method was used to
calculate the estimated pooled risk ratio (RR) with 95% confidence interval (CI). Heterogeneity
was assessed with Cochran’s Q-statistic. Random effects model was employed. Results: A total
of 1,791 patients from three phase III RCTs (MARIPOSA n = 849, MARIPOSA-2 n = 636,
PAPILLON n = 308) were included in the analysis. MARIPOSA tested amivantamab-
lazertinib vs osimertinib vs lazertinib, while MARIPOSA-2 involved amivantamab-
lazertinib-chemotherapy vs chemotherapy vs amivantamab-chemotherapy, and PAPILLON
tested amivantamab-chemotherapy vs chemotherapy. Randomization ratios were 2:2:1, 2:2:1,
and 1:1, respectively. The incidence of any-grade VTE was higher in the amivantamab group
compared to the control group, with a rate of 25.90% vs 7.26% (RR, 3.69; 95% CI: 2.74-4.98;
P , 0.00001). VTE as a serious adverse event was reported higher in the amivantamab arm
compared to the control arm, 5.69% vs 2.42% (RR, 2.36; 95% CI: 1.31-4.27; P = 0.004). There
was no statistically significant difference between the two treatment groups in terms of
incidence of high-grade VTE. A subgroup analysis based on the type of VTE was performed.
Incidence of both pulmonary embolism (PE) and deep vein thrombosis (DVT) was higher in the
amivantamab cohort compared to the control cohort, with a rate of 9.94% vs 3.75% (RR, 2.62;
95% CI: 1.50-4.58; P = 0.0007) and 7.97% vs 1.81% (RR, 5.0; 95% CI: 2.90-8.62; P , 0.00001),
respectively. Conclusions: This study showed increased risk of VTE events in patients with
EGFR-mutant NSCLC treated with amivantamab-containing regimens compared to the stan-
dard arm. These findings highlight the importance of closemonitoring for those events in order
to early detect and provide the appropriate management. Further studies are needed to better
understand this association between amivantamab and VTE. Research Sponsor: None.
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Radioimmunotherapy-associated myeloid neoplasms: Real-world multicenter
retrospective study using TriNetX database.

Nikhil Vojjala, Deevyashali Parekh, Avi Ravi Harisingani, Jayalekshmi Jayakumar, Rishab R. Prabhu, Shajadi Patan, Nausheen Ahmed, Vijendra Singh; Trinity Health
Oakland Hospital/Wayne State University School of Medicine, Pontiac, MI; SUNY Upstate Medical University, Syracuse, NY; MacNeal Hospital, Loyola Medicine, Oak Park,
IL; The Brooklyn Hospital Center, Brooklyn, NY; Trinity Health Oakland, Pontiac, Pontiac, MI; LSU Health, Shreveport, LA; The University of Kansas Medical Center,
Westwood, KS; Wayne State University, Karmanos Cancer Institute, Detroit, MI

Background: Radioimmunotherapy (RIT) utilizing monoclonal antibodies conjugated with
therapeutic radionuclides, has emerged as a promising treatment option in oncology. While
demonstrating significant clinical efficacy, concerns regarding therapy-related myeloid neo-
plasms (t-MNs) have been raised in other contexts, particularly followingRIT for non-Hodgkin
lymphoma. This study aims to investigate the risk of t-MNs following treatmentwith Lutathera
(177Lu-DOTATATE) and Pluvicto (177Lu-PSMA-617) in patients with neuroendocrine tumors
and metastatic castration-resistant prostate cancer. Methods: We conducted a multicenter
retrospective study using the TrinetX database network, a federated Electronic Medical Record
Network including adult patients with a history of using Lutathera and/or Pluvicto and de-
veloped t-MNs. Statistical analysis is performed on the TrinetX research platform. Outcome
analysis was performed for 1) Incidence of t-MNs. 2) Mortality rates and Survival analysis.
Results: A total of 2370 patients who received either Lutathera (n=1368; 57.7%) or Pluvicto
(n=1002; 42.3%) were identified in the database. Mean age was 71 years (611 years), 64.98%
(n=1540) were males and 70.08% were whites. Of the 2370 patients, 1.6% (n=39) developed t-
MNs (26MDS (1.09%), 13AML (0.54%). Among these, 27were in the Lutathera cohort (1.97%of
total patients), and 12were in the Pluvicto cohort (1.12%). Themean age in the t-MNcohortwas
72 years (69 years) and 50% were males. 16 (41%) patients with t-MN had prior chemo or
radiotherapy. The remaining 23 patients (59%) received no anticancer therapy associated with
t-MNs. Median survival for patients with t-MNs was 38.1 months, with an overall mortality of
51.2% atmedian follow-up. Conclusions: This is the largest study reporting the incidence of t-
MN associated with RIT. Our study demonstrated a significant risk of therapy-related t-MNs
following RIT, even in patients who did not receive additional chemoradiotherapy. Given the
short follow-up, we hypothesize that the riskmay increase with longer-term follow-up. Using
this real-world data, ourNext stepwould be to includeNext-Generation Sequencing for further
characterization of the genomic landscape of these patients. Research Sponsor: None.

Demographic, treatment, and follow-up data of the study population.

Baseline characteristics RIT RIT with t-MNs

Total patients 2370 39
Mean age (in years) (SD) 71 (611) 72 (69)
Gender*(%)
Males
Females

64.98
22.07

50.0
46.6

Race*(%)
Whites
African American

70.08
7.60

73.33
8.6

Radiation therapy (%)
Chemotherapy (%)
Cabazitaxel
Docetaxel
Carboplatin
Cisplatin
Doxorubicin
Olaparib

20.2
-

5.20
16.7
0.73
0.22
0.76
5.0

41.0

Median follow-up (in months) 11.4 27.3
Median survival (in months) (IQR) 44.5 (41.6-48.3) 38.1 (15-51.6)
Mortality rates (%) 28.9 51.2

*Indicates remaining Unknown/Other; IQR: Interquartile range.
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Multisite validation of biomechanical computed tomography for osteoporosis
assessment and fracture prediction in patients with high-risk ormetastatic prostate
cancer.

Samuel L. Washington III, JanetM Chiang, Polly Teng, Frank Asare-Bediako, Kaiwei Lu, David Lee, Anne Schafer, Ashutosh Parajuli, Caleb Hearn, Yu-NingWong, Tej A. Patel,
Tony M Keaveny, Daniel Bikle, Ravi Bharat Parikh; Department of Urology, University of California, San Francisco, San Francisco, CA; University of California, San Francisco,
San Francisco, CA; University of California Davis, Davis, CA; University of California San Francisco, San Francisco, CA; O.N. Diagnostics, Berkeley, CA; University of
Pennsylvania School of Medicine, Philadelphia, PA; Corporal Michael J. Crescenz VA Medical Center, Philadelphia, PA; University of Pennsylvania, Philadelphia, PA;
University of California, Berkeley, Berkeley, CA; Emory University, Atlanta, GA

Background: Long-term androgen deprivation therapy (ADT) among men with high-risk
localized or metastatic prostate cancer (PCa) results in a 10-20% risk of significant bone
fracture at 10 years. While guidelines recommend routine bone mineral density (BMD) screen-
ing formenwith PCa receiving ADT,most do not undergo it.We studiedwhether Biomechanical
Computed Tomography (BCT), a radiomic technique to opportunistically measure femoral and
vertebral bone strength and BMD from CT scans performed for routine staging, can predict
incident fractures among men with PCa beginning ADT. Methods: In this retrospective cohort
study among 2 academic cancer centers and 2 Veterans Affairs facilities, we identified 711 men
with de novo high-risk localized or metastatic PCa diagnosed between 2010-2018. CT scans at
PCa diagnosiswere analyzed byBCT. Incident fractureswere ascertained by trained radiologists
and defined as any new fractures occurring after the initial CT scan. We used Cox proportional
hazards models to estimate associations of fragile femur bone strength (#3500N), fragile
vertebral bone strength (#6500N), or osteoporosis (femoral neck areal BMD T-score #-2.5 or
trabecular volumetric BMD#80mg/cm3), with incident fracture, adjusted for age, BMI, & race/
ethnicity. Results: 673 men were eligible (mean age 69.869.3, 49.3% white, 35.2% received
prior ADT, 42.3% had prior BMD screening). 198 (29.4%) incident fractures were observed.
Using BCT, 123 men (18.3%) had fragile femur bone strength or osteoporosis, and 105 men
(15.6%) had fragile vertebral bone strength or osteoporosis by volumetric BMD. BCT-derived
fragile femur or vertebral bone strength (adjusted HR 1.81, 95% CI 1.27-2.59) and osteoporosis
by BMD criteria (aHR 2.20, 95% CI 1.32-3.62) were associated with incident fracture (Table).
Conclusions: Inmenwithhigh-riskPCa, opportunistic BCTanalysis of routine stagingCT scans
improves osteoporosis detection and fracture prediction, identifying men who may have not
otherwise qualified for antiresorptive treatment. BCT is a novel approach to risk-stratify men
with PCa for early fracture risk mitigation. Research Sponsor: U.S. Department of Defense;
W81XWH2210151.

Association between BMD and bone strength with incident fracture.

Femur Bone Strength HR (95% CI) p-value

Normal (‡5000N) 1 (reference)
Low (3500-5000N) 1.80 (1.25–2.58) 0.002
Fragile (£3500N) 2.50 (1.59–3.93) ,0.001

Vertebral Bone Strength
Normal (‡ 8500N) 1 (reference)
Low (6500–8500N) 1.09 (0.60–1.99) 0.78
Fragile (£6500N) 1.71 (0.96–3.25) 0.07

Femoral Neck BMD (T-score)
Normal (‡ –1.0) 1 (reference)
Low Bone Density/Osteopenia (–1.0 - –2.5) 1.92 (1.38–2.67) ,0.001
Osteoporosis (‡ –2.5) 2.20 (1.32–3.62) 0.003

Vertebral Trabecular BMD
Normal (‡120 mg/cm3) 1 (reference)
Low Bone Density/Osteopenia (80-120 mg/cm3) 0.99 (0.53–1.84) 0.98
Osteoporosis (£80 mg/cm3) 1.95 (1.04–3.67) 0.04
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Impact of pembrolizumab on geriatric syndromes in older patients with NSCLC: A
propensity-matched retrospective cohort study.

Elvis Obomanu, Colton Jones, Justin Lam, Chidiebube Ugwu, Akshay Ratnani, Muluken Megiso, Swe Swe Hlaing, John Charles Leighton; Jefferson Einstein Philadelphia
Hospital, Department of Internal Medicine, Philadelphia, PA; Jefferson Einstein Hospital, Philadelphia, PA; Jefferson Einstein Philadelphia Hospital, Philadelphia, PA;
Jefferson-Einstein Philadelphia Hospital, Philadelphia, PA; Jefferson-Einstein Hospital, Philadelphia, PA

Background: Non-small cell lung carcinoma (NSCLC) predominantly affects older adults ($65
years), where immune checkpoint inhibitors (ICIs) are a key treatment, especially in those
without driver mutations. However, the effect of ICIs on age-related health issues (geriatric
syndromes), which impact quality of life in this population, is unclear. This study aims to
investigate the impact of ICIs on geriatric syndromes in older adults with NSCLC.Methods:We
utilized data from the Global Collaborative Network-TrinetX to evaluate the impact of pem-
brolizumab on geriatric syndromes in elderly NSCLC patients, dividing them into two groups
based on pembrolizumab treatment status defined by International Classification of Diseases
(ICD-10) codes. Propensity score matching (PSM) was used to balance the cohorts based on
demographic characteristics, comorbidities, medications, and without driver mutations. Ge-
riatric syndromes were assessed over 30-day and 1-year follow-up periods. Multivariate
logistic regression models assessed the association between pembrolizumab treatment and
geriatric syndromes, with results expressed as odds ratios and 95% confidence intervals.
Results: Following PSM, there were two balanced cohorts of 3288 patients each. The pem-
brolizumab cohort had a mean age of 75.6 6 6.93 years, while the non-pembrolizumab cohort
had a mean age of 78.2 6 7.9 years. Multivariate analysis revealed that pembrolizumab
treatment was significantly associated with increased fatigue risk at 30 days (OR 1.600, 95%
CI 1.062-2.411, P=0.023), persisting at 1 year (OR 1.769, 95% CI 1.463-2.140, P,0.001). Addi-
tionally, pembrolizumab treatment was linked to increased risks of insomnia (OR 1.331, 95% CI
1.052-1.683, P=0.017) and delirium (OR 1.494, 95% CI 1.105-2.019, P=0.009) at 1 year. Notably,
pembrolizumab treatment was not significantly associated with risk of dementia, frailty,
urinary incontinence, or falls at 30 days and 1 year. Conclusions: Our study shows that
pembrolizumab was significantly associated with increased risks of persistent fatigue, de-
lirium, and insomnia in geriatric NSCLC patients at one-year follow-up. This emphasizes the
need for monitoring and targeted interventions to mitigate these adverse events and improve
quality of life in this population. Research Sponsor: None.

Geriatric syndromes in NSCLC patients on pembrolizumab.

OUTCOME 30 DAYS FOLLOW-UP 1 YEAR FOLLOW-UP

OR and 95% CI P-value OR and 95% CI P-value

Falls 1.381 (0.631-3.114) 0.434 1.264 (0.946-1.690) 0.113
Dementia 0.993 (0.413 –2.390) 0.988 0.993 (0.581-1.697) 0.980
Delirium 1.400 (0.621-3.156) 0.416 1.494 (1.105-2.019) 0.009
Insomnia 1.656 (0.998-2.748) 0.049 1.331 (1.052-1.683) 0.017
Urinary incontinence N/A* N/A
Fatigue 1.600 (1.062-2.411) 0.023 1.769 (1.463-2.140) ,0.001
Frailty 1.000 (0.416-2.405) 0.999 1.233 (0.733 –2.073) 0.429

*No outcomes were observed within the follow-up period.
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New-onset osteopenia/osteoporosis among long-term survivors of breast cancer:
Role of hormone therapies and metabolic risk factors.

Geoffrey S. Bostany, Yanjun Chen, Liton Francisco, Jessica R. Sparks, Meredith York, Min Sessions, Chen Dai, Qingrui Meng, Lisle Nabell, Erica Michelle Stringer-Reasor,
Katia Khoury, Wendy Landier, Smita Bhatia; University of Pittsburgh Medical Center, Pittsburgh, PA; Institute for Cancer Outcomes and Survivorship, University of Alabama
at Birmingham, Birmingham, AL; Department of Medicine, Division of Hematology Oncology, University of Alabama at Birmingham Heersink School of Medicine,
Birmingham, AL; O’Neal Comprehensive Cancer Center at The University of Alabama at Birmingham, Birmingham, AL

Background: Anti-cancer therapies (including aromatase inhibitors [AIs]) and metabolic risk
factors are known to result in bonemineral density (BMD) loss in breast cancer survivors (BCS).
There is limited information regarding the very long-term risk of new-onset osteopenia/
osteoporosis among BCS and the associated risk factors. Methods: Patients who survived $1y
after BC underwent q2y dual x-ray absorptiometry (DXA) screening at a single center; those
exposed to bisphosphonates or with osteopenia/osteoporosis prior to BC were excluded. All
DXAs from BC diagnosis to diagnosis of osteopenia/osteoporosis were processed in Python via
automated analysis. New-onset osteopenia/osteoporosis was defined as a DXA with a T-
Score , -1 at any bone site. Demographics, treatment exposures, and metabolic risk factors
were abstracted from medical records. Cumulative incidence described the risk of osteopenia/
osteoporosis, and Cox proportional hazards models described the risk factors, treating ther-
apeutic exposures as time-varying variables. Multivariable linear regression models with
generalized estimation equations assessed longitudinal trend of BMD prior to onset of
osteopenia/osteoporosis. Results: We evaluated 4,575 DXAs in 1,267 BCS (median age at BC:
55y; median follow-up: 9.8y; non-Hispanic Black: 28.6%). Overall, 39.2% received AIs, 18.7%
received selective estrogen receptor modulators (SERMs), 20.1% received AIs & SERMs, and
21.9% received neither. The cumulative incidence of osteopenia/osteoporosis in the entire
cohort was 19% at 2y, increasing to 42% at 5y and 68% at 15y after BC. In those exposed to AIs,
the cumulative incidence of osteopenia/osteoporosiswas 38%,75%, and96%at2y, 5y, and 15y,
respectively. Multivariable analysis revealed the following to be independently associated with
osteopenia/osteoporosis: AIs (HR = 1.94, 95%CI = 1.61-2.34), increasing age: (HR = 1.03, 95%CI
= 1.02-1.04), pre-BC dyslipidemia (HR = 1.36, 95%CI = 1.06-1.75), and post-BC dyslipidemia
(HR= 1.47, 95%CI = 1.19-1.81). Black race (HR= 0.44, 95%CI = 0.36-0.54, ref =white race), pre-
cancer obesity (HR = 0.71, 95%CI = 0.56-0.91), and post-cancer obesity (HR = 0.79, 95%CI =
0.65-0.96) were protective. Exposure to SERMSwas not a risk factor (HR = 0.97, 95%CI = 0.76-
1.23). Among those exposed to AIs, radial wrist BMD declined significantly more steeply among
those who eventually developed osteoporosis/osteopenia (0.45%/year), when compared with
thosewho did not (0.11%/year) (p = 0.04).Conclusions:These results provide evidence for close
surveillance of BC survivors at increased risk of osteopenia/osteoporosis for extended periods,
and aggressive management of dyslipidemia before, during and after BC. Research Sponsor:
None.
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Non-infectious sarcoid-like inflammatory granulomatous conditions (NSIGC) as-
sociated with immune checkpoint inhibitors (ICIs) for cancer: Results from the
International ICARUS (Immune Checkpoint Associated Rare and Unique Side ef-
fects) consortium.

Ayesha Aijaz, Arifa Bibi, Unaiza Zaman, Aqsa Ashraf, Jair Bar, Hira Tanwir, Maximilian Rost, Hannah Smith, Marc Machaalani, Alicia Darwin, Alfred Chung Pui So,
Roma A. Kankaria, Hans Vitzthum von Eckstaedt, Javier Baena, Nilansh Kataria, Francesco Spagnolo, Bartosz Sobocki, Shahm Raslan, Sagal Pannu, Abdul Rafeh Naqash;
Stephenson Cancer Center at The University of Oklahoma Health Sciences Center, Oklahoma City, OK; The University of Oklahoma Health Sciences Center, Oklahoma City,
OK; Jusidman Cancer Center, Sheba Medical Center, Ramat Gan, Israel; The Faculty of Medical and Health Sciences, Tel-Aviv University, Tel-Aviv, Israel; UT Health San
Antonio MD Anderson Cancer Center, San Antonio, TX; Department of Medicine II, Hematology, Oncology, University Hospital Frankfurt, Frankfurt, Germany; The Ohio State
University Wexner Medical Center, Columbus, OH; Dana-Farber Cancer Institute, Boston, MA; Stanford University, Stanford, CA; Guy’s and St. Thomas’ NHS Foundation
Trust, London, United Kingdom; Vanderbilt University School of Medicine, Nashville, TN; University of Washington Department of Rheumatology, Seattle, WA; Hospital
Universitario 12 de Octubre, Madrid, Spain; MedStar Washington Hospital Center, Washington, DC; Department of Medical Oncology, IRCCS Ospedale Policlinico San
Martino, Genova, Italy; Gdanski Uniwersytet Medyczny, Gdańsk, Poland; Henry Ford Health System, Detroit, MI

Background: ICIs canbe associatedwith abroad rangeof toxicities; however, limited data exists
onNSIGC secondary to ICIs.Herein,we assembled the first international cohort of patients (pts)
with cancerwho received ICIs and subsequently developedNSIGC.Methods:We retrospectively
collected data from 14 institutions globally on pts with cancer who received ICIs between 2015-
2025 and subsequently developed biopsy-confirmed NSIGC. Pts were eligible if they received
anti-programmed cell death protein-1/programmed death-ligand 1 (anti-PD-1/PD-L1) alone
or in combinationwith additional anti-cancer therapies such as chemotherapy, targeted agents
or anti-CTLA-4, or if they were treated with other immunotherapies. The chi-squared good-
ness of fit test was used to analyze the distribution of different ICI regimens and their
association with NSIGC, assuming a uniform distribution with an expected frequency of 25
for each of the 5 ICI regimens. Results: The study included 125 pts with biopsy-confirmed
NSIGC post-ICI. Of these, 58.4% (n = 73) were male and 83.2% (n = 104) were Caucasians.
Median age at cancer diagnosis was 62 years. The top three cancers in the cohort were
melanoma (45.6%; n = 57), non-small cell lung cancer (16.8%; n = 21), and renal cell carcinoma
(6.4%; n = 8). Out of 125 pts, 48.8% (n = 61) received anti-PD-1/PD-L1 monotherapy, 20% (n =
25) anti-PD-1/PD-L1 + anti-CTLA-4, 17.6% (n = 22) anti-PD-1/PD-L1 + chemotherapy, 8% (n
= 10) anti-PD-1/PD-L1 + targeted agents, and 5.6% (n = 7) received other immunotherapies.
Our result showed a significant difference between expected and observed NSIGC frequencies
across different ICI regimens (X2 = 74.2, df = 4, p , 0.01), indicating a potential association
between anti-PD-1/PD-L1monotherapy andNSIGC. Themedian time to the diagnosis ofNSIGC
after ICI initiation was 7.1 months (range: 3.9-26.7 months). Of 125 pts, 55.2% (n = 69) were
diagnosed after treatment completion. Among these 69 pts, 56.5% (n = 39) were diagnosed
within 6 months, 14.5% (n = 10) between 6 months and 1 year, 10.1% (n = 7) between 1 and 2
years, and 18.8% (n = 13) were diagnosed after 2 years. The remaining 44.8% (n = 56) were
diagnosed during treatment, out of which 48.2% (n = 27) required permanent treatment
discontinuation due to NSIGC and 3.6% (n = 2) were re-challenged. 19.2% (n = 24) received
steroid treatment for NSIGC. Conclusions: To our knowledge, this is the largest dataset to date
demonstrating NSIGC as a rare side effect of ICIs. NSIGC frequently occurs after ICI therapy
completion but can also result in ICI discontinuation. Biopsy confirmation is critical to prevent
misdiagnosis, and further research is required to elucidate the biology, risk factors, and
implications for ICI continuation or rechallenge to optimize patient outcomes. Research
Sponsor: None.
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Identifying genetic susceptibility for severe cardiac events in testicular cancer
survivors.

Arkajyoti Bhattacharya, Ellen Laura Dorien Volders, Sjoukje Lubberts, Coby Meijer, Jan M. Kerst, Ronald De Wit, Sasja F. Mulder, Britt B.M. Suelmann, Flora Van Leeuwen,
Rudolf Stephan Nicolaas Fehrmann, Michael Schaapveld, Jourik A. Gietema; University Medical Center Groningen, Groningen, Netherlands; Department of Medical
Oncology, University Medical Center Groningen, Groningen, Netherlands; Netherlands Cancer Center - Antoni van Leeuwenhoek Hospital, Amsterdam, Netherlands;
Erasmus Medical Center, Rotterdam, Netherlands; Radboud University Medical Centre, Nijmegen, Netherlands; University Medical Center Utrecht, Utrecht, Netherlands;
Netherlands Cancer Institute, Amsterdam, Netherlands; Department of Epidemiology, Netherlands Cancer Institute, Amsterdam, Netherlands

Background: Testicular cancer (TC) survivors face an increased risk of cardiovascular diseases
(CVD) as a late adverse effect of oncological treatment, especially after cisplatin-based che-
motherapy. To explore genetic susceptibility, we performed a genome-wide association study
using hierarchical clustering and assessed impact of polygenic risk scores (PRS). Methods: A
subcohort of TC patients treated at expert centers in the Netherlands between 1976 and 2007
was established byhospital stratified randomsampling, and enrichedwith all identified cases of
severe CVD (coronary artery disease, myocardial infarction, heart failure) of the entire cohort
(Lubberts et al J Clin Oncol 41:3512-3522, 2023). Genotyping was performed using the Global
Screening Array. The study population consisted of 396 TC patients: 92 survivors with cardiac
disease and 304 survivors without cardiac disease. Seven general population derived PRSs from
the CARDIoGRAMplusC4D consortium were applied to assess cardiac risk, followed by hier-
archical SNP aggregation based on linkage disequilibrium to identify cardiac risk-associated
SNPs. These SNPswere used for co-functionality analysis and decision tree analyses to develop
novel PRSs. Results: Five of the seven external PRSs were significantly associated with cardiac
risk, explaining 8%-12% of the variance, with the CARDIoGRAM GWAS PRS showing the
strongest association. Patient’s age at diagnosis explained the largest variance in cardiac risk
(21%). Hierarchical SNP aggregation identified 67 cardiac risk-associated SNPs, individually
explaining 3% - 12% of the variance. Co-functionality analysis revealed biological processes,
including cardiovascular development, immune signaling, andDNAdamage repair, as potential
mediators of these SNPs’ effects. Using decision tree analysis, a novel PRS was developed
incorporating CVD risk-associated SNPs and clinical risk factors at start of treatment. This
PRS+ achieved the highest concordance statistic of 0.783 (standard error 0.022) and explained
maximum variance (50%) among all tested models. This PRS+ identified that patients di-
agnosed at age . 41 years had higher cardiac risk, independent of genotype data. Whereas a
subset of patients diagnosed at age#41 years could be identified ashaving increased cardiac risk
based on the minor allele frequency of five SNPs (rs6830970, rs17666409, rs10782601,
rs2446862, rs767707). Conclusions: This study introduces a novel PRS to identify TC patients
with a higher risk of CVD, enabling the development of personalized cardiovascular risk
management strategies at the start of their cancer treatment. It also advances understanding
of the biological mechanisms underlying this increased risk. Clinical trial information:
NCT02276430. Research Sponsor: Dutch Cancer Society (KWF); NKI 2011-5209.
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Prevalence of sexual dysfunction among men with cancer before the initiation of
systemic treatment.

Mario Machado Lopes, Leonardo Gil Santana, Mariana Carvalho, Matheus Coimbra Barroso, Juliana de Oliveira Souza, Jo~ao Victor de Souza, Luigi Bernardo Valladares,
Diego Furiato Gomes da Cruz, Lucas Gouvêa, Carmita Abdo, Aldo A. Dettino, Vladmir Cordeiro Lima Sr.; Hospital Moinhos de Vento, Porto Alegre, Brazil; A.C. Camargo
Cancer Center, S~ao Paulo, Brazil; Hospital das Cĺınicas da Faculdade de Medicina da Universidade de S~ao Paulo, S~ao Paulo, Brazil

Background: Sexual health significantly impacts the quality of life, yet its relationship with
systemic cancer treatments in men remains underexplored, particularly outside prostate
cancer-focused studies. In Brazil, the prevalence of moderate to complete sexual dysfunction
among men is approximately 14.5%. This prospective cohort study conducted at a Brazilian
Cancer Center evaluated the prevalence of sexual dysfunction before the initiation of systemic
therapy in men diagnosed with solid tumors using the Male Sexual Quotient (MSQ) tool.
Methods: Sexually active, treatment-naı̈ve male patients with solid tumors were enrolled,
excluding those with prostate cancer, active brain metastases, spinal compression, or prior
pelvic irradiation/extensive pelvic surgery for rectal or bladder cancer. Baseline sexual function
was assessed using the MSQ, which evaluates five domains: premature ejaculation, erectile
dysfunction, hypoactive sexual desire, orgasm frequency, and dissatisfaction with sexual
activity. AnMSQ global score#60 definedmoderate to complete sexual dysfunction. Hormonal
profiles, including testosterone, FSH, and LH, were measured. The Hospital Anxiety and
Depression Scale (HADS) was used to identify risks of anxiety or depression. All participants
provided informed consent, and the local ethics committee approved the protocol. Results:
Between October 2023 and December 2024, 73 male patients were recruited (median age 58
years, IQR 47.5–68.0); 78% were married, and 75% had an ECOG performance status of 0. At
diagnosis, 34% presented with metastasis, including 19% with visceral involvement. Primary
cancer sites included head and neck (25%), colorectal (19.1%), lung (15%), melanoma (8.2%),
and kidney (8.2%). Treatment regimens comprised chemotherapy (76%), immunotherapy
(31.5%), and targeted therapy (9.5%). Most patients (83%) had no risk of anxiety or depression
per HADS, with one patient showing a high risk. Moderate to complete sexual dysfunction was
observed in 22.2% of patients, higher than the general Brazilian male population. The most
affected domains were hypoactive sexual desire, premature ejaculation, and erectile dysfunc-
tion. Despite these findings, median hormone levels were within the normal range: testoster-
one (356 ng/dL, IQR 300–468), FSH (64 mIU/mL, IQR 29–93), and LH (39 mIU/mL, IQR
28–52).Conclusions:The prevalence ofmoderate to complete sexual dysfunctionwas 22.2% in
this cohort. This rate is higher than that observed in the general male population in Brazil. The
evaluation of sexual quality of life in men with cancer undergoing systemic treatment is often
overlooked. This data points to the need to develop new policies and studies to increase
awareness about this critical issue. Research Sponsor: None.

SYMPTOM SCIENCE AND PALLIATIVE CARE



12050 Poster Session

A pilot exercise program in breast cancer survivors: Group vs individual training
outcomes.

Lindsey Elizabeth Merifield, Matthew Toyama, Ashley Gooman, Cheri Teranishi-Hashimoto, Eunjung Lim, Paulette Yamada, Jami Aya Fukui; University of Hawaii at Manoa,
Honolulu, HI; University of Hawaii Cancer Center, Honolulu, HI; Rehabilitation Hospital of the Pacific, Honolulu, HI; University of Hawaii JABSOM, Honolulu, HI; Kinesiology
and Rehabilitation Science, University of Hawaii, Honolulu, HI

Background: Exercise interventions have consistently led to improved fitness in breast cancer
patients. Best practices to ensure longevity of lifestyle changeshave not beenwell explored. The
purpose of this study was to evaluate long-term effectiveness of exercise intervention for
patients. We sought to determine if group (Gr) or individual (Ind) exercise sessions would have
differing effects inmaintaining long termmuscular strength, cardiorespiratory endurance, and
range of motion (ROM). Methods: Thirty female patients underwent 3 months of individual
exercise training, and were then randomized to continue with Ind (n=13) or Gr sessions (n=17)
for another 3months. Assessments were performed at baseline, after 3months, and 1 year from
baseline. Results: Ind showed significant strength improvements from baseline to 3 months,
and 1 year. Gr did not show significant strength improvements at either time point. Cardio-
respiratory endurance (VO2peak) improved in Ind from baseline to 3 months, and 1 year. Gr
showed significant endurance improvement from baseline to 1 year only. Ind shoulder (ROM)
improved from baseline to 3months and 1 year. No significant improvement in ROMwas found
in Gr at either time point. Conclusions: In our study, we found six months of exercise in-
tervention improved long-term strength, endurance, andROMsignificantly in Ind session, and
non significantly in Gr. A post-analysis chart review revealed increased exercise limitations in
the Gr due to injury and/or non-cancer related medical conditions, which may explain some of
the differences in outcomes. Clinical trial information: NCT04013568. Research Sponsor:
National Cancer Institute/U.S. National Institutes of Health; P30.

Endurance, strength, and range of motion measures by exercise session type at baseline (BL), 3 months
(3M), and 1 year (1Y).

Baseline
3

Month 1 Year

Gr Ind
P

value Gr
Ind P
value Ind

Gr P
value Gr

Ind P
value Ind

N = 171 N = 131 N = 171 N = 131 N = 171 N = 131

Left Lateral
Raise
(degree)

164.6 6
9.0

172.1 6
6.9

0.95 171.8 6
7.6

0.03 173.1 6
10.1

0.46 171.9 6
7.9

0.02 175.6 6
8.8

Right Lateral
Raise
(degree)

163.1 6
12.3

169.5 6
16.2

0.87 169.8 6
6.9

0.11 172.0 6
8.7

0.65 172.1 6
9.2

0.04 173.9 6
9.1

Seated Cable
Row (kg)

26.5 6
3.9

27.4 6
4.2

0.10 31.4 6
4.1

,0.01 30.7 6
4.2

0.16 33.1 6
6.9

,0.01 30.5 6
4.7

Leg Exten-
sion
(kg)

36.4 6
12.0

35.0 6
10.6

0.25 48.7 6
12.8

0.01 42.8 6
14.7

0.13 48.9 6
12.7

,0.01 44.2 6
14.4

VO2 Peak
(ml/kg/
min)

27.9 6
5.4

29.2 6
6.1

0.06 32.0 6
4.3

0.03 35.1 6
7.2

0.05 33.7 6
5.8

,0.01 34.2 6
4.5

Gr=Group, Ind=Individual. Mean 6 SD.
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Trajectories of multidimensional worry in survivors of early breast cancer (BC).

Antonio Di Meglio, Martina Pagliuca, Stefano Maccarone, Julie Havas, Leonor Fasse, Diane Boinon, Marianne Hermand-Deslandes, Anne-Laure Martin, Catherine Gaudin,
Christelle Jouannaud, Marion Fournier, Laurence Vanlemmens, Anne Kieffer, Baptiste Sauterey, François Cherifi, Florence Lerebours, Gwenn Menvielle, Stefan Michiels,
Maria Alice Franzoi, Ines Luis; Cancer Survivorship Program, INSERM 981, Gustave Roussy, Villejuif, France; Scuola Superiore Meridionale (SSM), Naples, Italy; Breast
Cancer Survivorship Group, INSERM Unit 981, Gustave Roussy, Villejuif, France; Cancer Survivorship Group, INSERM Unit 981, Gustave Roussy, Villejuif, France;
Department for the Organization of Patient Pathways, Gustave Roussy, Villejuif, France; Gustave Roussy, Villejuif, France; Unicancer, Le Kremlin-Bicêtre, France;
Unicancer, Paris, France; Jean Godinot Cancer Institute, Reims, France; Institut Bergonie, Bordeaux, France; Centre Oscar Lambret, Lille, France; Institut de cancerologie de
Lorraine, Vandoeuvre, France; ICO Institut de Cancerologie de l’Ouest, Angers, France; Centre François Baclesse, Medical Oncology Department, Caen, France; Institut
Curie, Saint Cloud, France; Oncostat, CESP, Inserm U1018, University Paris-Saclay, labeled Ligue Contre le Cancer, Gustave Roussy, Villejuif, France; Cancer Survivorship
Program, INSERM Unit 981, Gustave Roussy, Villejuif, France

Background: Worrisome thoughts are common future-oriented behaviors and may affect
quality of life (QoL) years removed from BC diagnosis. We aimed to identify trajectories of
worry and their determinants, focusing on age-related specificities. Methods: Disease-free
stage I-III BC survivors from CANTO (NCT01993498) completed the Impact of Cancer scale v2
at end of treatment (EoT) and years (Y) 1, 3, and 5 post-EoT. Group-based trajectories were
identifiedmodeling continuous scores of theworry subscale (range: 1-5, higher =worse),which
evaluates uncertainty andworry about the future andhealth, a sense of time runningout, fear of
cancer recurrence (FCR), and symptom-triggered FCR. Adjusted multinomial logistic regres-
sion incorporating pre-treatment anxiety/depression assessedmembership determinants. QoL
(EORTC QLQ-C30/BR23) was described by trajectory. Analyses were stratified by age. Results:
We included7824 survivors, 31%were#50 and 69%. 50 years old. Among those aged#50, we
identified five worry trajectories: most had high (41%) or very high (18%) worry (mean scores
[95% CI] at EoT: 3.57 [3.55-3.60] and 4.37 [4.33-4.41], respectively, stable); 21% showed
improvement (2.77 [2.73-2.82] at EoT, 2.14 [2.08-2.21] at Y5); and 12% had low worry (1.58
[1.53-1.63] at EoT, stable). Finally, 7% had moderate worry at EoT (2.21 [2.14-2.28]) that
worsened sharply, stabilizing at high levels by Y5 (3.40 [3.29-3.52]). These patterns, especially
in the worsening group, were primarily driven by persisting FCR and increasing uncertainty
about health. Among those aged. 50, similar trajectories emerged, howeverworry levels in the
worsening group (17%) remained low-to-moderate (2.04 [2.01-2.06] at EoT, 2.34 [2.27-2.40]
at Y5). Younger age was a significant determinant of very high worry, both in the #50 (Odds
Ratio v low worry [95% CI] per 10-year decrease: 1.92 [1.33-2.77]) and in the . 50 age group
(1.50 [1.20-1.90]). Partnered status was associated with worsening worry in the #50 age group
(v not: 2.54 [1.24-5.19]), whereas chemotherapy with very high worry in the. 50 age group (v
no chemo: 1.77 [1.14-2.73]). BC grade, stage, BRCA status, family history of cancer, and
comorbidities were not linked toworry in either age group. Psychological and physical domains
of QoL, including fatigue, sleep, cognitive function, appetite, and gastrointestinal symptoms,
were significantly worse in trajectories at higher worry (p , .001 at all time points).
Conclusions: More than two-thirds of younger BC survivors report high levels of worry that
either remain unchanged or worsen 5 years post-EoT, with a more pronounced decline and
different determinants than older counterparts. These patterns appear to be largely driven by
the post-traumatic effects of BC on unresolved FCR and by negative projections about health.
Early referral to mental health professionals and monitoring strategies focused on reducing
anxious arousal are warranted. Clinical trial information: NCT01993498. Research Sponsor:
Conquer Cancer, the ASCOFoundation andRising Tide Foundation for Clinical Cancer Research;
ARC; ARCPGA2022010004401_4882; ANR; ANR-10-COHO-0004; ANR; ANR-18-IBHU-0002;
ANR; ANR-17-RHUS-008.
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Prospective observational study on health resource utilization and patterns of care
for skeletal-related events in patients with bone metastases secondary to solid
tumors.

Mahmoud Abdelsatar Elshenawy, Aisha Siddique, Faaez Uddin Syed, Ayman Tarek Omar, Ayman Elshentenawy, Noura Alzannan, Fatma Maraiki, Noha Jastaniyah,
Tusneem Elhassan, Shouki Bazarbashi; King Faisal Specialist Hospital and Research Center, Riyadh, Saudi Arabia; Al-Faisal University, College of Medicine, Riyadh, Saudi
Arabia; Alfaisal University, College of Medicine, Riyadh, Saudi Arabia; Pharmacy Department, King Faisal Specialist Hospital and Research Center, Riyadh, Saudi Arabia;
Cancer Center of Excellence, King Faisal Specialist Hospital and Research Center, Riyadh, Saudi Arabia; Department of Medical Oncology, Cancer Centre of Excellence, King
Faisal Specialist Hospital and Research Centre, Riyadh, Saudi Arabia

Background:Bonemetastases are a common complication of advanced solid tumors, leading to
significant morbidity through skeletal-related events (SREs). This study evaluates health
resource utilization (HRU), treatment patterns, and clinical outcomes associated with SREs,
with a focus on bone-modifying agents (BMAs) such as zoledronic acid and denosumab.
Methods: This single-center, prospective, observational study included 199 patients with bone
metastases secondary to solid tumors who experienced at least one SRE. Eligible patients were
adults ($18 years) with an Eastern Cooperative Oncology Group (ECOG) performance status of
0–3. Data collected included demographics, primary cancer type, comorbidities, treatment
patterns, type and timing of SREs, and HRU. The impact of BMAs on SRE-free survival and
overall survival (OS)was assessed usingKaplan-Meier analysis andmultivariate Cox regression
models. Results: The median age at the first SRE was 56 years, with 51.8% of patients being
female. Breast cancer was the most common primary tumor site (30.2%), followed by geni-
tourinary (22.1%) and gastrointestinal (18.6%) cancers. Visceral metastases were present in
56.3% of patients. Radiation therapy accounted for 80.9% of first SREs, followed by cord
compression (8.5%), pathological fractures (7%), and surgical fixation (3.5%). Only 16.5% of
patients received BMAs before their first SRE, increasing to 38.2% after the first SRE. Patients
who received BMAs before the first SRE had significantly prolonged SRE-free survival (median
9.9 vs. 2.03 months, p = 0.001) and OS (median 45.6 vs. 29.8 months, p = 0.05). Similarly, BMA
use after the first SRE improved SRE-free survival (median 18.9 vs. 10.3 months, p, 0.001) and
OS (median 25.9 vs. 13.6months, p = 0.001). Themost commonBMA-related adverse eventwas
hypocalcemia (44.7%). Conclusions: This study highlights the underutilization of BMAs before
the first SRE despite their significant impact on SRE-free survival and OS. Post-SRE BMA use
was associated with improved outcomes, underscoring the need for earlier initiation of BMA
therapy. Future research should focus on identifying barriers to early BMA utilization, opti-
mizingmanagement of therapy-related complications, and assessing the cost-effectiveness of
BMAs in real-world settings. Research Sponsor: Amgen.
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Hot flashes and night sweats in women with breast cancer: Prevalence and severity
of symptoms.

Long Lin, Liang Xu, Jie Liu, Ying Wang, Hongyu Zhuo, Qing Qin, Jie Zhang, Ye Chen, Hongmei Xiao, Wuning Zhong, Yu Jiang, Yaotiao Deng; West China School of Medicine,
West China Hospital, Sichuan University, Chengdu, Sichuan, China; Breast Disease Center, Cancer Center, West China Hospital, Sichuan University, Chengdu, China;
Department of Medical Oncology, Cancer Center, West China Hospital, Sichuan University, Chengdu, China; Department of Oncology, Sichuan Provincial People’s Hospital,
University of Electronic Science and Technology of China, Chengdu, China; Department of Oncology, Chengdu Shang Jin Nan Fu Hospital/ Shang Jin Hospital of West China
Hospital, Sichuan University, Chengdu, China; Department of Medical Oncology, Cancer Center,West China Hospital, Sichuan University, Chengdu, China; Department of
Oncology, Chengdu Shang Jin Nan Fu Hospital/Shang Jin Hospital of West China Hospital, Sichuan University, Chengdu, Sichuan, China; Department of Oncology, The First
Affiliated Hospital of Chongqing Medical University, Chongqing, China; Oncology Department, Affiliated Hospital of Zunyi Medical University, Zunyi, China; Department of
Breast, Bone & Soft Tissue Oncology, Guangxi Medical University Cancer Hospital, Nanning, China

Background:Hot flashes(HF) and night sweats(NS) are common endocrine-related symptoms
experienced by breast cancer patients, which potentially arise from the tumor or treatment-
related pharmacologic effects. They can significantly diminish patients’ quality of life. How-
ever, there is a paucity of studies in China investigating the incidence and characteristics of HF
and NS among patients with breast cancer. Methods: This study was a multi-center, cross-
sectional survey that included women diagnosed with breast cancer from seven hospitals’
oncology departments in China. Information was collected about demographic characteristics,
psychological status (the Hospital Anxiety and Depression Scale and the Distress Thermom-
eter), the frequency and severity of HF and NS(modified Hot Flash and Night Sweat scale), and
patients’perceptions of these symptoms.Groupdifferences basedon thepresence or absence of
HF and NS were analyzed using t-tests or chi-square tests. Finally, univariate analyses was
conducted to explore factors associated with the frequency of HF and NS. Results: Between
October and November 2024, 960 questionnaires were distributed, and 767 Chinese female
breast cancer patients(aged 25 to 79 ) replied and completed fully. Over 56% (n = 430) patients
reported experiencing HF or NS.The average weekly frequency was 8.6 times for HF and 7.3
times for NS. Patients attributed HF and NS primarily to treatment (HF:36.8%;NS:32.7%) or
uncertain causes (HF:15.8%;NS:17.4%). Compared to patients without HF and NS, those
experiencing the symptoms had significantly higher levels of anxiety (p , 0.001), depression
(p = 0.019), and psychological distress (p, 0.001). Notably, Patients reported severity, distress,
and impact on life scores above 4, with HF at 47.90%, 37.46%, and 35.89%, and NS at 49.67%,
43.46%, and 40.85%, respectively. Among those affected, 59.24% of patients with HF and
63.7% of patients with NS adopted coping strategies, primarily resting/lying down (HF:27.7%;
NS:36.3%). Regarding coping ability, HF group had a significant higher score than NS group
(HF: 5.90; NS: 5.30, p = 0.012). Furthermore, univariate analysis revealed that HF and NS were
associated with distress(HF:p = 0.032; NS:p = 0.030) and sleep quality(HF:p = 0.031; NS: p =
0.043). Additionally, for HF, singlemarital status (p = 0.017) was identified as a relevant factor,
while stage IV tumor status (p = 0.044) was associated with NS. Conclusions: HF and NS affect
over half of Chinese breast cancer patients, impacting their mental well-being and life quality,
while low coping ability and limited coping strategies further underscore the need for health-
care professionals to pay closer attention topatients experiencing these symptoms, particularly
single individuals and those with advanced-stage breast cancer. Research Sponsor: None.
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Cardiovascular risk factor severity and adverse cardiovascular events: A report from
the Childhood Cancer Survivor Study (CCSS).

Wendy Bottinor, Haoxue Xiang, Yan Chen, Stephanie B. Dixon, Cindy Im, Scott C. Borinstein, Jonathan Soslow, Debra L. Friedman, Saro Armenian,
Nirupa Jaya Raghunathan, Emily S. Tonorezos, Kevin C. Oeffinger, Wendy Leisenring, Gregory T. Armstrong, Yutaka Yasui, Eric Jessen Chow; Virginia Commonwealth
University, Richmond, VA; St. Jude, Memphis, TN; St. Jude Children’s Research Hospital, Memphis, TN; University of Minnesota, Minneapolis, MN; Vanderbilt-Ingram
Cancer Center, Nashville, TN; Vanderbilt University Medical Center, Nashville, TN; City of Hope, Duarte, CA; Memorial Sloan Kettering Cancer Center, New York, NY; National
Institutes of Health, National Cancer Institute, Rockville, MD; Duke Cancer Institute, Durham, NC; Fred Hutchinson Cancer Center, Seattle, WA

Background:Among survivors of childhood cancer,more severe grades of CVRFs are associated
with increased risk for adverse cardiovascular events (ACE). The impact of low severity CVRFs
has not been defined. Methods: Among 25,723 long-term survivors of childhood cancer, CVRF
severity was graded using longitudinal self-report: Grade 1 conditions are reported but not on
medications; Grade 2 are prescribed medications. Cumulative incidence of CVRFs were esti-
mated into the6th decade of lifewithdeath andGrade 2CVRFs a competing risk event forGrade 1
CVRFs. Starting at 1st report of a CVRF, multivariable piecewise-exponential models were used
to estimate relative rates (RR) of heart failure (HF),myocardial infarction (MI), valvular disease
(VD), arrhythmia, and cardiac death relative to survivorswithout hypertension (HTN), diabetes
(DM), and hyperlipidemia (HLD), all as time-dependent covariates. Results: Themedian age of
survivors was 35y (range 9-70) and 26y (range 7-52) from cancer diagnosis. Cumulative
incidence by age 55 of Grade 1 HTN, DM, and HLD were 7.8% (CI 7.1-8.5%), 4.3% (CI 3.8-
4.9%), and 10.8% (CI 9.9-11.6%), respectively. The cumulative incidences of Grade 2 HTN, DM,
and HLD were 37.9% (CI 36.4-39.3%), 14.0% (13.0-15.0%), 31.3% (29.9-32.7%), respectively.
Grade 2 CVRFs were significantly associated with an increased RR for nearly all ACE (table).
Grade 1 CVRFs were also significantly associated for most ACE; often with a similar magnitude
asGrade 2 CVRFs. Grade 1 vs noHTNwas associatedwith a 2 to 5-fold significantly increased RR
ofHF,MI, VD, arrhythmia, and cardiac death.Grade 1 vs noDMwas associatedwith an increased
RR of HF (1.9, CI 1.1-3.4). Grade 1 vs noHLDwas associated with an increased RR ofMI (2.9, 1.9-
4.2) and arrhythmia 2.1 (1.2-3.5). Conclusions:Grade 1 CVRFs are associatedwith increased risk
for ACE. These data suggest a role for more aggressive treatment of Grade 1 CVRFs among
survivors. Research Sponsor: National Cancer Institute.

Relative rates of ACE among survivors by CVRF severity.

Individual models for each
CVRF vs no respective CVRF (ref)

HF MI VD Arrhythmia Cardiac death
RR (95% CI) RR (95% CI) RR (95% CI) RR (95% CI) RR (95% CI)

HTN Grade 1 2.9 (1.9-4.4) 3.6 (2.4-5.3) 4.7 (3.0-7.5) 2.8 (1.6-4.8) 1.9 (1.1-3.3)
HTN Grade 2 7.2 (6.1-8.6)* 7.1 (5.9-8.5)* 4.7 (3.7-6.1) 5.3 (4.2-6.7) 1.5 (1.1-2.0)
DM Grade 1 1.9 (1.1-3.4) 1.5 (0.7-3.0) 0.8 (0.3-2.5) 1.5 (0.6-3.7) 0.6 (0.1-2.2)
DM Grade 2 2.5 (1.9-3.2) 2.7 (2.2-3.5) 2.2 (1.6-3.1) 2.3 (1.6-3.2) 1.8 (1.3-2.6)
HLD Grade 1 1.5 (0.95-2.4) 2.9 (1.9-4.2) 1.5 (0.8-2.8) 2.1 (1.2-3.5) 1.2 (0.6-2.2)
HLD Grade 2 3.8 (3.2-4.7)* 6.5 (5.4-7.8)* 3.8 (2.9-4.8)* 3.1 (2.4-4.0) 1.1 (0.8-1.4)

Models adjusted for sex, race, current age, age at diagnosis, current smoking, obesity, sedentary lifestyle,
anthracycline and heart radiation dose. Models fitted separately for each ACE. No respective CVRF as
referent group. *Grade 2 vs Grade 1 condition above, p,0.05.
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Impact of neighborhood disadvantage and residential isolation on cognitive out-
comes in cancer survivors.

Noha Sharafeldin, Ariann Nassel, Andie Grimm, Donna Murdaugh, Elizabeth Baker, Gabriela R. Oates; Division of Hematology & Oncology, Heersink School of Medicine,
University of Alabama at Birmingham, Birmingham, AL; University of Alabama at Birmingham, Birmingham, AL

Background: The Social Vulnerability Index (SVI), a composite measure of socioeconomic
deprivation, household composition,minority status, and housing type and transportation, is a
reliablemarker of neighborhood disadvantage. Residential Segregationmeasures the degree to
which a minority group is distributed differently than the majority group across census tracts.
The isolation index is a measure of segragation that captures the extent to which minority
members are exposed only to one another. These measures have been associated with poor
survival in patients with cancer, yet studies on adverse outcomes in surviors are limited.
Cognitive impairment is an adverse outcome highly prevalent in up to 40% and persists up
to 5y in hematologic cancer survivors treated with blood ormarrow transplantation (BMT). We
postulate that neighbohood disadvantage and residential isolation may have a negative effect
on cognitive outcomes in BMT survivors. Methods: We included 71 patients treated with
allogeneic BMT, enrolled in the the Cognitive Training and Genetics Attitudes (cTAG) study.
Objective cognitive function was measured using a comprehensive in-person battery of stan-
dardized neuropsychological tests. Standardized T-scores were categorized as deficit scores
(range 0 to 5), and averaged across all tests to estimate a global deficit score(GDS), which was
used as a measure of cognitive impairment. Residential addresses, geocoded and joined to
corresponding Census block group and tract, were used to match patients with their corre-
sponding SVI and residential segregation scores. Multivariable logistic regression models
adjusted for age, sex, race, and clustering at the tract level were used to estimate associations
with GDS. Results: Median age at study participation was 58y (IQR: 46, 63), 57.8% were male,
and 16.9% were non-Hispanic Black. Primary diagnosis was 66.2% acute leukemia and 22.5
myelodysplastic/myeloproliferative neoplasms. Average time since BMT was 1.5y (SD = 1.2).
Prevalence of global cognitive impairment was 19.7% (95%CI: 11.2-30.9). A high overall SVI
score was associated with GDS (aOR = 4.7, 95%CI: 1.1, 20.2, p = 0.035). Vulnerability related to
socioeconomic status (aOR = 4.9, 95%CI: 1.2, 20.2, p = 0.03) and housing type and trans-
portation (aOR = 4.0, 95%CI: 1.1, 15.2, p = 0.04) were significantly associated with GDS. Higher
residential isolation index (. 0.6) was significantly associated with increase in GDS (aOR = 5.4,
95%CI: 1.3, 22.5, p = 0.02) adjusting for age, sex, race, and clustering at the tract level.
Conclusions: Cancer survivors residing in areas with higher indicators of social vulnerability
and isolation are at increased risk of cognitive decline post-BMT. These findings highlight the
overall need for dedicating appropriate resources and care planning especially for individuals
surrounded by others from their same group within their residential areas. Research Sponsor:
Leukemia Lymphoma Society; 3386-19; Be The Match.
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Pilot study of a muscadine grape extract supplement to decrease fatigue among
older cancer survivors.

Heidi D. Klepin, Janet A. Tooze, Brittany Davis, Marisela Velasquez De Kamm, Ana Clara Melo, Rhonda L. Bitting, Ashlyn Hedgecock, Randall Marie Reidler,
Vallathucherry C. Harish, Jason Douglas Huff, George H. S. Sanders, David R. Soto Pantoja, Katherine L. Cook, E Ann Tallant, Patricia E. Gallagher; Wake Forest University
School of Medicine, Winston-Salem, NC; Wake Forest University School of Medicine, Winston Salem, NC; Wake Forest School of Medicine, Winston Salem, NC; Duke
University, Durham, NC; Atrium Health Wake Forest Baptist, Winston-Salem, NC; Wake Forest Baptist Health, Hematology and Oncology, High Point, NC

Background: Fatigue is a prevalent symptom among older cancer survivors and is associated
with declines in physical function and quality of life (QOL). A proprietary muscadine grape
extract supplement (MGES)may decrease fatigue based on pre-clinical data showing effects on
oxidative stress, inflammation, and mitochondrial function and clinical observations from a
Phase 1 trial suggesting a relationship between higher dose ofMGES and decreased fatigue. The
objective of this pilot study was to evaluate whether MGES may decrease fatigue and improve
function and QOL among older cancer survivors. Methods: We conducted a randomized
placebo-controlled pilot study (NCT04495751) of MGE supplementation (4 tablets twice daily,
approximately 1280mg total phenolics) for 12 weeks (wks) among older adult cancer survivors
who reported baseline fatigue. Additional eligibility included age $65 years, history of solid
tumor or lymphoma with no evidence of disease, at least 1 year post completion of active
treatment. Fatiguewas assessedwith the PROMIS Fatigue 7a at baseline, and 2, 4, 8, 12 (primary
outcome) and 16 wks. Physical function [Pepper Assessment Tool for Disability (PAT-D,
activities of daily living and self-reported mobility subscales, higher scores indicate more
limitations), Short Physical Performance Battery (SPPB, higher scores indicate better perfor-
mance), 6-minute walk] and QOL (PROMIS Global Health) were measured at baseline and 12
wks. Toxicity was assessed using the CTCAE v5. Intention to treat (IIT) analyses utilized t-tests
with a one-sided alpha = 0.10 to compare outcomes at 12 wks. Results: Sixty-four adults (mean
age 76 years, 78% female, 91%white, 6%black)were randomized.Most commonmalignancies
were breast (50%), lymphoma (12.5%), and prostate (12.5%). Fifty-one participants (80%)
completed 12 wks of MGES or placebo with N = 62 evaluable for IIT analysis. There were
no $grade 3 toxicities; 26 grade 2 toxicities (gastrointestinal) were attributable to study
intervention. In IIT analyses, there was no difference in fatigue by randomization at 12 wks
(MGE 50.1 vs placebo 51.4, p = 0.22). However, participants randomized to MGES reported
improved physical function (PAT-D total score 1.4 vs 1.6, p = 0.07, ADL score 1.2 vs 1.4 p = 0.08,
mobility score 1.7 vs 2.2, p = 0.05) and had improved gait speed scores on the SPPB, 3.7 vs 3.3, p =
0.1).There were no differences in total SPPB score (9.8 vs 9.2, p = 0.37), six-minute walk
distance (369 vs 349 feet, p = 0.43) and QOL at 12 wks. Conclusions: In this pilot study, MGE
supplementation for 12 wks among older cancer survivors did not improve fatigue or QOL
compared to placebo but self-reported physical function and gait speed score were improved,
suggesting a potential benefit on physical function. Ancillary studies investigating effects on
oxidative stress, inflammation,mitochondrial function, andmicrobiome are on-going. Clinical
trial information: NCT04495751. Research Sponsor: National Cancer Institute; P30 CA012197;
National Center for Advancing Translational Sciences; UL1TR001420.
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Trends and disparities in palliative care utilization in advanced head and neck
cancer hospitalizations.

Ayobami Gbenga Olafimihan, Inimfon Jackson, Olanipekun Lanny Ntukidem, Oboseh John Ogedegbe, Lina James George, Sakshi Bai, Youjin Oh, Shakirat Gold-Olufadi,
Michael Russell Mullane; John H. Stroger, Jr. Hospital of Cook County, Chicago, IL; The University of Texas MD Anderson Cancer Center, Houston, TX; Trinity Health Ann
Arbor, Ann Arbor, MI; Trinity Health Ann Arbor, Ypsilanti, MI; Henry Ford Jackson Hospital, Jackson, MI; Brookdale University Hospital, New York, Brooklyn, NY

Background: Greater than 60% of Head and neck cancer (HNC) patients have advanced cancer
at the time of presentation. They have unique physical and psychological symptoms due to the
cancer’s anatomical location andmultimodal treatment-related toxicities. Early integration of
palliative care (PC) in their management can improve health-related quality of life. We
examined the trends and predictors of PC utilization among hospitalized advanced HNC
patients in the US. Methods: A retrospective longitudinal study was conducted using the NIS
database (2008-2021). Using joinpoint regression andmultivariable logistic regression, trends
and factors associated with PC receipt were assessed. Results: The overall prevalence of
palliative care utilization among 326,265 hospitalizations with advanced HNC was 11%. Over
the period, palliative care utilizations increased from3,651 to 16,982per 100,000 advancedHNC
admissions (p-trend,0.001)with anaverage annual percentage increase of 9.7%. Femaleswith
metastaticHNChadhigher odds (Adjusted odds ratio (AOR): 1.11; 95%CI: 1.04-1.19) of receiving
palliative care compared tomales. Therewas similar likelihood of utilizing palliative care across
racial groups. Patients in teaching hospitals had 46% higher likelihood (AOR: 1.46; 95% CI:
1.33-1.60) of palliative care use in comparison to patients in non-teaching hospitals. Large
hospitals had higher palliative care use compared to small hospitals (AOR: 1.12; 95% CI: 1.01-
1.25). Admissions in the south and west had higher likelihood of palliative care use relative to
those in the North-east region. Patients covered by Medicaid had higher odds of palliative care
receipt compared to those covered byMedicare. Relative to patientswhohad a routine discharge
home or with self-care, those discharged to facilities or with home health care were four-fold
more likely (AOR: 4.35; 95% CI: 3.98-4.75) to receive palliative care. Those who died during
hospitalization were alsomore likely to use palliative care (AOR: 21.4; 95% CI: 19.1-24.0). Non-
elective admissions had higher likelihood of palliative care receipt relative to elective visits.
Conclusions: Although palliative care utilization has improved over the years, it remains
suboptimal. Tailored interventions addressing sociodemographic andhospital-level disparities
will promote equitable access and meet the unique needs of this patient population. Research
Sponsor: None.

Predictors of PC use.

Variables AOR (95% CI)

Age “60 years and above“ vs “Less than 60” 1.0 (0.93-1.07)
Gender Female vs Male 1.11 (1.04-1.19)
Race Non-Hispanic Black vs Non-Hispanic White 1.02 (0.93-1.13)

Hispanic vs Non-Hispanic White 1.10 (0.97-1.25)
Non-Hispanic Others vs Non-Hispanic White 0.92 (0.82-1.03)

Hospital region Midwest vs Northeast 1.09 (0.97-1.23)
South vs Northeast 1.23 (1.10-1.37)
West vs Northeast 1.37 (1.22-1.55)

Hospital Teaching Status Teaching vs Nonteaching 1.46 (1.33-1.60)
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A phase 1b study of SHR-2017, a RANKL/NGF targeted antibody, in patients (pts)
with breast cancer bone metastasis.

Xu Liang, Yaxin Liu, Hanfang Jiang, Guohong Song, Yun Zhang, Qian Zhao, Yuanyuan Huang, Tengrui Yin, Gang Cheng, Lingling Xu, Huiping Li; Beijing Cancer Hospital,
Beijing, China; Jiangsu Hengrui Pharmaceuticals Co., Ltd., Shanghai, China

Background: Bonemetastasis is a common site ofmetastasis inmalignant tumors. For patients
(pts) with bone metastasis, pain is the predominant symptom, significantly impairing the
quality of life. SHR-2017, a first-in-class fully human monoclonal antibody targeting RANKL/
NGF, is designed to prevent skeletal-related events and alleviate pain in pts with bone
metastasis. Here, we present the preliminary pharmacokinetics, pharmacodynamics, efficacy
and safety results from a multicenter, open-label, single-arm phase 1b study in pts with bone
metastasis from breast cancer. Methods: Breast cancer pts with at least one bone metastasis
and an average Numeric Rating Scale (NRS) score of $ 4 at the index bone metastasis cancer
pain site at baseline were eligible. Pts could be undergoing stable anti-tumor treatment or have
no plan to change their anti-tumor treatment within 2 weeks after drug administration in this
study. Pts received subcutaneous injection of SHR-2017 at 180mg every 4weeks for 6 cycles. To
assess pain, ptsmaintained a diary (daily throughweek 8 and thenweekly toweek 48) to record
the average andworst pain over the previous 24 h (on a numeric rating scale from0 =no pain to
10 = worst possible pain) at the index bone metastasis cancer pain site. Results: As of Dec 31,
2024, 22ptswere enrolled and treated (prior bone targeted agents [BTA]use, 36%;meanNRSof
average pain, 4.17 [SD: 0.76]). Following a single dose, themedian time to peak concentration of
SHR-2017 was 7 days, with a mean half-life (t1/2) of 11.4 days and a mean clearance (CL/F) of
0.88 L/day. Among 12 pts without prior BTA use, a reduction in urine N-telopeptide of type I
collagen adjusted for urine creatinine (uNTX/Cr), a biomarker for bone resorption, was evident
by cycle 1 and sustained over time; the median reduction from baseline was -83.0% (range
-96.9% to-60.6%) atweek 5 (C2D1). Byweek 13 (C4D1), among8ptswithout prior BTAuse, the
median reduction in uNTX/Crwas -78.7% (range -93.1% to -64.6%). Daily NRS score showed a
continuous decrease during cycle 1 in all pts, themean reductions from baseline in average and
worst pain were -1.95 (SD: 1.21) and -1.90 (SD: 1.46) at week 2, respectively. By week 4, the
reductions were -2.46 (SD: 1.03) and -2.45 (SD: 1.45), respectively. Treatment-related AEs
(TRAEs) occurred in 7 (32%) pts (grade 1, n = 6; grade 2, n = 1), with the most common being
increased parathyroid hormone (PTH), the one grade 2 TRAE being rash. There were no TRAEs
leading to dose discontinuation. Conclusions: Preliminary data indicated promising anti-bone
resorption and analgesic effects, with a favorable safety profile for SHR-2017 in pts with bone
metastasis from breast cancer. The trial is ongoing to further evaluate SHR-2017 following
multiple dosing. Clinical trial information: NCT06380881. Research Sponsor: Jiangsu Hengrui
Pharmaceuticals Co., Ltd.
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Baseline circulating growth differentiation factor-15 and the cancer phenotype in
the PROACC-1 phase 2 study of the efficacy and safety of ponsegromab in patients
with cancer cachexia.

Eric Roeland, Susie M. Collins, Shelley des Etages-Wong, Shannon L. Lubaczewski, Tateaki Naito, Andrew Hendifar, Marie T. Fallon, Koichi Takayama, Timothy R. Asmis,
Richard Francis Dunne, Ira A. Jacobs, Michelle I. Rossulek, Ruolun Qiu, Jeffrey Crawford, Aditi Saxena, John Groarke; Knight Cancer Institute, Oregon Health & Science
University, Portland, OR; Pfizer, Inc., Cambridge, MA; Pfizer Inc, Groton, CT; Pfizer Inc., Collegeville, PA; Shizuoka Cancer Center, Shizuoka, Japan; Cedars–Sinai Medical
Center, Los Angeles, CA; The University of Edinburgh, Edinburgh, United Kingdom; Department of Pulmonary Medicine, Kyoto Prefectural University of Medicine, Kyoto,
Japan; The Ottawa Hospital Cancer Centre, Ottawa, ON, Canada; James P. Wilmot Cancer Center, University of Rochester Medical Center, Rochester, NY; Pfizer Inc., New
York, NY; Internal Medicine Research Unit, Pfizer Inc., Tampa, FL; Pfizer Inc., Cambridge, MA; Duke Cancer Institute, Duke University Medical Center, Durham, NC; Pfizer,
Inc., Boston, MA; Internal Medicine Research Unit, Pfizer Inc., New York, NY

Background: Growth differentiation factor-15 (GDF-15) is an emerging therapeutic target in
cancer cachexia. However, the association of circulating GDF-15 with the cancer cachexia
phenotype remains poorly characterized. Methods: Serum GDF-15 was measured using the
Roche Elecsys GDF-15 assay at screening in a phase 2, randomized trial of ponsegromab (an
investigational anti-GDF-15 monoclonal antibody) in patients with cancer cachexia, and an
elevated serumGDF-15 ($ 1500pg/mL) (NCT05546476). Cachexiawas defined by international
consensus criteria and sarcopenia by standardized sex-specific cut-off values for lumbar
skeletal muscle index. Cross-sectional associations of GDF-15 with various demographic
and clinical parameters were explored post-hoc using summary statistics and Pearson’s
correlation (with GDF-15 on the log10 scale). Results: A total of 187 patients were enrolled in
this study with a median (IQR) age of 67 (60-74) years and 37% were female. Baseline median
GDF-15 values were higher among patients with cachexia and colorectal and pancreatic
cancers, compared to NSCLC. GDF-15 elevation was higher in patients with stage IV disease,
sarcopenia, and worse performance status (Table). Higher GDF-15 levels were associated with
lower serum albumin (r = -0.31 [95% CI: -0.44, -0.177]) and pre-albumin (r = -0.17 [95% CI:
-0.31, -0.03]). No significant associationswere observed betweenGDF-15 levels and appetite or
fatigue assessments.Conclusions:Among patientswith cancer cachexia, GDF-15 elevationwas
more pronounced in those with more advanced cancer, sarcopenia, and worse performance
status. In addition, GDF-15 levels were negatively correlatedwithmarkers of nutritional status.
Clinical trial information: NCT05546476. Research Sponsor: Pfizer, Inc.

Demographic or Clinical Characteristic n Median (IQR) serum GDF-15, pg/ml

Age, years
- 18-44
- 45-64
- ‡65

6
70
111

2718 (2461, 8117)
4197 (2366, 9425)
3849 (2310, 7125)

Type of cancer
- NSCLC
- Pancreatic
- Colorectal

74
59
54

2701 (2114, 4094)
4714 (2408, 9561)
6468 (4106, 10052)

Interval from cancer diagnosis
- <1 year
- ‡1 year

96
91

4259 (2447, 8919)
3781 (2259, 6997)

Stage of cancer
- I/II
- III
- IV

16
34
137

3551 (2264, 6320)
3232 (2461, 5704)
4365 (2387, 8117)

Body mass index (BMI), kg/m2
- <20
- ‡20

99
88

3254 (2220, 6801)
5052 (2712, 8749)

% weight loss in 6 months prior to screening
- < 10%
- ‡ 10%

99
88

3849 (2290, 7677)
4118 (2381, 7595)

Sarcopenia status
- Yes
- No

144
40

4259 (2402, 7672)
2928 (2136, 8052)

ECOG Performance Status
- 0
- 1
- 2/3

33
123
31

2842 (2408, 5673)
4094 (2366, 8623)
5119 (2272, 7667)

Systemic anticancer therapy
- Platinum-based therapy
- Antimetabolite agents
- Biological agents
- Antimicrotubule agents
- PD-1 or PD-L1 inhibitors

68
100
40
73
30

5760 (3053, 10008)
5914 (2847, 10768)
5744 (3317, 9644)
4891 (2762, 9425)
2744 (2149, 4787)
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IPElife: Phase III, double-blind trial of cannabis sativa extract in pain management
and quality of life in patients with metastatic lung cancer.

Danielli Matias, Gessyca Sá, Roane Lia de Lima Siqueira, Lais Helena Silva Souza, Tiago Fonseca, Pedro Hortêncio Saboia Da Escossia Melo, Menilla Melo,
Kleyton Santos De Medeiros; Liga Norte Riograndense Contra o Câncer, Natal, Brazil; LIGA Norte Riograndense Contra O Cancer, Natal, Brazil; Universidade Federal do Rio
Grande do Norte, Natal, RN, Brazil; Ministério da Saúde, Natal, Brazil

Background: Pain and deterioration in quality of life (QoL) are among the most common and
problematic symptoms reported by patients with late-stage lung cancer. Thus, cannabis sativa
extract has been identified as a potencial adjuctive therapy for enhancing QoL and managing
symptoms, including oncology pain. Objective: The aim is to assess pain management and
quality of life in patients with locally advanced or metastatic lung cancer using cannabis sativa
extract.Methods: A randomized, prospective, double-blind, placebo-controlled, phase III trial
was conducted, which included patients, which included patients with locally advanced or
metastatic lung confirmed byhistopathology. Theparticipantswere subdivided into twogroups
of 20 patients each, with 1:1 allocation ratio. The primary outcome was pain control, measured
using the Visual Analog Scale (VAS) for pain. The secondary outcomes included quality of life,
assessed using the EORTC QLQ-C30 and its specific module for lung cancer (QLQ-LC13). The
cannabis sativa extract administration protocol involved dose escalation, starting at 10mg/day,
with titration every 5 days until the patients reached their goals or the maximum dose of
100mg/day. The questionnaires and the VAS scale were applied every 21 days from T1 to T5.
Continuous variables were analyzed using the paired t-test or signed-rank test, depending on
the date distribution.Results:Thedifference inmeanpain scores (measured using theEVA tool)
was greater in the CBD group compared to the placebo group between periods T1 and T5 (5.0 vs
3.7) (Table1). Similarly, the difference inmeanpain scores, asmeasured using the EORTC-QLQ-
C30 scale (47.2 vs 35.7), favored the CBD group. Regarding the quality of life analysis, in the
overall assessment date were not statistically significant, however difference was observed in
the levels of insomnia (p-value 0.01) and dyspnea (p-value 0.02) between patients in the CBD
and placebo groups, with results favoring the CBD group. Conclusion: The cannabis sativa
extract may be considered an adjuvant in themanagement of pain and quality of life in patients
with metastatic lung cancer and locally advanced. Clinical trial information: 6.036.463. Re-
search Sponsor: GreenCare Pharma.

Pain control analysis by the EVA scale between times.

T1 T3 T5

Mean (SD) Mean (SD) Mean (SD)
CBD group 7.2 (2.1) 3.3 (2.6) 2.2 (2.4)
Placebo group 7.4 (1.8) 3.7 (3.1) 3.7 (3.3)

Average EVA scale scores by group and time.
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eHealth disease educational intervention vs. outpatient palliative care as usual
among incurable cancer patients cared by family caregivers at home.

Ying Yu, Hao Xue, Chen Suo, Hui Wang, Yanyu Pang, Chunhui Ji, Wanwan Hou, Yuting Lu, Dantong Lu, Leqing Sang, Jia Xu, Leming Shi, Jiayun Zhang, Ji Liang, Weiwei Zhao,
Xingdong Chen; State Key Laboratory of Genetic Engineering, Human Phenome Institute, Zhangjiang Fudan International Innovation Center, Fudan University, Shanghai,
Shanghai, China; Department of Epidemiology, School of Public Health, Fudan University, Shanghai, Shanghai, China; Oncology Department of Guang’An Men Hospital,
China Academy of Chinese Medical Science, Beijing, Beijing, China; Department of Infection Control, Obstetrics & Gynecology Hospital of Fudan University, Yangtze River
Delta Integration Demonstration Zone (QingPu), Shanghai, Shanghai, China; Shanghai Medical College, Fudan University, Shanghai, Shanghai, China; School of Public
Health, Key Lab of Health Technology Assessment (National Health Commission of the People’s Republic of China), Fudan University, Shanghai, Shanghai, China; Fudan
University Taizhou Institute of Health Sciences, Taizhou, Jiangsu, China; Cancer Institute, Fudan University Shanghai Cancer Center, Shanghai, China; Shanghai Xingchuan
Health Tech Ltd. Co., Shanghai, Shanghai, China; Department of Integrated Therapy, Fudan University Shanghai Cancer Center; Department of Oncology, Shanghai Medical
College, Fudan University, Shanghai, Shanghai, China; Yiwu Research Institute of Fudan University, Yiwu, Zhejiang, China

Background:Todeterminewhether ehealth disease educational interventions (eDEI)with fast-
delivering interfaces and concise keymessages can enhance capability of family caregivers and
improve physical and psychological aspects of health-related quality of life (HRQoL) of in-
curable cancer patients at home. Methods: A randomized, open-label controlled trial was
conducted in cancer center in Shanghai, China. Eligible participants (age$18 years) with
incurable cancer receiving palliative care and Karnofsky performance# 70, along with a family
caregiver (age $18 years), were randomly assigned 1:1 to either intervention (eDEI plus
palliative care as usual (CAU)) or control group (CAU only). eDEI as a mobile application
provides family caregivers with texts, audios and videos of symptom/side effect management
andnursing skills. The intervention lasted for twomonths.The primary outcomeswere physical
aspects of HRQoL on the European Organization for Research and Treatment of Cancer Core
Quality of Life Scale (EORTC QLQ-C30) and psychological aspects of HRQoL on the Hamilton
Anxiety Rating Scale (HAM-A) from baseline to the end of 2nd month. The secondary outcome
was caregiver satisfaction on a questionnaire focusing on skill enhancement using Mann-
Whitney tests at the end of 2nd month. The exploratory outcome was survival benefit using
Kaplan-Meier method with log rank hazard model from the enrollment to the death. The
primary analyses were based on intention-to-treat principles, covering all patients who
completed baseline assessment. False discovery rate (FDR) was used for multiple testing
correction. Results: From Jul 28 to Nov 3, 2023, 154 eligible patients with family caregivers
were randomly and evenly assigned to the intervention group and control group. 74 and 73
patients with their caregivers, in the intervention and control group respectively, completed
baseline assessment. Among the 147 patients (mean age 59.9 years, 42.9% female) from
baseline to the end of 2nd month, Linear Mixed Model analyses showed that the intervention
group had significant improvement of HRQoL compared with the control group, evidenced by
EORTC QLQ-C30 score (FDR-adjusted p , 0.0001, Cohen’s d 0.42) and HAM-A score (FDR-
adjusted p , 0.0001, Cohen’s d -0.43). There was a significant difference of caregiver satis-
faction at the end of 2nd month (mean difference score 0.57, p , 0.0001, Cohen’s d 1.19).
Besides, a post-trial exploratory survival analysis showed that the intervention group had
longer survival compared to the control group (median 220 days vs. 141 days, p = 0.012, hazard
ratio 1.83, 95%CI 1.14 to 2.92) after adjustment of baseline characteristics. Conclusions: The
fast-delivering and concise eDEI can enhance caring capability of family caregivers, improve
physical and psychological aspects of HRQoL, and prolong survival among incurable cancer
patients. Clinical trial information: 2300077346. Research Sponsor: None.

SYMPTOM SCIENCE AND PALLIATIVE CARE



12063 Poster Session

Impact of elinzanetant on sleep disturbances and quality of life in women un-
dergoing adjuvant endocrine therapy for breast cancer: Phase 3 OASIS 4 trial.

Donal J. Brennan, Fatima Cardoso, Paula Briggs, Gilbert Donders, Nick Panay, Nazanin Haseli Mashhadi, Cecilia Caetano, Claudia Haberland, Kaisa Laapas, Christian Seitz,
Lineke Zuurman, Maja Franscuski; UCD School of Medicine, Dublin, Ireland; ABC Global Alliance, Lisbon, Portugal; Liverpool Women’s Hospital, Liverpool, United Kingdom;
Department of Clinical Research for Women, Tienen, Belgium; Queen Charlotte’s & Chelsea Hospital, London, United Kingdom; Bayer plc, Reading, United Kingdom; Bayer
CC AG, Basel, Switzerland; Bayer AG, Berlin, Germany; Bayer Oy, Espoo, Finland

Background: Vasomotor symptoms (VMS) and sleep disturbances are common in women
taking adjuvant endocrine therapy (AET) for hormone receptor-positive (HR+) breast cancer
and can impact quality of life and treatment adherence, potentially affecting breast cancer
outcomes. There are few efficacious treatments and none approved in this indication. Elinza-
netant (EZN) is a dual neurokinin-1 and -3 receptor antagonist in development for the
treatment of VMS. Methods: OASIS 4 (NCT05587296) is a 52-week randomized, placebo-
controlled phase 3 trial evaluating the safety and efficacy of EZN for the treatment of VMS in
women taking AET forHR+breast cancer.Women aged 18–70 years being treated for, or at high
risk of developing, HR+ breast cancer and experiencing $35 moderate-to-severe VMS/week
associatedwith tamoxifen/aromatase inhibitorswere randomized 2:1 to receive EZN 120mg for
52 weeks or placebo for 12 weeks followed by EZN for 40 weeks. Impact of EZN on sleep
disturbances andmenopause-related quality of life were evaluated as key secondary endpoints,
measured by mean changes from baseline to week 12 in Patient-Reported Outcomes Measure-
ment Information System Sleep Disturbance Short Form (PROMIS SD SF) 8b total T-score and
Menopause-specific Quality-Of-Life questionnaire (MENQOL) total score, respectively. These
endpoints were analyzed using a mixed model with repeated measures (one-sided p-values).
Results:At baseline,mean (standard deviation [SD]) PROMIS SD SF 8b total T-scoreswere 60.6
(6.3) in the EZN group and 60.7 (6.8) in the placebo group, corresponding to moderate sleep
disturbances based on established thresholds in a reference population. At week 12, reductions
from baseline in PROMIS SD SF 8b total T-score were -10.6 (8.2) and -4.1 (7.4) in respective
groups, suggesting an improvement in sleep disturbance. Reductions between EZN and placebo
showed a statistically significant difference (least squares [LS] mean difference [95% confi-
dence interval (CI)]: -6.1 [-7.5, -4.8]; p,0.0001). Mean (SD) MENQOL total scores at baseline
were 4.8 (1.2) in the EZN group and 4.8 (1.3) in the placebo group. At week 12, reductions from
baseline in MENQOL total score were -1.3 (1.1) and -0.5 (1.2), respectively, corresponding to an
improvement in menopause-related quality of life. Reductions between EZN and placebo
showed a statistically significant difference (LS mean difference [95% CI]: -0.7 [-0.9, -0.5];
p,0.0001). Reductions in PROMIS SD SF 8b total T-scores and MENQOL total scores were
maintained in both treatment groups throughout the 52-week treatment period. Conclusions:
EZN demonstrated efficacy in reducing sleep disturbance and improving quality of life in
women undergoing AET for breast cancer. Concomitant intake of EZN and AET may improve
tolerability and adherence to AET, with a potentially favorable impact on breast cancer out-
comes. Clinical trial information: NCT05587296. Research Sponsor: Bayer.
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Nationwide trends and disparities in end-of-life care for acute myeloid leukemia: A
2019–2021 NIS analysis of palliative care utilization and hospitalization costs.

Nandhini Iyer, Krishna Doshi, Sripada Preetham Kasire, Sandeep Guntuku, Jacob D. Bitran; MacNeal Hospital, Loyola Medicine, Berwyn, IL; Jacobi Medical Center/North
Central Bronx, NYC Health and Hospitals, Bronx, NY; Mamata Medical College, Khammam, India; Advocate Lutheran General Hospital, Park Ridge, IL

Background:Acutemyeloid leukemia (AML) is a life-threatening hematologicmalignancywith
high morbidity and mortality, particularly among older adults. Early integration of palliative
care (PC) has been shown to improve symptom management, quality of life, and healthcare
outcomes in AML patients. However, significant disparities in PC utilization persist, driven by
socioeconomic factors such as race, income, and insurance status. This study examines trends
in PC use amongAML inpatients, focusing on its impact onmortality, hospitalization costs, and
complications, while highlighting barriers to equitable care access. Methods: We conducted a
retrospective cohort study utilizing the National Inpatient Sample (NIS) database from 2019 to
2021, identifying AML patients via ICD-10 codes, and were classified based on their PC
utilization. The Institutional Review Board (IRB) approval was not mandatory since the NIS
contains deidentified data. The primary outcome was inpatient mortality, with secondary
outcomes including length of stay (LOS), total hospital costs, and key complications. Statistical
analysis included t-tests, chi-square tests, and multivariable logistic regression adjusting for
demographic, socioeconomic, and hospital factors. Results: A total of 220,790 AML hospital-
izations were identified, with 27,540 (12.4%) utilizing PC. PC patients were older (67.41 vs.
58.65 years, p , 0.01) and predominantly White (75.27% vs. 70.70%, p , 0.01). Odds of PC
utilization were lower for Black (OR 0.9, p = 0.05), Hispanic (OR 0.7, p , 0.01), and Asian (OR
0.77, p , 0.01) patients. Utilization was highest in urban teaching hospitals (89.2%, p , 0.01)
and Medicare patients (OR 1.87, p , 0.01), followed by private insurance (22.99%), Medicaid
(8.91%), and self-pay patients (1.38%). Mortality was significantly higher in the PC group
(37.4% vs. 4.42%, OR 11.74, p , 0.01). Secondary outcomes included longer stays (12.94 vs.
12.25 days, p , 0.01), higher costs ($214,915 vs. $174,193, p , 0.01), and more complications
(tumor lysis syndrome, stroke, thrombocytopenia, sepsis, anemia; all p , 0.01). Conclusions:
Palliative care in AML patients was associated with higher mortality, longer hospital stays,
increased costs, and complications, likely reflecting its introduction atmore advanced stages of
the disease. These findings underscore the urgent need for earlier integration of palliative care
into treatment protocols. Addressing barriers such as healthcare inequities and improving
access to timely interventions could enhance patient quality of life, reduce complications, and
optimize resource utilization, ultimately fosteringmore equitable, efficient, and cost-effective
care for AML patients. Research Sponsor: None.
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Early palliative care, intensity of end-of-life care, and their impact on overall survival
in cancer patients: A real-world study.

Sebastien Salas, Elodie Crétel Durand, Aude Le Blay, Karine Baumstarck, David Lapalus, Geraldine Capodano, Chrystelle Gastaldi, Steve Nauleau, Philippe Debourdeau; Aix-
Marseille University, Marseille, France; ARS PACA, Marseille, France; Dispositif Spécifique Régional du Cancer OncoPaca-Corse, Marseille, France; Aix-Marseille Univ,
School of Medicine-La Timone Medical Campus, EA 3279 Ceress-Health Service Research and Quality of Life Center, Marseille, France; Institut Paoli-Calmettes, Marseille,
France; Joseph Imbert Hospital, Arles, France

Background:Early palliative care (EPC) and reduced aggressive end-of-life (EOL) interventions
improve quality of life in advanced cancer. While trials suggest a potential survival benefit, the
real-world impact on overall survival (OS) remains underexplored. This study examines the
association between palliative care (PC) timing, EOL care intensity, and OS in a large real-world
cohort. Methods: We conducted a population-based study using the French health claims
database (SNDS) for patientswithmetastatic solid tumors diagnosedwithin 2 yearswho died in
2022. Patients with hematologic malignancies or PC initiated before metastasis were excluded.
Patients were stratified by PC referral timing: no PC, EPC (#2months post-diagnosis), and late
PC (LPC) ( . 2 months post-diagnosis). EOL care intensity was assessed using Earle criteria
(care structure/processes) andMIEOL criteria (physically invasive interventions). The primary
endpointwasOS (time fromdiagnosis todeath).Results:Among 159,288decedents, 85,192met
inclusion criteria (no PC = 27,325; EPC = 29,016; LPC = 28,851). Digestive (n = 29,668) and
pulmonary (n = 17,065) cancers predominated. Patients with EPC/no PC had higher poor-
prognosis adapted Charlson scores than LPC (23.6% and 23.4% vs. 18%, p , 0.001). EOL
aggressiveness was greater in no PC compared to EPC/LPC (Earle $1: 51.4% vs. 23.4% vs.
21.6%;MIEOL$1: 25.7% vs. 16.9% vs. 17.6%; p, 0.001). Mean OS differed significantly (no PC:
1676 190 ; EPC: 746 100 days days; LPC: 3446 182 days; p,0.001). LPCwas associatedwith the
longest OS. Patients meeting Earle and MIEOL criteria were significantly associated with
shorter survival (p , 0.001). Conclusions: This real-world analysis revealed no survival
advantage with early PC initiation, likely reflecting clinical fragility in these patients. Early
referral often signifies advanced disease rather than a direct survival benefit of PC itself. LPC
was linked to the longest survival, emphasizing the need for graduated PC from metastatic
diagnosis. No PCwas associatedwith higher EOL care intensity, which did not improve survival,
highlighting possible unreasonable overtreatment. Research Sponsor: None.
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Socioeconomic disparities in palliative care utilization among children with late-
stage bone and soft tissue sarcomas: A National Cancer Database analysis.

Paul Phan, Charbel Chidiac, Jaime Shalkow, Daniel S. Rhee; Johns Hopkins University School of Medicine, Baltimore, MD; Johns Hopkins Children’s Center, Baltimore, MD;
ABC Cancer Center, Mexico City, Mexico

Background: Palliative care seeks to improve the quality of life for many children living with
cancer, but it remains underused. Racial and socioeconomic disparities have been identified in
the receipt of palliative care among adult patients with advanced soft-tissue sarcomas and
metastatic renal cell carcinoma. Our study seeks to determine if similar barriers exist in
palliative care receipt among pediatric patients with late-stage bone and soft tissue sarcomas.
Methods: We used the National Cancer Database (NCDB) to perform a retrospective review of
children aged 0-25 with Stages III and IV bone and soft tissue sarcomas from 2004 to 2022. We
used a 1:1 propensity score matching algorithm to compare the utilization of palliative treat-
ment by race and ethnicity and to balance potential confounding covariates. Kaplan-Meier
estimation was utilized for survival analysis. Results: A total of 8,030 patients were included in
this analysis. Of these patients, 375 (4.7%) received at least one form of palliative treatment,
including surgery (n=31), radiation (n=99), chemotherapy (n=55), pain management (n=98),
multiple modalities (n=77), and others (n=15). The median age was 16 years (IQR: 12-20).
Osteosarcoma (29.2%) was most common, followed by Ewing’s sarcoma (28.1%), non-
rhabdomyosarcoma soft tissue sarcoma (21.6%), and rhabdomyosarcoma (21.0%). The 5-
year overall survival rate was 14.7% (95% CI 11.2%-19.3%) for patients receiving palliative
care versus 44.7% (95% CI 43.6%-45.9%) for those who did not. After propensity score
matching, non-Hispanic Black children were found to be less likely to receive palliative care
than non-Hispanic White children (3.4% vs. 5.9%, p = 0.047). Hispanic children were also less
likely to receive palliative treatment than non-Hispanic White children (2.5% vs. 5.5%, p =
0.007). Conclusions: Hispanic and Black children with sarcomas were less likely to receive
palliative care compared to White children. Further research is warranted to understand the
impact of other factors contributing to palliative care receipt and how theymay be addressed to
optimize the quality of life in sarcoma treatment in children. Research Sponsor: None.

Post-propensity score matching univariate analysis for palliative care use by race and ethnicity.

Palliative
Care
Utilization*

RACE ETHNICITY
Total

(n=1286)
Non-Hispanic
White (n=643)

Non-Hispanic
Black (n=643)

p-
value

Total
(n=1418)

Non-Hispanic
White (n=709)

Hispanic
(n=709)

p-
value

No 1226
(95.3%)

605 (94.1%) 621 (96.6%) 0.047 1361
(96.0%)

670 (94.5%) 691
(97.5%)

0.007

Yes 60 (4.7%) 38 (5.9%) 22 (3.4%) 57 (4.0%) 39 (5.5%) 18 (2.5%)

*Patients were matched based on age at diagnosis, sex, insurance status, median income of county of
residence, high school graduation percentages of county of residence, mean tumor size, primary tumor
sjte, AJCC stage, and presence of metastases at diagnosis.
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Androgen deprivation therapy and quality of life: A concept map analysis.

David Lazris, Yael Schenker, Shane Belin, Jennifer Jones, Jessica Burke, Risa Liang Wong; University of Pittsburgh Medical Center (UPMC), Pittsburgh, PA; Palliative
Research Center (PaRC) and Department of Medicine, Division of General Internal Medicine, Section of Palliative Care and Medical Ethics, University of Pittsburgh,
Pittsburgh, PA; Palliative Research Center (PaRC) and Department of Medicine, Pittsburgh, PA; University of Pittsburgh School of Public Health, Pittsburgh, PA; UPMC
Hillman Cancer Center, Pittsburgh, PA

Background: Androgen deprivation therapy (ADT) is the backbone of systemic treatments for
prostate cancer (PC), but is associatedwith side effects that decrease quality of life (QOL). There
lacks a robust qualitative exploration of the nuanced entirety of physical, mental, and social
changes men experience during ADT. While interventions typically focus on metabolic and
cardiovascular effects, it is unclear if these are the most impactful contributors to QOL as
experienced by men themselves. Methods: We conducted concept mapping, a participatory
mixed-methods research approach, involving item generation, pile sorting, and rating to
identify and categorize side effects of ADT. Thirty men who started ADT for PC in the past
3-12 months and reported undesirable changes from ADT participated. Men on oral androgen
axis inhibitors were included, but those receiving other systemic therapies or with comorbid-
ities that could confound results were excluded. Men who had surgery or radiation for PC were
enrolled after $3 months post-treatment. We conducted semi-structured brainstorming in-
terviews to generate lists of undesirable changes participants experienced. Study team mem-
bers reviewed each list for completeness, then combined all 676 items into 79 unique items.
Fifteen participants sorted these items into named groups and rated each item on a 1-5 Likert
scale for the following questions (5 representing maximal response): “After starting ADT, how
much did this change negatively affect your life?” and “After starting ADT, how much
additional support would you have liked to receive for the following change?” GroupWisdom
ConceptMapping software generated a clustermap and calculatedmean Likert scale ratings for
each cluster.Results: Based on participant sorting, itemswere grouped into fourmain clusters:
Physical Manifestations; Sexual Changes; Mental Health Changes & Concerns of Stigma; and
Motivational Changes (13 iterations, stress value 0.29). The Table presents sample items and
mean Likert scale cluster ratings. Conclusions: While men on ADT reported expected physical
and sexual changes, qualitative interviews uncovered changes in motivation, mental health,
and concerns of stigma. Men reported sexual changes as having the largest negative impact on
QOL. The concept mapping can be utilized to provide anticipatory guidance to men starting
ADT, as well as guide the development of supportive interventions. Research Sponsor: None.

Cluster Example Items

Negative Affect
on Life Rating (1-5;
5=Most Negative)

Additional Support
Wanted Rating (1-5;
5=Most Support

Wanted)

Physical Manifestations - Physical Strength Decreased 2.6 2.1
Sexual Changes - Sex Drive/Libido Diminished 2.9 2.0
Motivational Changes - Wanting to Sit and Do Nothing/

Watch TV; Being Less Active;
Feeling "Lazy"

2.2 1.7

Mental Health Changes
& Concerns of Stigma

- Not Wanting to Share Infor-
mation About Diagnosis/
Treatment with Others
-More Pessimistic/Less

Optimistic

1.8 1.5
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Care needs and considerations for implementing a community-based palliative care
program for women with breast or cervical cancer in three Nigerian states.

Igoche David Peter, Sussan Israel-Isah, Ambi Ibrahim, Victoria D. Igbinomwanhia, Temitope Olukomogbon, Emeka Odiaka, Joseph Ashaolu, Elima Jedy-Agba; Limi
Children’s Hospital, Abuja-Fct, Nigeria; Institute of Human Virology, Abuja Fct, Federal Capital Territory, Nigeria; Institute of Human Virology, Abuja, Nigeria; Institute of
Human Virology, Abuja-Fct, Federal Capital Territory, Nigeria; Institute for Global Health Innovations, Duy Tan University, Da Nang, Viet Nam

Background: Breast and cervical cancer pose a significant public health burden in most sub-
Saharan African countries including Nigeria.With ~70%of cases presenting at late stages (III &
IV), high mortality is often a characteristic feature. This underscores the critical need for
comprehensive palliative care services to improve the quality of life for Nigerian women with
breast and cervical cancers. Despite the growing recognition of this need, there is limited
evidence for integrating community resources into cancer-directed palliative care services in
Nigeria, hence this study explored the needs of Nigerian women with breast or cervical cancer,
and their caregivers, and sort to identify resources necessary for developing a robust palliative
care initiative across the community and healthcare facility settings.Methods:We conducted a
qualitative study including 45 purposively sampled adult female caregivers of women with
breast or cervix cancers, from 3 states in Nigeria: Abuja-Federal Capital Territory, Nasarawa,
and Rivers states respectively. Focus Group Discussions using semi-structured interview guide
were carried out and included questions about cancer care needs of both caregivers and the
patients, including considerations for implementing a community-based palliative care pro-
gram. Data were analysed using thematic analysis for deductive identification of key themes,
while allowing for new themes to emerge inductively, and then we phenomenologically in-
vestigated respondents’ palliative care needs perceptions and their meaning. Results: Four
overarching themeswere identified namely, i) needs ofwomenwithbreast or cervical cancer, ii)
needs of caregivers, iii) human resources for community-based palliative care, and iv) feasi-
bility of a community-based palliative care program. Respondents revealed that to attain
wholistic wellbeing for women with breast or cervical cancer, their peculiar needs and those
of their caregivers which were largely unrecognised deserve attention. Adequate human re-
sources, including trained healthcare workers and support staff, and clearly defined feasibility
criteria for palliative care, were identified as crucial for the successful implementation of a
community-based palliative care program. Conclusions: A community-based palliative care
program forNigerianwomenwith breast or cervical cancerwill be acceptable and feasible if it is
designed to address thepeculiarmedical andnon-medical needs of both the cancer patients and
their caregivers. Research Sponsor: German government.
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Granisetron transdermal delivery system for nausea and vomiting prophylaxis in
HER2-positive metastatic breast cancer patients receiving pyrotinib and capeci-
tabine: A single-arm phase II study.

Jun Cao, Xichun Hu, Biyun Wang, Zhonghua Tao, Leiping Wang, Ting Li, Juan Jin, Mingchuan Zhao, Chengcheng Gong, Haitao Miao, Yannan Zhao; Department of Medical
oncology, Fudan University Shanghai Cancer Center, Shanghai, China; Department of Medical Oncology, Fudan University Shanghai Cancer Center, Shanghai, China;
Department of Breast Cancer and Urological Medical Oncology, Fudan University Shanghai Cancer Center, Shanghai, China; Department of Breast and Urologic Medical
Oncology, Fudan University Shanghai Cancer Center, Shanghai, China

Background: The efficacy of granisetron transdermal delivery system (GTDS) in managing
nausea and vomiting caused by intravenous chemotherapy is well-established; however, its
effectiveness for emesis induced by oral antineoplastic agents remains unclear. This study
aimed to evaluate the efficacy and safety of GTDS for the prophylaxis of nausea and vomiting in
patients receiving daily oral anticancer agents withmoderate emetic risk, specifically pyrotinib
combined with capecitabine for HER2-positive metastatic breast cancer (mBC). Methods: A
single-arm, single-center phase II trial was conducted, enrolling 77 patients with HER2-
positivemBC. Patients received 2 consecutive doses of GTDS (with a 7-day interval between the
doses) during the first treatment cycle (21 days) of pyrotinib (400 mg daily, days 1–21) and
capecitabine (1000 mg/m² twice daily, days 1–14). The dual primary endpoints were the
complete response (CR) rate of nausea and vomiting (no emesis and no rescue medication)
and the incidence of $grade 3 diarrhea. Secondary endpoints included complete control (CC)
rate, daily emesis/nausea frequency and adverse events (AEs). Results: During the first treat-
ment cycle, 62.3% of patients achieved CR, and the CC rate was 54.5%. Weekly CR rates were
79.2%, 70.1%, and 79.2% in weeks 1, 2, and 3, respectively, while CC rates were 72.7%, 61.0%,
and 70.1%, respectively. The mean daily number of emetic episodes ranged from 0.1 to 0.6,
peaking in week 2. The mean daily nausea scores ranged from 0.6 to 1.1, with a slight increase
starting from day 4. Grade 3 diarrhea occurred in 28.6% of patients, peaking on day 7. AEs were
reported in 53.25% of patients, with the most common being gastrointestinal symptoms,
fatigue, and rash. No QT prolongation was observed. Conclusions: Prolonged administration of
GTDS demonstrated efficacy and safety in preventing nausea and vomiting in HER2-positive
mBC patients receiving daily oral pyrotinib and capecitabine; however, it did not reduce the
incidence of $ grade 3 diarrhea. Clinical trial information: NCT04472143. Research Sponsor:
None.
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Efficacy of Chinesemedicine compound Fufang E’jiao Syrup for symptom burden of
cancer-related fatigue in patients with advanced cancer: A randomized clinical trial.

Shanshan Gu, Yun Xu; Department of Oncology, Xiyuan Hospital of China Academy of Chinese Medical Sciences, Beijing, China

Background: Cancer-related fatigue (CRF) is often accompanied by a high symptom burden,
significantly impacting the quality of life in patients with advanced cancer. Traditional Chinese
medicine compound Fufang E’jiao Syrup (FFEJS) has shown promising potential in alleviating
fatigue and reducing the overall burden of cancer-related symptoms. This study aims to
investigate the efficacy and safety of FFEJS in reducing symptom burden in patients with
advanced cancer. Methods: This multicenter, double-blinded, placebo-controlled trial was
conducted across 29 hospitals in China and included 611 patients with advanced non-small cell
lung cancer, colorectal cancer, or gastric cancer experiencing moderate-to-severe fatigue
(Visual Analogue Fatigue Scale score $ 4). Participants were randomized to receive FFEJS
(20 mL, 3 times daily) or placebo for six weeks. The primary outcome was the change in
symptom burden, assessed via the Edmonton Symptom Assessment Scale (ESAS; score range
0-110, higher scores indicate greater burden). Secondary outcomes included changes in 11
individual symptoms (e.g., tiredness, depression, pain) and the incidence of adverse events.
Linearmixedmodelswere used for statistical analysis.Results:Among611 patients randomized
(303 received FFEJS and 308 received placebo; 210 [34.4%] had non-small cell lung cancer, 201
[32.9%] had colorectal cancer, and 200 [32.7%] had gastric cancer; mean [SD] age 62.8 [9.3]
years; 413 [68.6%]male; mean [SD] baselinemean total symptom burden 38.96 [15.68] points,
503 (82.3%) completed the primary end point analysis. At week 6, FFEJS demonstrated a
significantly greater reduction in total symptom burden compared to placebo (6.67 vs 3.16;
adjusted mean difference: 3.51[95% CI 1.21–5.8]; P = .004). Patients in the FFEJS arm showed
significant improvements in tiredness (1.68 vs 0.79; adjusted mean difference, 0.89 [95% CI,
0.62-1.18]; P , .001), drowsiness (1.13 vs 0.50; adjusted mean difference, 0.63 [95% CI, 0.32-
0.95]; P , .001), pain (0.34 vs 0.01; adjusted mean difference, 0.33 [95% CI, 0.08-0.62]; P =
.049), depression (0.41 vs -0.15; adjusted mean difference, 0.56 [95% CI, 0.28-0.86]; P = .003)
compared with the placebo arm. Subgroup analysis revealed greater symptom reduction in
geriatric patients ($ 60 years; P , .001) and in non-small cell lung (P = .044) and colorectal
cancer (P = .047), compared to gastric cancer (P = .123). Conclusions: FFEJS significantly
reduced total symptom burden and improved fatigue-related symptoms in patients with
advanced cancer. Subgroup analysis highlighted enhanced efficacy in geriatric populations
and certain cancer types. These results highlight the potential of FFEJS as a valuable integrative
therapy for improving symptom management and quality of life in advanced cancer care.
Clinical trial information: NCT04147312. Research Sponsor: National Key Research and Devel-
opment Program of China.
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Single low-dose 5-mg versus 8-mg dexamethasone with NEPA for the 168-h
prevention of highly or moderately emetogenic (high-risk patients)
chemotherapy-induced nausea/vomiting: An open-label, randomised, controlled,
phase 3 trial.

Xiao Li Xiao, Jun Zhang, Yuting He, Bowen Zheng, Fanzhuoran Lou, XinTian Huang; Department of Oncology, Zhongshan Hospital of Xiamen University, School of Medicine,
Xiamen, Fujian, China; Department of Oncology, Rui Jin Hospital, Shanghai Jiao Tong University School of Medicine, Shanghai, China; Department of Oncology, Zhongshan
Hospital of Xiamen University, School of Medicine, Xiamen University, Xiamen, China; National Institute for Data Science in Health and Medicine, Xiamen University,
Xiamen, China

Background: Tailoring Dexamethasone (DEX) dosing to reduce corticosteroid exposure is a
challenging issue in the chemotherapy induced nausea /vomiting(CINV) management. This
study aims to identify the efficacy of single low-dose 5mg versus 8mg dex with nepa for the
168h prevention of highly or moderately emetogenic (high-risk patients) CINV.Methods: This
open-label, randomized trial compared the efficacy and safety of 5 mg versus 8 mg DEX
regimens, both with NEPA, in patients receiving MEC or HEC chemotherapy. Patients were 1:1
randomized to 5mg or 8mg groups. The primary endpoint was complete response (no emesis,
no rescue medication) from 0 to 168 hours. Secondary endpoints included total control,
complete control, and daily CINV incidence. This studywas registeredwith ChiCTR2400089311.
Results: From June 20, 2024 to June 20, 2025, a total of 164 eligible individuals were assigned at
random to the 5 mg or 8 mg DEX treatment arms.Primary efficacy endpoints:The overall CR
rates for the prevention of CINV, observed throughout the study period, were 91.7% in the 5mg
group and 92.5% in the 8mg group (P=0.400) . In the acute phase, the CR rates were 97.9% for
the 5mg group and 97.5% for the 8mg group (P=1.000). During the delayed phase, the CR rates
were 91.7% for the 5 mg group and 92.5% for the 8 mg group (P=1.000). In the long-delayed
phase, the CR rates were 93.8% for the 5 mg group and 97.5% for the 8 mg group (P=0.744).
Secondary efficacy endpoints: During thewhole observation period, the total control rateswere
77.1% for the 5 mg group and 62.5% for the 8 mg group (P=0.208); the complete control rates
were 85.4% for the 5 mg group and 87.5% for the 8 mg group(P=1.000). Secondary safety
endpoints: The safety profiles of both dosages were similar and majority of treatment-related
adverse events (TRAEs) weremild tomoderate (grades 1 or 2), with no significant differences in
the occurrence or severity of TRAEs (hyperglycemia, indigestion/heartburn or reflux and
constipation, prevalence of QTcB interval prolongation or increase ect) would warrant partic-
ular concern. Conclusions: This study identify single low-dose 5mg DEX is equally effective as
8mg DEX with NEPA for the 168h Prevention of HEC or MEC (high-risk patients) CINV.
Moreover, the 5mg DEX group has better therapeutic safety. It offers evidence-based recom-
mendations for using a lower dose of DEX in combination with NEPA for the prevention and
treatment of CINV. These promising results pave the way for reduction of DEX in antiemetic
care. Clinical trial information: ChiCTR2400089311. Research Sponsor: None.
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A novel staging system for cancer cachexia.

Syed Hasan Raza Jafri, Julie Haewon Rowe, Jessica Trevino Jones, Putao Cen, Anneliese Gonzalez, NehaMaithel, Amirali Tahanan, Yi-Ping Li, Mohammad Hossein Rahbar;
The University of Texas Health Science Center at Houston (UTHealth Houston) McGovern Medical School, Houston, TX; UT San Antonio, San Antonio, TX; University of
Texas Medical School at Houston, Houston, TX; University of Texas at Houston Health Science Center, McGovern Medical School, Houston, TX; The University of Texas
Health Science Center at Houston, Houston, TX; UT Health McGovern School of Medicine, Houston, TX

Background: Cancer cachexia affects a large percentage of advanced cancer patients. It’s
defined by a consensus definition of unintentional .5% body weight loss over six months.
There is no standard way of assessing severity of cancer cachexia. We developed a novel cancer
cachexia staging system based on routine clinical parameters. Methods: In a prospective case
control study of newly diagnosed cancer patients to identify biomarkers of cancer cachexia,
cases were patients with stage III/IV cancer and .5% body weight loss and serum albumin
of ,3.5g/dl. Controls were patients with stage I-III without weight loss and serum albumin
of$3.5g/dl. Patients were prospectively followed up between April 2020 and August 2024 with
blood biomarkers, anthropometric measurements and radiological parameters. Utilizing data
from cases only a novel cancer cachexia staging system was developed called (University of
Texas) UT Cancer Cachexia Staging Systemusing 4 clinical parameters namely bodymass index
(BMI), serum albumin (Alb), neutrophil to lymphocyte ration (NLR) and resting heart rate
(RHR). Using quartiles as cut off for eachof these four variables, patientswere divided into three
groups and given a score of 0.5, 1.5 or 2.5 (Table). The cumulative score of each patient was
calculated based on individual values of these 4 variables at the time of diagnosis and then
categorized into stage I (#5), Stage II (5-7) or Stage III (.7) cancer cachexia. Kaplan-Meier
survival curveswere generated for patients in each stage. The univariable Cox regressionmodel
was used to compare hazard ratios across the 3 stages. Themultivariable Cox regressionmodel
was employed to compare hazard ratios between the stages, adjusting for other key demo-
graphic and clinical covariates. Results: A total of 109 patients were enrolled in the cachexia
group (Male=69, Females=40, Median age = 69 years). The cancer types included Lung cancer
(n=50), GI cancers (n=41) andother cancers (n= 18). Therewere49patients (45%)patientswith
stage I cachexia, 40 (36%) with stage II and 20 (18%) with stage III cachexia. Median overall
survival (OS) for patients with stage I cancer cachexia was 11.4 months, for stage II 6.5 months
and for stage III 3.5 months. In univariate cox-regression model the difference in hazard ratio
between stage I and stage II patients was statistically significant (p=0.004) as was between
stage I and stage III (P =0.007). In multi-variable Cox-regression model controlling for age,
gender and cancer type, patients with stage II and III cancer cachexia had significantly worse
outcome as compared to patientswith stage I cancer cachexia. Conclusions:UT cancer cachexia
staging system represents a novel staging systemwhich should be validated on a larger data set.
Once validated this can help guide clinical management as well as clinical research in patients
with cancer cachexia. Research Sponsor: U.S. National Institutes of Health; R01 AR063786-
06A1; National Center for Advancing Translational Sciences (NCATS); 1UM1TR004906-01.

Development of cancer cachexia staging system based on BMI, albumin, NLR and RHR by using quartiles
as cutoff points in the case group (n=109).

Score=0.5 Score=1.5 Score=2.5

Variable Cutoff Number of patients Cutoff Number of patients Cutoff Number of patients

BMI $29 26 21-29 56 ,21 26
Albumin $3.2 30 2.3-3.2 60 ,2.3 18
NLR ,3 30 3-8 50 .8 28
RHR* ,73 25 73-95 57 .95 26

UT cancer cachexia stage groups defined by using cutoff points for total cancer cachexia score.

Stage I ,5
Stage II 5-7
Stage III .7
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Machine learningmodels to predict skeletal-related events in bonemetastasis from
advanced cancer.

Hirotaka Miyashita, Ken Aoshima; School of Integrative and Global Majors, University of Tsukuba, Tsukuba, Japan

Background: Skeletal-related events (SREs) are detrimental clinical events in bone metastasis
from advanced cancer, defined by pathologic fracture, spinal cord compression, and inevitable
surgical or radiational intervention to the bone. Given their negative impact on quality of life
and prognosis and interpatient heterogeneity in the SRE risk, accurate identification of patients
with high SRE risk is critical. Methods: The patient-level data from three randomized clinical
trials that administered zoledronic acid (ZA) to patients with bone-metastatic breast cancer,
castration-resistant prostate cancer (CRPC), and other types of cancerwere analyzed. (N = 460,
452, and 315, respectively) Machine learning (ML) models to predict SREs within 18 months
(breast cancer), 12 months (CRPC), and 9 months (other cancers) were developed based on
more than 40 baseline clinical and laboratory data. Seven ML algorithms and five feature
selection methods were utilized to develop multiple models. The ML model with the best
performance was identified based on the F1 score and the area under the receiver operating
characteristic curve (AUC-ROC) for each cancer type and interrogated for important features
with Shapley additive explanations. Lastly, the ML models’ ability to stratify patients by the
cumulative SRE risk was evaluated by calculating hazard ratio (HR) with Cox-proportional
hazards models. Results: Among the multiple ML models developed with different algorithms
and feature selectionmethods, themodel developed utilizing the random forests algorithmand
the Boruta method for selecting features demonstrated the best performance in all types of
cancer (F1 0.70, 0.67, and 0.67, and AUC-ROC 0.72, 0.68, and 0.73 for breast cancer, CRPC, and
other cancers, respectively). In the ML model for breast cancer, performance status (PS),
history of SRE, serum alkaline phosphatase (ALP), history of anti-neoplastic surgery, radiation
therapy, and pathologic fracture were included as important features. Serum ALP, albumin,
sodium, Gleason scores, and geographic regions were shown to be relevant in the CRPCmodel.
For other cancers, serum ALP, albumin, total protein, phosphorus, red blood cell count, white
blood cell count, visceral metastases, and history of arthritis were incorporated in the ML
model. The ML model prediction successfully stratified the patients for cumulative SRE risk in
all three cohorts. (HR with 95% confidence interval: 2.43 [1.86 – 3.18], 1.92 [1.51 – 2.45], and
3.06 [2.29 – 4.09] for breast cancer, CRPC, and other types of cancer, respectively).
Conclusions: ML models incorporating baseline clinical and laboratory data can identify
patients with bone metastasis on ZA harboring a high SRE risk. Research Sponsor: None.
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Virtual reality for pain and anxiety management during bone marrow biopsy: A
systematic review.

Ronak Patel, Imad Karam, Alaukika Agarwal, Edwin Chiu; SUNY Downstate at Brooklyn, Brooklyn, NY; Suny Downstate Health Sciences University, Brooklyn, NY; Northwell
Health: Staten Island University Hospital, Staten Island, NY; SUNY Downstate Health Sciences University, Brooklyn, NY

Background: Bone marrow biopsy (BMB) procedures often cause significant pain and anxiety.
Virtual reality (VR) has emerged as a promising non-pharmacological intervention, but its
effectiveness needs systematic evaluation. Methods: A systematic review following PRISMA
guidelines examined studies from 2014-2024 that evaluated VR interventions during BMB
procedures through literature searches in PubMed, Scopus, and EMBASE. Studieswere included
if they evaluated VR as a non-pharmacological intervention and reported pain or anxiety
outcomes. Results: Five studies (n=481) met inclusion criteria, including three randomized
controlled trials and two prospective studies. Patient ages ranged from 6-87 years. VR in-
terventions showed high retention rates (66.7-93.3%)with low discontinuation (5%). Pain and
anxiety reductionwas significant in two studies (p,0.05 and p,0.001 respectively), while three
showed no significant difference versus standard care. Patient satisfaction exceeded 90%,with
minimal adverse events, mainly discomfort leading to discontinuation in 5% of participants.
Conclusions: VR represents a safe, well-tolerated intervention during BMB procedures with
high patient satisfaction. While pain and anxiety reduction results were mixed, the consistent
safety profile and positive patient experience suggest VRmay be a valuable adjunct to standard
care, particularly for anxiety management. Future research should focus on standardizing
protocols and defining patient selection criteria to optimize outcomes. Research Sponsor:
None.

Study characteristics and clinical outcomes of virtual reality use during bone marrow procedures.

Study
Sample
Size

Patient
Population VR Type

Control
Group

Pain
Outcomes

Significant
Pain

Reduction?
Anxiety

Outcomes

Significant
Anxiety

Reduction?
Patient

Satisfaction
Adverse
Events

Glennon
2018

97 Adults ezVision X4
VR goggles
with nature
scenes +
lidocaine

Standard
TV viewing
+ lidocaine

VR: 3.9 vs
Control:

4.0 (NPRS)

No
(p . 0.05)

State anxiety
decrease: VR:
2.3 pts vs Con-
trol: 1.3 pts (5
item Likerty-
type scale)

No
(p = 0.42)

98.3%
satisfied

None
reported

Le Du
2023

126 Adults Meta Quest
VR headset

None
specified

VR: 3.0 vs
Control:
3.5 (VAS)

No
(p = 0.26)

No difference on
STAI scores

No
(p = 0.83)

Not
reported

Not reported

Korkmaz
2023

126 Adults Bliss VR with
4

environments

MEOPA (ni-
trous ox-

ide/
oxygen)

VR: 3.8 vs
Control:

6.28 (VAS)

Yes
(p , 0.001)

VR: 32.06 6
8.69 vs Control:
40.88 6 11.36

(STAI)

Yes
(p = 0.022)

95%
satisfied

5%
discontinued

Reitze
2024

75 Adults Support V5
VR headset

Standard
care (No

distraction)

Mean dif-
ference
-1.0 with
VR (VNRS)

Yes
(p , 0.05)

VR: 28.6 vs
Control: 33.5
(BAADS)

Yes
(p , 0.001)

. 90%
satisfied

5% mild
effects

Soret
2022

57 Children
(6-18y)

Not specified Standard
care (No

distraction)

VR: 3.8
(IQR 2.0-
6.3) vs
Control:
3.0 (IQR
1.9-3.0)
(FPS-r)

No
(p = 0.09)

No difference
between groups
(mYPAS-SF)

No
(p = 0.71,
0.42)

71% more
relaxed

5%
discontinued
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Multidisciplinary andmulti-institutional cancer symptommanagement strategies in
the Veterans Affairs: A mixed methods study.

Johanna Balas, Sarah Packer, Lakedia Charman Banks, Pankaj Gupta, Neha Patel, Denaly Chen, Daphne R. Friedman, Michael J. Kelley, Manali I. Patel; University of
California San Francisco, San Francisco, CA; Veterans Affairs Palo Alto Health Care System, Palo Alto, CA; VA Long Beach Healthcare System, Long Beach, CA; Stanford
University, Palo Alto, CA; Long Beach Veterans Affairs Medical Center, Long Beach, CA; Durham VA Health Care System and Duke University School of Medicine, Durham,
NC; VA National Oncology Program Office/National Precision Oncology Program (NPOP), Durham, NC; Stanford University School of Medicine, Palo Alto, CA

Background: Effective symptom management in patients undergoing cancer treatment im-
proves quality of life and overall survival. Yet, variability persists in how symptoms are assessed
and managed across oncology settings. This mixed-methods study, conducted across 14
Veterans Affairs (VA) facilities in two regional Veterans Integrated Service Networks (VISN)
21 and 22, aimed to: 1) identify current symptom assessment strategies in use and 2) explore
opportunities for standardizing, implementing, and scaling strategies to optimize care for
Veterans undergoing cancer treatment. Methods: We conducted a comprehensive survey and
semi-structured interviews to evaluate current symptom assessment and management prac-
tices, perspectives on standardized proactive strategies, and barriers and facilitators to imple-
mentation. The 10-question survey was distributed to 65 clinicians, nurses, social workers,
navigators, pharmacists, behavioralmedicine specialists, and ancillary care providers across 14
facilities inVISN21 and22, using anonline staff directory. In addition, 25 facility-level oncology
leaders and 10Veterans receiving cancer care at these facilitieswere invited to participate in 30-
minute semi-structured interviews. The interviews focused on attitudes, knowledge, and
preferences regarding proactive symptom assessment, as well as interest in piloting potential
interventions. Survey data were analyzed using descriptive statistics, and interview data were
analyzed through thematic analysis. Results: A total of 40 participants (61.5% response rate)
completed the survey, including 24 physicians (60%), 12 nurses/nurse practitioners (30%), 2
social workers (5%), and 2 pharmacists (5%). Of the 40 respondents, 36 (90%) reported
assessing symptoms during clinical visits, with 12 (30%) utilizing only standardized psycho-
logical distress screening tools, such as the National Comprehensive Cancer Network Distress
Thermometer. Infrastructure and resources varied widely across facilities with some facilities
noting no palliative care providers, nurse practitioners, nurse navigators, or oncology nurses.
Only 2 facilities integrated volunteers or lay peer support into cancer care. Among interviewees,
25 oncology leaders and 10 Veterans with cancer participated (100% response rate). Two key
themes emerged: 1) urgent need for standardized, proactive symptom assessment and man-
agement; 2) importance of adaptable solutions, such as peer-led initiatives, tailored to facility
and patient preferences rather than a one-size-fits-all approach. Conclusions: Proactive
symptom assessment is underutilized across VISN 21 and 22 facilities. Standardized, adaptable
strategies that combine high-touch and low-tech approaches, such as peer-led initiatives, are
preferred and may provide a scalable solution to enhance cancer care for Veterans. Research
Sponsor: None.
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Comparison of outcomes for patients diagnosed with small cell lung cancer
between a university and safety net hospital.

Ahmad Karkash, Weston He, Paresh Kumar, Mya Tran, Julian A. Marin-Acevedo, Misty Dawn Shields; Indiana University School of Medicine, Indianapolis, IN; IU Simon
Cancer Center, Indianapolis, IN; Indiana University Melvin and Simon Comprehensive Cancer Center, Indianapolis, IN; Indiana University Melvin and Bren Simon
Comprehensive Cancer Center, Indianapolis, IN

Background:With immunotherapy, the five year overall survival (OS) for small cell lung cancer
(SCLC) is 12%. However, real world factors such as social determinants of health (SDH) and
enrollment to clinical trials may vary. Here, we compare treatment patterns and outcomes for
SCLC between two affiliated hospital settings.Methods:A retrospective analysiswas conducted
on patients with SCLC seen at university hospital (UH, Indiana University Melvin and Bren
Simon Comprehensive Cancer Center) or its affiliate safety net hospital (SNH, Sidney and Lois
Eskenazi Hospital) from 1/1/2018 to 8/31/2024. SDH was defined as housing, food, financial, or
transportation instability. Chi-square, Fisher’s exact test, t-test, Wilcoxon two-sample test,
andKaplan-Meierwere applied accordingly. P value, .05was considered significant.Results:A
total of 189 patients were identified; 50 (26%) at SNH and 139 (74%) at UH. Stage, age, sex, and
tobacco use were similar. Variations in race and SDH were noted (Table). Receipt of chemo-
immunotherapy was comparable. Chemotherapy-free interval (CTFI) was shorter at UH
(3.3 months; 95% CI, 2.7–4.3) vs at SNH (7.8 months; 95% CI, 3.7–11.5; P = .015). Patients
at UH were enrolled in more SCLC-related trials, received more second line therapies, GCSF or
CDK4/6 inhibitor (Table), and had increased adverse events (UH, 64% vs SNH, 40%, P = .003).
At data cut-off, no differencewas found betweenUHand SNH for use of lurbinectedin (15.8%vs
8%, P = .16) or tarlatamab (3.6% vs 2%, P = 1). OS was analogous between UH (16months; 95%
CI, 11.3–18.7) and SNH (12.8months; 95%CI, 7.6–NE; P = .21). Conclusions: Patient at UHwere
found to have shorter CTFI with first line chemoimmunotherapy. This difference may reflect
the referral patterns for patients with complex SCLC presentations to an academic cancer
center. More SDH was identified at UH. Patients at UH were more likely to enroll in SCLC trials
and receive supportive care medications. Patients at SNH received more PC referrals. Further
studies are needed to evaluate the effect of socioeconomic factors on SCLC outcomes. Research
Sponsor: None.

Outcomes stratified by hospital setting.

Variable

Stratified by Hospital Setting

Overall
N=189

Safety Net Hospital
N=50

University Hospital
N=139 P Value

Black race 22 (11.6%) 16 (32%) 6 (4.3%) <.001*
White race 160 (84.7%) 33 (66%) 127 (91.4%) <.001*
Positive SDH 87 (46%) 15 (30%) 72 (51.8%) .008
Consented to a SCLC clinical trial 47 (24.9%) 1 (2%) 46 (33.1%) <.001
Received second line treatment 87 (46%) 16 (32%) 71 (51.1%) .020
Received supportive care with
GCSF or CDK4/6 inhibitor

85 (45%) 8 (16%) 77 (55.4%) <.001

Referred to palliative care (PC) 86 (45.5%) 45 (90%) 41 (29.5%) <.001

Note: Values expressed as n (%). *Indicates Fisher’s exact test.
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Disparities in receipt of palliative interventions across disaggregated Hispanic
subgroups with late-stage colon cancer in the United States.

Coby Garcia, Cody Chou, Khushi Kohli, Stephanie Wang, Shriya Garg, Marina Gonzalez, Erin Jay Garbes Feliciano, Jonas Willmann, Puneeth Iyengar, Jenny Chen,
Edward Christopher Dee; Harvard University, Cambridge, MA; University of Georgia, Athens, GA; Department of Medicine, NYC Health + Hospitals/Elmhurst, Icahn School of
Medicine at Mount Sinai, Queens, NY; Memorial Sloan Kettering Cancer Center, New York, NY; Department of Radiation Oncology, Memorial Sloan Kettering Cancer Center,
New York, NY

Background: Palliative interventions, defined as cancer-directed therapies with palliative
intent, improve the quality of life and alleviate suffering for patients with advanced cancer.
Limited research examines disparities in their receipt across disaggregated Hispanic sub-
groups.Weanalyzed palliative intervention receipt amongHispanic patientswith stage IV colon
cancer. Methods: Using the National Cancer Database, we retrospectively analyzed adults
diagnosed with stage IV colon cancer (2004–2021) with known palliative intervention receipt
status (defined binarily). We performed logistic regressions to characterize palliative inter-
vention receipt rates across a) broad racial groups and b) country of origin, relative to Non-
Hispanic White patients (alpha,0.05). Regressions included a race*year interaction term to
examine changes in palliative intervention receipt over time (alpha,0.1). Results:We analyzed
1,021,293 patients;3.24% (n=33,132) received palliative interventions. Hispanic Black patients
were 0.55x as likely (P=0.030) to receive palliative interventions as non-Hispanic White
patients. The year*race interaction termwas significant for Hispanic-Black patients, suggest-
ing that invention rate improvements were distributed unequally over time. Specifically, the
rate of intervention receipt among Hispanic Black patients decreased from 5.4% in the
2004–2012 cohort to 4.6% in the 2013–2021 cohort (95% CI: 0.32–0.94, P interaction =
0.030), compared to greater decreases observed in the reference group. When disaggregated,
Mexican patientswere 31% less likely (P=0.006), Cuban patients 35% less likely (P=0.043), NOS
patients were 33% less likely (P,0.001), and Dominican Republic patients nearly twice as likely
(P=0.009) to receive interventions compared to non-Spanish, non-Hispanic patients.
Conclusions: Hispanic Black, Mexican, Cuban, and NOS patients experienced lower receipt
of palliative interventions, revealing disparities in access to equitable cancer-directed end-of-
life care. Efforts should be made to expand palliative intervention access for diverse racial/
ethnic groups. Research Sponsor: None.

Receipt of palliative care by country of origin.

Racial/Ethnic Group

% Patients receiving
palliative care
(All Years)

% Patients receiving
palliative care
(2004-12)

% Patients receiving
palliative care
(2013-21)

Non-Spanish, Non-
Hispanic White

3.35 2.31 4.30

Mexican 2.74 1.86 3.33
Puerto Rican 3.66 2.49 4.53
Cuban 2.40 1.60 3.48
South/Central American
(ex. Brazil)

3.26 1.74 4.28

Other Specified Spanish/
Hispanic

3.26 2.55 4.09

NOS 3.16 2.03 3.84
Spanish Surname only 2.80 1.49 4.16
Dominican Republic 4.18 4.96 3.80
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A patient advocacy-focused rehabilitation pilot program: Real-life experience in
enhancing quality of life for metastatic lung cancer patients.

Shani Shilo, Simona Epstein, Helena Silman, Damien Urban, Alona Zer, Amir Bar-Shai, Abed Agbarya, Nir Peled; The Israeli Lung Cancer Organization, Rehovot, Israel; The
Israeli Lung Cancer Foundation, Rehovot, Israel; RambamHospital, Haifa, NA, Israel; Institute of Oncology, Sheba Medical Center, Tel Hashomer, Ramat Gan, Israel; Faculty
of Medicine, Tel-Aviv University, Tel-Aviv, Israel; Rambam HealthCare Campus, Haifa, Israel; Tel-Aviv Sourasky Medical Center, Tel-Aviv, Israel; Bnei Tzion Hospital, Haifa,
Israel; The Institute of Oncology, Shaare Zedek Medical Center, Jerusalem, Israel

Background: Living with lung cancer (LC) is a prolonged and challenging journey, where the
disease’s consequences and treatment-related adverse events significantly affect the quality of
life (QOL) of patients. Recognizing these challenges, healthcare professionals (HCPs) in
collaboration with a patient advocacy organization designed and implemented a personalized
rehabilitation pilot program tailored specifically for patients with unresectable metastatic LC.
Methods: 50 Stage IV unresectable metastatic lung cancer patients were recruited via a patient
advocacy group on Facebook. Participants underwent a personalized rehabilitation program
with four one-on-one physiotherapy sessions, duringwhich a tailored regimenwas developed.
Each participant received a customized booklet and equipment to support their rehabilitation.
The program incorporated two key components: aerobic exercises and strength-training
activities. Additionally, patients and their caregivers participated in three online mental health
support sessions, providing holistic care. EORTC QLQ-C30 questionnaire was used at the
beginning, end of the program and two months after. The physiotherapists measured the
patients’ 5 repetitions sit to stand time and 10-meter walk time at the beginning and the end of
the program. Significance of results was calculated with repeated measure\within subjects T
test with one way hypothesis and a confident interval of 0.95%. Results: Significant improve-
ment was observed from the beginning of the program to the end in the Sit-to-stand test, from
19.3s to 15.1s, p = 0.0001 and the 10-meter-walk test, from 12.5 to 10.5 p = 0.017. In addition, a
significant improvement from beginning to end of the program was observed based on the
EORTC QLQ-30 in the global health status, physical functioning, role functioning as well as in
the symptoms of fatigue, nausea, vomiting and appetite loss. In social functioning and con-
stipation, significant improvement was maintained even two months after completion of the
program. No significant change was observed in emotional and cognitive functioning, pain
symptoms, dyspnea, insomnia, diarrhea and financial difficulties. Conclusions: The real-life
survivorship journey of metastatic lung cancer patients involves numerous challenges in-
cluding sequela of side effects and symptoms that impact QOL of the patient that impacts the
caregiver aswell. Our duty to support "beyond the pill" led us to this real-life pilot program that
shows the feasibility and efficacy of home-based rehabilitation. Even among patients who
experienced disease progression during the program, notable benefits were observed. These
findings underscore the importance of further research and theneed for sustained support after
program completion to ensure long-term maintenance and improvements in patients’ well-
being. Research Sponsor: The Lung Ambition Alliance.
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Muscle mass evaluation among ambulatory cancer patients in China: Comparison
of different methods and association with survival.

Yanfei Wang, Yong Cui, Ziqi Liu, Yunyi Wang, Hong Zhang, Wei Liu; Key Laboratory of Carcinogenesis and Translational Research (Ministry of Education/Beijing), Peking
University Cancer Hospital & Institute, Beijing, China; Key laboratory of Carcinogenesis and Translational Research (Ministry of Education/Beijing), Peking University
Cancer Hospital & Institute, Beijing, China

Background: Cancer patients are at high risk of malnutrition and cachexia. Muscle mass
reduction (MMR) is one of the three phenotypic criteria to diagnose malnutrition in the Global
Leadership Initiative on Malnutrition (GLIM) framework, but there are no consensus about
what method should be used to evaluate MMR in clinical practice. Among multiple methods to
evaluateMMR,musclemass index (MMI) in computed tomography (CT) image was considered
to be accurate but not convenient in clinical practice. This study aimed to compare the
correlations between different methods of measuring MMR and to assess their relevance to
survival. Methods: A single-center cohort study was conducted among ambulatory cancer
patients who were receiving intravenous anti-cancer therapy. All participants underwent CT,
calf circumference (CC) measurement, bioelectrical impedance analysis (BIA) and hand grip
strengthmeasurement.MRRwas identified byMMI inCT image at the level of lumbar vertebra 3
(L3), CC, fat-free mass index (FFMI) and appendicular skeletal muscle index (ASMI) in BIA
respectively. LowMMIwasdefined asMMI,43 inmenwith bodymass index (BMI), 25kg/2,,
53 in men with BMI$25kg/2 or , 43 in women. Low CC was defined as CC, 34cm in men or ,
33cm inwomen. Low FFMIwas defined as FFMI, 17kg/m2 inmen or, 15kg/m2 inwomen. Low
ASMI was set as ASMI , 7.0kg/m2 in men or , 5.7kg/m2 in women. Low muscle strength was
defined by hand grip strength, 28kg inmen or, 18kg in women. The correlation between low
MMI and MMR diagnosed by other methods were calculated. The correlation between MMR,
low muscle strength and one-year mortality was also evaluated. Results: A total of 312
consecutive patients were included. Of the 312 patients 62.8% (196/312) were male and
37.2% (116/312) were female. The median age of the patients was 59.0 years (range, 21-80y;
interquartile range 52.0-65.0y). FFMI and SMI diagnosed by BIA correlated with MMI di-
agnosed by CT (Pearson Correlation 0.798 and 0.738 respectively). Except for low hand grip
strength (p = 0.005, HR 2.482, 95%CI 1.324-4.655), no single indicators for MMR indicated
higher one-year mortality. However, in combination of MMI, CC, FFMI and ASMI, MMR
indicated higher one-year mortality (p = 0.004, HR 2.549, 95%CI 1.342-4.843).
Conclusions: FFMI and SMI diagnosed by BIA correlated withMMI diagnosed by CT, indicating
that BIA can be a good choice in evaluating MMR. Low hand grip strength andMMR diagnosed
using multiple methods indicated higher one-year mortality, underscoring the importance of
measuringmuscle strength aswell as evaluatingmusclemass. Research Sponsor: BeijingXisike
Clinical Oncology Research Foundation; Y-NESTLE2022MS-0228,Y-Young2023-0070; the
Clinical Research Fund For Distinguished Young Scholars of Peking University Cancer Hospital;
QNJJ2023032; the Leading Talents of Science and Technology Innovation in the National "Ten
thousand Talents Program".
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The impact of cannabis use on patient outcomes post immune checkpoint inhibitor
(ICI) therapy in a longitudinal observational trial: The DiRECT Cohort.

Song Yao, Chin-Shang Li, Umang Gada, Danielle Smith, Amy Allen Case, Luke Joseph Peppone, Andrew N. Freedman, Kelly Kristin Filipski, Mostafa Refaat Mohamed,
Alfredo Viray Chua Jr., Hongying Sun, Lori Sakoda, Guilherme Henrique Cantuaria, Jennifer Marie Suga, Augusto Ochoa, Igor Puzanov, Karen Michelle Mustian,
Christine B. Ambrosone, Gary R. Morrow, Charles Stewart Kamen; Roswell Park Comprehensive Cancer Center, Buffalo, NY; Wilmot Cancer Institute, University of
Rochester Medical Center, Rochester, NY; University of Rochester Medical Center, Rochester, NY; Roswell Park Cancer Center, Buffalo, NY; National Cancer Institute,
Rockville, MD; National Cancer Institute, Bethesda, MD; University of Rochester, Rochester, NY; James P. Wilmot Cancer Center, University of Rochester Medical Center,
Rochester, NY; Division of Research, Kaiser Permanente Northern California, Pleasanton, CA; Northside Hospital, Atlanta, GA; Kaiser Permanente, Vallejo, CA; Louisiana
State University Health Sciences Center, New Orleans, LA; Roswell Park Cancer Institute, Buffalo, NY

Background: Prior small retrospective studies suggest that cannabis might compromise the
efficacy of ICIs for cancer therapy due to its immunosuppressive properties. Evidence from
large prospective studies is lacking. Methods: We addressed this research gap in the DiRECT
Cohort (URCC21038, NCT05364086), an ongoing, observational trial enrolling self-identified
Black and White cancer patients (melanoma excluded) who are about to start ICI-containing
therapy through theURCCNCORPResearchBase nationwide clinical trial network. Longitudinal
data on cannabis use are collected through self-administered surveys at baseline (A1), 6months
(A3), and annually (A4+), along with clinical data and patient-reported outcomes on physical
and psychological symptoms. This interim analysis on cannabis use includes 1,666 patients
enrolled between 04/01/2022 and 08/31/2024, with outcome data updated to 11/30/2024.
Results: The mean age was 63.7 (612.4) years; 408 (24.5%) patients were Black; 905
(54.3%) were women; the most common diagnosis was lung cancer (621 or 37.3%); and a
majority had stage IV disease (906 or 54.4%). At A1, 284 (17.1%) patients reported cannabis use
in any form, mostly orally (58.1%) or via inhalation (32.3%). Use rates remained stable at A3
(15.6%) and A4 (15.4%) (P = 0.47); yet patients reported fewer days of use in a month (P ,

0.0001) but more times in a day (P = 0.07) than at A1. Cannabis users were younger and more
likely to be Black, from states with permissive cannabis laws, and current or former cigarette
smokers (P’s , 0.05), with no differences observed by gender, cancer type, or stage. After a
median follow-up of 10.4 months (range: 0.03-31.0), 381 patients died, and 174 patients had
progresseddisease or enteredhospice care.Medianoverall survival (OS) and event-free survival
(EFS) were slightly higher in cannabis users than non-users at A1 (6.1 vs. 5.3 months, P = 0.07
and 6.0 vs. 5.4 months, P = 0.15, respectively). Cox hazards models adjusted for age, gender,
cancer type, and stage revealed no significant association between cannabis use and OS
(adjusted hazards ratio [aHR] = 0.82, 95% CI 0.61-1.10) or EFS (aHR = 0.92, 95% CI 0.72-
1.17). Subgroup univariate analysis showed cannabis use was associated with longer OS and EFS
withinmen (n = 743) and former smokers (n = 765) (P’s,0.05), which became non-significant
after adjusting for covariates in Cox models, except for OS within former smokers (aHR = 0.52,
95% CI 0.33-0.83). A significant interaction was noted between cannabis use and smoking
status (P = 0.02). Conclusions: In this nationwide, diverse community-based oncology cohort,
17% of patients reported cannabis use concurrent with ICI therapy. Unlike previous retrospec-
tive studies, our prospective analysis finds no detrimental effect of cannabis on OS or EFS.
Further analyses are ongoing to elucidate its impact on symptom management. Clinical trial
information: NCT05364086. Research Sponsor: National Cancer Institute; UG1CA189961.
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Outpatient palliative care consultation and end-of-life outcomes among a retro-
spective cohort of patients treated with immunotherapy for non-small cell lung
cancer.

Chance Bloomer, John Hunting, Morgan Lehman, Kenneth Paik, Andrew Thomas Faucheux, Eric Olson, Thomas William Lycan Jr.; Department of Hematology & Oncology,
Atrium Health Wake Forest Baptist Medical Center, Winston-Salem, NC; Department of Internal Medicine, Wake Forest Baptist Medical Center, Winston-Salem, NC;
Department of Internal Medicine, Atrium Health Wake Forest Baptist, Winston Salem, NC; Atrium Health Wake Forest Baptist Medical Center, Winston-Salem, NC;
Department of Hematology & Oncology, Wake Forest Baptist Medical Center, Winston-Salem, NC; Wake Forest University School of Medicine, Winston-Salem, NC

Background: Immune checkpoint inhibitors (ICIs) have been shown to be effective against a
wide range of cancers and are available tomost patients due to their favorable side effect profile.
Studies have shown that palliative care consultation prolongs overall survival (OS) in patients
with advanced cancer, butmost of these studies assessed cytotoxic chemotherapy and not ICIs.
Other studies have shown that outpatient palliative care consultation (OPCC) has a greater
effect on a variety of end-of-life outcomes than in the inpatient setting. Our study aims to
analyze the association between OPCC and survival in patients with lung cancer treated with an
ICI. Methods: We designed a retrospective registry of all patients at a comprehensive cancer
center and its outreach clinics who received one or more doses of an ICI. The investigators
created a secure, cloud-based registry (REDCap), validated itwithdata quality rules, resolved all
discrepancies, and obtained data on palliative care encounters; clinical research specialists at
Vasta Global (New York, NY) captured most of the data. Comparisons were made using chi-
square or Fisher’s exact for categorical variables. Cox proportional hazards model was built
controlling for confounders. Survival time for patientswith palliative visitswas only considered
after initial OPCC. Statistical significance was defined as p , 0.05. The study had institutional
IRB approval. Results: Our cohort consisted of 1,114 patients with non-small cell lung cancer,
55% of whom were metastatic at diagnosis. 6% (n = 70) of the patients had an OPCC at some
point after their diagnosis. When controlling for stage at diagnosis and age, OPCC was
associated with an adjusted hazard ratio of 0.57 (95% CI 0.34-0.98). None of the patients with
OPCC received ICI within 14 days of death compared to 6.5% of those without OPCC (p = 0.018).
Similarly, only 2.9%of thosewithOPCC received ICIwithin 30days of death, compared to 16.4%
of those without OPCC (p = 0.003). Conclusions: In patients with lung cancer treated with ICI,
OPCCwas associatedwith improved OS regardless of age or stage at diagnosis. Our analysis also
showed that patients who received OPCC were less likely to receive ICI near the end of life. It is
possible that OPCC may prolong survival by decreasing the ineffective use of aggressive care at
the end of life. Further research is needed to clarify the relationship between OPCC and cancer
outcomes. Research Sponsor: None.
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Demographic and clinical factors associatedwith sleep disturbance in breast cancer
survivors.

Paulina S. Marell, Robert A. Vierkant, Nicole Larson, Shawna L. Ehlers, Kristine A. Donovan, Stacy D. D’Andre, Fergus Couch, Janet E. Olson, Kathryn Jean Ruddy;
Department of Medicine, Mayo Clinic Rochester, Rochester, MN; Division of Clinical Trials and Biostatistics, Department of Quantitative Health Sciences, Mayo Clinic,
Rochester, MN; Mayo Clinic, Rochester, MN; Department of Psychiatry & Psychology, Mayo Clinic Rochester, Rochester, MN

Background: Fatigue and sleep disturbance are prevalent during and after cancer treatment;
sleep-related symptoms affect 30-50% of patients with cancer, and sleep-wake disruptions
persist beyond the immediate post-surgical period in breast cancer (BC) survivors. Identifying
demographic- and treatment-related factors associated with sleep-related symptoms during
survivorship is critical to inform interventions for those at highest risk of sleep disturbance.
Methods: Patients who were seen at least once at Mayo Clinic Rochester following an initial
diagnosis of BC at age 18 or older and provided informed consent were prospectively enrolled in
the Mayo Clinic Breast Disease Registry. Surveys mailed to this cohort included two 11-point
numeric rating scale questions regarding difficulty falling asleep and staying asleep in the past
week, with values for each ranging from 0 (no problem) to 10 (as severe as you can imagine).
Participants who provided sleep-related information on the Year 1 survey (answered approx-
imately one year after cancer diagnosis) were included. Participants were excluded if they had
clinical or pathologic metastatic disease and/or recurrence prior to the Year 1 survey. Associ-
ations of sleep-related symptoms with demographic and clinical characteristics were assessed
using multivariate linear regression models, fitting the sleep difficulty rating scale as the
outcomeand clinical anddemographic factors as exposures.Results: In total, 3,354participants
met inclusion criteria. The average age at BC diagnosis was 59, and most participants were
female (99.3%), White (95.4%), non-Hispanic (96.2%), married (78.1%), had at least some
college education (80.4%), did not report financial insecurity (76.2%), did not consume alcohol
(60.6%) or smoke tobacco (93.2%), and reported at least someweekly exercise (76,6%). Sixty-
two percent of participants had clinical stage 0 or I disease; 50.3% underwent lumpectomy (not
mastectomy), 59.2% received radiotherapy, 34.1% received chemotherapy, and 67.2% received
endocrine therapy. Overall, sleep-related symptomswere relatively low (mean rating for falling
asleep = 2.1, mean rating for staying asleep = 3.1). In multivariate analyses, more difficulty
falling asleep was associated with higher clinical stage (p, 0.001), more cigarettes smoked per
day (p = 0.012), less moderate and/or strenuous exercise (p = 0.001), and more financial
hardship (p , 0.001). More difficulty staying asleep was associated with higher clinical stage
(0.003), older age (p , 0.001), more education (p = 0.011), and more financial hardship (p ,

0.001). Conclusions: In our cohort of BC survivors, factors associated with both increased
difficulty with falling and staying asleep at one year after diagnosis are higher clinical stage and
more financial hardship. Future research should explore the course of these symptoms over
time and across varied treatment trajectories. Research Sponsor: This research was supported
by the Mayo Clinic Breast Registry. Funding provided through the Breast Cancer Research
Foundation.
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Trends in inpatient palliative care utilization among adolescents and young adults
with metastatic cancer.

Chiamaka Elsie Nwachukwu, Ayobami Gbenga Olafimihan, Shakirat Gold-Olufadi, Oboseh John Ogedegbe, Dosbai Saparov, Henry Becerra, Neharika Shrestha,
Chinemerem Martlin Emeasoba; Tulane University, New Orleans, LA; John H. Stroger, Jr. Hospital of Cook County, Chicago, IL; Brookdale University Hospital, New York,
Brooklyn, NY; Trinity Health Ann Arbor, Ypsilanti, MI; Brookdale University Hospital and Medical Center, Brooklyn, NY; Brookdale University Hospital, Department of
Medicine, Brooklyn, NY; University of Arkansas for Medical Sciences, Fayetteville, AR

Background: Adolescents and young adults (AYA) with advanced cancer, including metastatic
cancer, have a unique set of medical, social and psychological needs and often experience
several disparities in cancer care when compared with children and older adults. Despite
recommendations for early integration of palliative care for patients with serious illnesses,
age-appropriate interventions and teams specifically designed for this age group are limited.
Objective: To determine the trends in inpatient palliative care utilization as well as associated
factors and clinical outcomes among AYA withmetastatic cancers in the United States between
2008-2021. Methods: A retrospective longitudinal study using the National Inpatient Sample
database (2008-2021) was conducted. We examined trends in the prevalence of palliative care
utilization in the cohort, aswell as sociodemographic andhospital-level factors associatedwith
palliative care utilization. Using Joinpoint regression and multivariable logistic regression, we
examined trends and factors associated with palliative care utilization, as well as specific
clinical outcomes including inpatientmortality, length of stay, and total hospital costs.Results:
In this period, 604,856 hospitalizations were recorded for AYA withmetastatic cancer. Overall,
palliative care utilization was recorded in 10.6% of these encounters and increased over time
from 3,036 to 16,568 per 100,000 admissions (p-trend,0.001). The adjusted prevalence rate of
palliative care utilization increased by an annual percentage change (APC) of 15.9% from 2010
to 2015. However, from 2015 to 2021, no significant changes were observed. Females with
metastatic cancer had 18% higher odds (Adjusted odds ratio (AOR):1.18; 95% CI: 1.12-1.24) of
receiving palliative care compared to male patients after we adjustments had been made for
potential confounders. Non-elective admissions were associated with four times higher odds
(AOR: 3.99, 95% CI: 3.68-4.32) of receiving palliative care compared to elective admissions.
Palliative care utilisation was associated with higher odds of longer hospital stay (9.3 vs 6 days,
b: 3.29, 95% CI: 3.07-3.50) and increased hospital expenditure ($107,758 vs $78,255, b:
-29,747, 95% CI: 26,190 - 33,304). A significantly increased odds of palliative care utilization
was observed in those who died during the hospital admission (AOR: 16.16; 95% CI: 14.8-17.6).
Conclusions: Palliative care utilization has been increasing over the earlier part of the decade
but has stalled since 2015 among AYA withmetastatic cancer. In the AYA group withmetastatic
cancer, palliative care appears to be utilized majorly in the sickest patients closer to the end of
life. This represents an area of future research and interventions on earlier integration of
palliative care and its impact on quality of life and hospital outcomes in this patient population.
Research Sponsor: None.
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Effectiveness and safety of multimodal analgesic management based on the ERAS
concept in the perioperative period of TACE for patients with Intermediate and
advanced hepatocellular carcinoma.

Yanqin Wu, Hang Liu, Wenzhe Fan, Jiaping Li; The First Affiliated Hospital of Sun Yat-sen University, Guangzhou, China; Department of Interventional Oncology, The First
Affiliated Hospital of Sun Yat-Sen University, Guangzhou, China

Background: To evaluate the effectiveness and safety of multimodal analgesic management
based on the enhanced recovery after surgery (ERAS) concept in the perioperative period of
transarterial chemoembolization (TACE) for patients with advanced hepatocellular carcinoma.
Methods: A retrospective analysis was conducted on 90 patients who underwent TACE at the
First Affiliated Hospital of Sun Yat-sen University from January 2022 to October 2023. Patients
were divided into two groups: Group A received a multimodal analgesic regimen based on the
ERAS concept, which included preoperative administration of 6 mg hydromorphone hydro-
chloride and 50mg flurbiprofen axetil, diluted in normal saline to a total of 100 ml and infused
via a patient-controlled intravenous analgesia (PCIA) pump. Group B received conventional
perioperative management combined with traditional analgesic methods, using intravenous
flurbiprofen axetil 50 mg or intramuscular tramadol 100mg for postoperative pain. Pain levels
were recorded using the Numeric Rating Scale (NRS) at various time points: intraoperatively,
immediately postoperatively, and at 1, 6, 12, and 24 hours post-surgery, along with the
incidence of adverse reactions within 24 hours. Inflammatory indicators were compared before
and after TACE, and patient satisfaction and cost-effectiveness analyses were conducted.
Results: The NRS scores for Group A at the five time points were 3.0 (3.0–2.0), 3.0
(4.0–2.0), 4.0 (5.0–3.0), 3.0 (3.5–2.0), and 1.0 (1.0–0.5), respectively. For Group B, the scores
were 4.0 (5.0–3.0), 4.0 (5.0–3.0), 5.0 (6.0–3.5), 3.0 (4.0–2.0), and 1.0 (2.0–1.0) , respectively.
Except for the NRS score at 12 hours post-surgery, all other time points showed statistically
significant differences. There was no statistically significant difference in the levels of PCT and
IL-6 before and after surgery between the two groups, but a trend of lower postoperative PCT
and IL-6 levels in Group A compared to Group Bwas observed. The incidence of various adverse
reactions 24 hours post-surgery did not differ significantly between the two groups (P. 0.05).
Patient satisfactionwith analgesia at 48hours post-surgerywas significantly higher inGroupA
than in Group B, with a statistically significant difference (P = 0.001). Group A demonstrated
better economic benefits. Conclusions: The results of this study indicate that multimodal
analgesic management based on the ERAS concept has better analgesic effects during the
perioperative period of TACE treatment, with comparable safety and improved economic
benefits. This provides strong support for the clinical application of multimodal analgesic
management based on the ERAS concept in TACE for liver cancer. Research Sponsor: None.
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Evaluating palliative care needs of early-phase clinical trial patients.

Fionnuala Crowley, Li Zeng, Mollie Hobensack, Stephanie Lehrman, Debora Afezolli, Lauren Kelly, Winston Wey, Joanna Chen, Vanessa Austin, Eve Easton, Arlyn Pagala,
Kathy Wu, Natalie Lucas, Jessica Wilk, Thomas Urban Marron, Cardinale B. Smith, Laura P. Gelfman, Deborah Blythe Doroshow; Division of Hematology & Medical
Oncology, The Tisch Cancer Institute, Icahn School of Medicine at Mount Sinai, New York, NY; Brookdale Department of Geriatrics and Palliative Medicine, Icahn School of
Medicine at Mount Sinai, New York, NY; Department of Social Work, Mount Sinai West, New York, NY; Early Phase Trials Unit, Tisch Cancer Institute, Icahn School of
Medicine at Mount Sinai, New York, NY; Division of Hematology and Medical Oncology, Tisch Cancer Institute, Icahn School of Medicine at Mount Sinai, New York, NY;
Memorial Sloan Kettering Cancer Center, New York, NY

Background: Specialty palliative care (PC) is increasingly recognized as essential for patients
(pts) in early phase clinical trials (EPT), as highlighted by ASCO’s 2024 PC guideline. However,
concerns persist regarding trigger referrals’ impact on resource-constrained PC services. In a
pilot, we employed a trigger PC referral system for patients referred to EPT to increase access in
this population.Methods:We conducted a retrospective cohort study comparing EPT and non-
EPT pts seen by outpatient PC between January 1, 2021 and June 30, 2023. We evaluated
demographic characteristics, clinical variables, symptom severity at the initial PC visit and
end-of-life (EOL) outcomes. Mann-Whitney U tests were used for continuous variables; chi-
square or Fisher’s exact tests for categorical variables. Multiple comparisons were adjusted
using the Benjamini-Hochberg method. Results: A total of 1068 pts were included, 136 (12.7%)
EPT pts with 67 (6.3%) started on trial. 86 (63.2%) were seen by EPT before outpatient PC and
54 (39%) were referred to PC by EPT team through trigger referral system. EPT pts were
younger (median age 61 vs 64 years; p=0.001), had better PS (ECOG 0-1: 57.4% vs 46.5%;
p=0.020), and referred after more lines of therapy (median 3 vs. 1; p,0.001). Cancer type
distribution differed significantly between groups (p=0.005), with EPT pts having higher
proportions of GI (41.9% vs 26.5%) and GYN cancers (16.2% vs 9.2%). Physical discomfort
was themost prevalent symptom in both EPT and non-EPT groups (86.9%vs 84.9%), followed
by inactivity (74.2% vs 76.3%). While most symptoms showed similar prevalence between
groups, EPT pts had higher rates of constipation (65.4% vs 50.7%, adjusted p=0.025) and
nausea (48.1% vs 38.0% (adjusted p=0.193). After adjustment for multiple comparisons, there
were no significant differences in symptom severity between groups. Of those on trial(n=67),
46 (69%) came off trial due to progression and 16 (24%) due to toxicity or worsening PS. After
trial discontinuation, 35 (56.5%) received further treatment, and 37 (59.7%) had PC follow-up.
Among deceased pts (EPT n=70 (18%), non-EPT n=320 (82%)), there were no differences in
EOL outcomes: hospice enrollment (37.1% vs 29.1%, p=0.198), hospital death (58.6% vs 58.4%,
p=1.000), chemotherapy in the last 30 days (22.9% vs 18.8%, p=0.411), and median hospital
length of stay in the last 30 days (7 vs 5 days, p=0.825). Conclusions: EPT pts accounted for
12.7% of new pts to specialty PC over 30 months. Despite demographic and clinical differences
between EPT and non-EPT patients, EOL outcomes and symptom severity were largely com-
parable between groups. These results highlight the feasibility of a trigger-based PC referral
system for EPT patients without overburdening resource-constrained PC services, supporting
its continued use and potential refinement to address specific symptom management needs.
Research Sponsor: None.

SYMPTOM SCIENCE AND PALLIATIVE CARE



12087 Poster Session

Impact of palliative care on mortality, length of stay, and hospital charges in
common cancers.

Kalaivani Babu, Srinishant Rajarajan, Rachel Dileo, Charmi Bhanushali, Bibi Maryam, Jayalekshmi Jayakumar, Raj N. Shah, Kriti Dhamija, Eiraj Khan, Amit Correa; Allegheny
General Hospital, Pittsburgh, PA; Allegheny Health Network, Pittsburgh, PA; Saint Vincent Hospital, Worcester, MA; The University of Oklahoma Health Sciences Center,
Oklahoma City, OK; The Brooklyn Hospital Center, Brooklyn, NY; Kansas University School of Medicine - Wichita, Wichita, KS; Allegheny General Hospital Inc, Pittsburgh,
PA; The University of Texas MD Anderson Cancer Center, Houston, TX

Background: Palliative care is a vital component of advanced cancer management, offering
symptom relief, improved quality of life, and comprehensive care for patients with complex
health needs. While its clinical benefits are well-documented, its impact on hospital
outcomes—such as in-hospital mortality, length of stay (LOS), and total hospitalization
charges (TOTCHG)—remains underexplored across major cancers. Using the 2021 National
Inpatient Sample (NIS), this study evaluates the influence of palliative care utilization on these
outcomes among hospitalized patients with breast, lung, colon, bladder, and prostate cancers.
Methods: This retrospective analysis examined 966,753 weighted hospitalizations, represent-
ing breast (163,594), lung (383,215), colon (168,750), bladder (86,555), and prostate (182,280)
cancers. Palliative care utilization was the primary exposure. Outcomes assessed included in-
hospital mortality, LOS, and TOTCHG. Survey-weighted logistic and linear regression models
were used to adjust for patient demographics (age, sex, race, income quartile), comorbidities
(Charlson Comorbidity Index, CCI), and hospital characteristics (location, teaching status,
region, bed size). Results: The overall mortality rate was 6.6%, highest in lung (9.3%) and
lowest in prostate (4.7%) and colon cancers (4.8%). Palliative care patients had higher
mortality (28.5%; p , 0.001). Adjusted analyses showed increased mortality with higher CCI
(OR = 0.71, p , 0.001) and urban hospitals (OR = 1.40, p , 0.001), while female patients had
reduced risk (OR = 0.86, p , 0.001).LOS averaged 5.98 days, longer for palliative care patients
(7.68 days; p , 0.001). TOTCHG averaged $83,430, higher for palliative care ($90,488; p ,

0.001). Black patients incurred higher charges (+$10,475, p = 0.001), and urban hospitals had
lower costs (-$35,094, p , 0.001).Palliative care was concentrated in urban (93.7%) and
teaching hospitals (80%), with significant underrepresentation of Black and Hispanic patients
in the utilisation of palliative care. (19.2% and 8.8%). Conclusions: Palliative care in hospi-
talized cancer patients addresses the needs of patients with advanced disease and significant
comorbidities. However, the study highlights stark disparities in healthcare access, resource
utilization, and demographic representation based on race, socioeconomic status, and hospital
characteristics. Research Sponsor: None.

Palliative care outcomes cancer comparison table.

Cancer
Type

Total
Hospitalizations

Mortality
Rate (%)

Mean
LOS

Mean
Hospital
Charges

Palliative
Care

Mortality
Rate (%)

Palliative
Care
LOS

Palliative
Care

Charges

Breast 163594 6.6 7.34 85727 26.4 7.34 85727
Lung 383215 9.3 6.19 82776 30.55 7.53 89760
Colon 168750 4.8 6.62 96148 24.99 8.09 95202
Bladder 86555 4.7 8.33 92731 25.9 8.33 92731
Prostate 182280 4.7 5.41 79410 27.12 7.81 91883
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Early supportive and palliative care referral at a comprehensive cancer center: A
seven year study.

Fernando X. Jerves, Ali Haider, Akhila Reddy, Aline Rozman De Moraes, Jennifer Ellefson, Minxing Chen, Eduardo Bruera, David Hui; Atlantic Health System/Morristown
Medical Center Program, Morristown, NJ; The University of Texas MD Anderson Cancer Center, Houston, TX

Background: Despite ASCO supporting the benefits of early supportive/palliative care (SPC)
integration, many patients with advanced cancer were referred, 6months before death or not
at all. Our comprehensive cancer center has an active SPCprogram to promote early access. This
study evaluated how the timing of SPC referral changed over the past seven years and identified
predictors of early SPC referral.Methods: This study included a random sample of 100 patients
seen for consultation at the SPC clinic per year from 2017 to 2023. Data included demographics,
cancer type, disease stage, symptom burden, performance status, date of SPC referral, and date
of death or last follow-up. The primary outcome was overall survival (OS) from SPC consul-
tation. Timing of referral and number of visits were examined using time-to-event analysis.
Early SPC referral was defined as occurring $ 6 months before death among decedents.
Univariable and multivariable logistic regression models were used to identify predictors of
early SPC referral. Results: Among 700 patients (median age 62, 54% female, 92% with
advanced cancer), OS from SPC referral increased significantly over the years (Median OS:
9.3 months in 2017, 31.7 months in 2021, and not reached in 2023) (Table). Themedian follow-
up for alive individuals was 19.1 months. Themedian number of follow-up SPC visits increased
from3 in 2017 to 7 in 2023 (P,0.001). Early SPC referral occurred in 72%(n=449) of decedents.
In multivariable analysis, male sex (OR: 1.85, P = 0.014), head and neck cancer (OR: 4.64, P ,

0.001), hematologic malignancies (OR: 3.31, P = 0.013), less pain (OR: 0.9, P = 0.008) and less
anorexia (OR: 0.88, P = 0.001) were associated with early SPC referral. Conclusions: Patients at
our centerwere referred to SPC earlier and earlier over thepast 7 years, achieving amedianOSof
32 months. This trend highlights that early SPC is not only possible but potentially self-
reinforcing, facilitating timely, longitudinal care along the cancer journey, particularly as
patients are living longer with advanced cancer. Research Sponsor: None.

Outpatient supportive/palliative care referral between 2017 and 2023.

Year 2017 2018 2019 2020 2021 2022 2023
P-

Value

Number of SPC
Consults*

1,844 1,766 1,863 1,804 2,055 2,221 2,178 0.011

All Patients
Median OS,
Months

9.3(6.9 –
14.2)

9.1(6.4 –
19.5)

18.9(10.7 –
30.7)

31.8(14 –
NR)

31.7(13.3
– NR)

NR NR 0.0001

6-months OS % 63 61 70 75 75 83 79
Advanced Cancer
Only

Median OS,
Months

9.3(6.9 –
14.2)

7.1(5.7 –
18.9)

15.9(9.5 –
25.8)

24.2(13.4
– NR)

25.8(12.7
– NR)

24.7(16.4
– NR)

NR 0.0014

6-month OS % 63 59 68 73 73 79 78
Total SPC Visits,
Median

3(3 – 4) 4 (3– 5) 3 (2– 4) 5 (3 – 7) 4 (4 – 9) 7(5 – 15 7 (6 –
NR)

,
0.001

Abbreviations: SPC, Supportive/Palliative Care; NR, not reached; OS, overall survival.
*100 patients were randomly selected per year for analysis.
Ranges in parentheses represent 95% CI (confidence interval).
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Current patterns of care: Referral to palliative care for patients with metastatic
gynecologic cancer.

Lea Tan, Catherine Pham, Kiran Clair, Lucas Puttock, Erin Healy; UC Irvine School of Medicine, Irvine, CA; University of California, Irvine, Orange, CA; Division of Hospital
Medicine & Palliative Medicine, Department of Medicine, University of California, Irvine, Orange, CA; Department of Radiation Oncology, University of California, Irvine,
Orange, CA

Background: Multiple professional cancer organizations have clinical guidelines that recom-
mend that patients with advanced cancers be referred to palliative care early in the disease
course, typically within eight weeks of diagnosis (1). The extent to which these guidelines are
adhered to, however, remains uncertain, particularly for patients with metastatic gynecologic
cancers (MGC). We sought to characterize our current institutional patterns of referral to
palliative care for these MGC patients. Methods: We conducted a retrospective chart review of
gynecologic oncology patients treated at our institution between January 2022 and January
2024.We included adult, female patientswith a diagnosis of FIGO stage IVBMGC, or cancer that
has spread distantly. Patients with primary endometrial, cervical, ovarian, vaginal, or vulvar
cancer were included. We excluded patients with less advanced disease or metastatic cancer
from a non-gynecologic primary site. Data from the electronic health records of these patients
were analyzed to determine key dates, including the diagnosis of stage IVB MGC, referral to
palliative care, the first palliative care visit, and subsequent follow-up visits. Descriptive
statistics were used to summarize the results. Results: Of the 549 patients included in the
analysis, 152 (27.7%) had MGC. Within this subgroup, 76 patients (50%) were referred to
palliative care. Of those referred, 65.8% (N = 50) were referred to palliative care either before or
within 8 weeks of metastatic diagnosis. Referrals were made in both inpatient (47.4%, N = 36)
and outpatient (52.6%, N = 40) settings. Following referral, 84.2% of patients (N = 64) had a
consultationwith a palliative care provider. However, less than half of these patients (48.4%, N
= 31) continued outpatient follow-up with palliative care. When stratified by referral setting,
57.5% of patients (N = 23) referred in the outpatient setting continued follow-up care,
compared to only 27.8% of those (N = 10) referred in the inpatient setting. Conclusions:
Despite guidelines recommending early initiation of palliative care for all patients with ad-
vanced cancer, many patients with MGC either never receive a referral or experience consider-
able delays between metastatic diagnosis and palliative care consultation. In many cases,
referrals aremadeonlywhenpatients are alreadyhospitalized due to their cancer. Furthermore,
we found that a substantial number of patients do not continue outpatient palliative care
follow-up after their initial referral, with amore notable decline in continuity of care when the
referral is made during an inpatient hospitalization. References: 1. Justin J. Sanders et al.,
Palliative Care for PatientsWith Cancer: ASCOGuideline Update. JCO42, 2336-2357(2024). DOI:
10.1200/JCO.24.00542. Research Sponsor: None.
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Depression in patients with advanced prostate cancer in SWOG advanced cancer
clinical trials.

Robert S. Krouse, Hong Xiao, Charles D. Blanke, Dawn L. Hershman, JosephM. Unger; University of Pennsylvania, Philadelphia, PA; Fred Hutchinson Cancer Center, Seattle,
WA; Oregon Health & Science University, Portland, OR; Columbia University Medical Center, New York, NY; SWOG Statistics and Data Management Center, Fred Hutchinson
Cancer Center, Seattle, WA

Background: Depression is common in patients with advanced cancer, but its prevalence has
not beenwell documented.Moreover, depression is likely associatedwith other patient factors,
including sociodemographic and clinical variables. We examined depression at enrollment in
clinical trials for patients with advanced prostate cancer.Methods:We pooled clinical trial data
from the SWOG Cancer Research Network. We identified phase III treatment trials of advanced
prostate cancer patients with baseline mental health symptom measurements. Baseline de-
pression was derived from emotional functioning items from the FACT-G, the SF-36, and the
EORTC QLQ-C30 instruments. Using Likert scale distributions, depression was categorized as
none, mild or moderate, and severe. We evaluated the prevalence of depression and its
association with other baseline variables including age, race, ethnicity, insurance, rural/
urban locale, the Area Deprivation Index, measurable disease, and prognostic risk. Generalized
estimating equations with binomial logistic regression were used to assess the association of
baseline variables with the odds of any depression and severe depression, with study as the
clustering variable. A composite risk model was developed by summing the number of baseline
risk factors adversely associated with depression. Results: Overall, N = 4,103 patients from four
phase III trials were examined, including 69.8% aged 65 or older, 17.5% Black, 3.4% Hispanic,
18.4% rural, and nearly half (46.4%) from socioeconomically deprived areas (ADI score above
the national median). At baseline, 50.4% of patients had depression (mild/moderate, 38.3%;
severe, 12.1%). Depression was associated with age , 65 years, non-Black race, Hispanic
ethnicity, having Medicaid or no insurance, and worse disease clinical characteristics. Patients
with .3 risk factors (high risk) vs. 0-2 risk factors (low risk) were more likely to experience
depression (54.3% vs. 43.2%, p , .0001) and severe depression (21.0% vs. 9.7%, p , .0001),
corresponding to a 50% (OR = 1.50; 95% CI: 1.34-1.67; P, .0001) and 135% (OR = 2.35; 95% CI:
1.84-3.02; P , .0001) increase in risk, respectively. Quartile (Q) level proportions of any
depression were 32.8% (Q1), 44.4% (Q2), 53.1% (Q3), and 72.0% (Q4), respectively, with a
fivefold higher risk for those in the highest vs. lowest quartiles (Q4 vs. Q1, OR = 4.97; 95% CI,
2.86-8.64, p , .0001). Similar findings were seen with severe depression. Conclusions: Evi-
dence of depression at baseline was reported by one-half of patients with advanced prostate
cancer in clinical trials. Moreover, we showed that the number of adverse socioeconomic and
clinical variables could strongly predict the prevalence of depression. Screening for depression
in patients with cancer could help guide patients to appropriate mitigation resources. In-
terventions to help screen and treat patients with advanced cancer are warranted. Research
Sponsor: NIH/NCI/NCTN/NCORP grants U10CA180888, U10CA180819, UG1CA189974; TheHope
Foundation.
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Intravenous selenium to prevent oral mucositis in patients with lymphoma or
myeloma undergoing high-dose therapy followed by autologous hematopoietic cell
transplantation: A double-blind randomized trial.

Corentin Orvain, Aurélien Giltat, Marion Klémencie, jean-François Hamel, Sylvain Thepot, Astrid Darsonval, Aline Tanguy-Schmidt, Fréderic Lagarce, Mathilde Hunault-
Berger; Angers University Hospital, Angers, France

Background: Oral mucositis (OM) is a frequent complication in patients with lymphoma and
myeloma receiving high-dose therapy (HDT) and autologous hematopoietic cell transplanta-
tion (HCT) that can lead to severe pain, malnutrition due to difficulties in drinking and eating,
and local and systemic infections. In severe cases, patients require opioid analgesics, supple-
mental nutrition, and additional antimicrobial therapy while very few preventive interventions
have proven useful. Because of its anti-oxydant activity, some studies have suggested that
selenium could be useful in this context. We therefore led a double-blind randomized trial to
evaluate the use of selenium in preventing OM in patient with lymphoma ormyeloma receiving
HDT (NCT04080622). Methods: Patients $18 years with lymphoma or myeloma undergoing
HDT (carmustine, etoposide, cytarabine, and melphalan [BEAM] for patients with lymphoma
and high-dose melphalan for patients with myeloma) followed by autologous HCT were
randomized beween intravenous selenium 300 mg/day or placebo from the first day of che-
motherapy to hospital discharge. The primary endpoint was the incidence of severe (grade 3-4)
OM by intention to treat as defined by the World Health Organization (WHO). Secondary
endpoints included any grade oral mucositis (WHO), auto and hetero-évalaution (NCI-
CTCAE) of OM, opioid, nutrition, and antimicrobial therapy used, duration of hospitalization,
and adverse events (AE). Results: From October 2019 to October 2023, we included 100 patients
with lymphoma (n = 29) andmyeloma (n = 71)who receivedHDT and autologousHCT thatwere
randomized between selenium (n = 50) and placebo (n = 50). Baseline characterstics (age,
gender, and tobacco use, type of hematologic disease, disease status at HDT, and baseline
albumin and selenium levels)were balanced between the two treatment arms. The rate of severe
OMwas strictyl identical in both arms (60%, P= 1) with ameanmaximum grade ofmucositis of
3.26 in the selenium arm and 2.82 in the placebo arm (P= 0.71). Other methods to evaluate OM
showed similar results. Opioid use (mean 6.92 versus 6.12 days in the placebo group, P= 0.53),
parenteral nutrition (mean 10.88 versus 9.27 days, P= 0.19), antibiotic use (9.12 versus 7.02 days,
P= 0.05), antifungal use (1.02 versus 0.39 days, P= 0.33), and duration of hospitalization (24.94
versus 19.58 days, P= 0.24) were not statistically different between the two groups. The rate of
grade 3-4 AE was higher in the selenium arm (100% versus 90%, P= 0.03) with similar rates of
grade 3-4 diarrhea (10% versus 16%, P= 0.55). Conclusions: Intravenous selenium did not
improve oral mucositis in patients with lymphoma or myeloma undergoing HDT followed by
autologous HCT. Clinical trial information: NCT04080622. Research Sponsor: None.
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The impact of early versus late palliative care referral (PCR) on healthcare utilization
in pancreatic cancer patients: A single-center retrospective study.

Kriti Dhamija, Kojo-Frimpong B. Awuah, Srinishant Rajarajan, Kalaivani Babu, Kristen Bucchin, Allison Flanagan, Yue Yin, Sidra Anwar, Dulabh Kaur Monga, Bryan Balent;
Allegheny Health Network, Pittsburgh, PA; Allegheny General Hospital, Pittsburgh, PA; Drexel University College of Medicine, Pittsburgh, PA; Allegheny Health Network,
Allegheny-Singer Research Institute, Pittsburgh, PA; Allegheny Health Network Cancer Institute, Pittsburgh, PA

Background: Pancreatic cancer is one of the most aggressive malignancies, imposing sub-
stantial physical, psychosocial, and financial stress that significantly compromises patients’
quality of life (QOL). Despite its importance, only limited data exists on the optimal timing of a
palliative care referral (PCR) in the course of pancreatic cancer. We propose that early PCR
offers a proactive approach that not only alleviates symptomburden and improves QOL but also
reduces healthcare utilization (HCU) and associated costs. Methods: We performed a retro-
spective analysis for patients diagnosed with pancreatic cancer at Allegheny Health Network
from January 2015 to January 2024. Based on the timing of PCR from the diagnosis of pancreatic
cancer, patients were categorized into early PCR ( , 3 months), and late PCR ( . 3 months)
cohorts. HCU metrics were compared between the two cohorts including the number of
emergency department (ED) visits, hospital admissions and intensive care unit (ICU) admis-
sions, using Mann Whitney U test. Statistical analysis was performed using SAS 9.4, with an
alpha level of 0.05. Results: From 2015- 2024, 2020 patients were diagnosed with pancreatic
cancer and only 309 patients received a PCR. The patients who got a PCR had amedian age of 66
years, 56% of themweremales and 97%were non-Hispanic. Among these, 172 patients had an
early PCR, and 137 patients had a late PCR. The patients in the early PCR group were generally
non-Hispanic males with amean age of 68 years, while those in the late PCR group being non-
Hispanic males with a mean age of 64 years. The median number of ED visits was significantly
higher in the late PCR cohort compared to the early PCR cohort, {3 [Interquartile range (INR)2-
5] versus 2 [INR1-3] respectively, p, 0.0001}. 52.55%patients in the late PCR cohort had an ED
visit due to pain, compared to only 37.79%patients in the early PCR cohort (p, 0.009). 36.63%
patients in the early PCRgrouphad an ICU admission as compared to 62.04%patients in the late
PCR group (p, 0.0001). Similarly, early PCR group had a significantly lesser number of hospital
admissions, 2 (INR 1-3), than the late PCR group, 4 (INR 1-10), p, 0.0001.While Chemotherapy
use in the last 2months from death was observed in 30.66%patients with late PCR and 29.07%
of patients with early PCR, the difference was not statistically significant. Conclusions: Our
study shows theuse of early PCR in reducing aggressive care towards the endof life includingED
visits and hospital and ICU admissions. Due to the advanced nature of pancreatic cancer at
presentation, early integration of palliative medicine into comprehensive cancer care would be
beneficial for improving the QOL of patients and would also reduce the HCU, enhancing
economic sustainability of care. Further research is needed to show the effect of early PCR
on the psychological stress experienced by pancreatic cancer patients. Research Sponsor: None.
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Differences in supportive care service utilization among long termmetastatic breast
cancer survivors by rurality.

Ashley Pariser Davenport, Chloe Hery, Kayla Willams, Juan Peng, Michelle Joy Naughton; The Ohio State University - James Comprehensive Cancer Center, Columbus, OH;
Ohio State University, Columbus, OH; The Ohio State University, Columbus, OH

Background: Patients livingwithmetastatic breast cancer (MBC) have unique psychosocial and
medical needs, which often go unrecognized. Many patients living in rural areas travel farther
for care. We examined differences in supportive care service referrals and utilization by
sociodemographic, psychosocial, and clinical predictors among long termMBC survivors living
in rural versus urban areas. Methods: 233 patients from the Ohio State University Stefanie
Spielman Comprehensive Breast Center, who had been diagnosed with MBC for $1 year, were
asked to complete a one-time, online survey to assess their demographic characteristics,
quality of life, self-rated health, symptoms, and supportive care needs. Chi-square and fisher
exact tests were used for categorical variables and two sample t-tests were used for continuous
variables to determine sociodemographic (age, race, education, income, rural/urban resi-
dency), psychosocial/quality of life (PROMIS physical component score, PROMIS mental
component score, MOS social support), and clinical factors (time since diagnosis, current
treatment, metastasis site, fatigue, pain, and sleep) associated with utilization of supportive
care services. Results: 66 patients residing in rural areas (RURAL) and 167 patients residing in
urban areas (URBAN) were recruited. There was a higher rate of supportive care service
utilization among URBAN (n=82, 49.1%) versus RURAL (n=22, 33.3%) patients. For URBAN,
service utilization was associated with lower (worse) PROMIS physical scores, PROMIS mental
scores, MOS social support total scores, and greater fatigue and pain scores. However, no
significant associations were seen for RURAL. Higher education and income levels were
associated with increased service utilization for RURAL, but not URBAN participants. The Table
details referral and utilization rates for the top 5 supportive care services.Conclusions: Patients
living in rural areas had lower supportive care utilization compared to patients living in urban
areas. However, urban patients reported worse PROMIS and social support scores. While a no
cost service (dietitian) had similar utilization rates betweenURBANandRURAL, another (James
Care for Life programs) did not. Services amenable to same day coordination had no statistical
differences in utilization rates betweenURBAN andRURAL.More research is needed to evaluate
the impact of distance, financial, and time barriers on equitable access to supportive care
services. Research Sponsor: None.

Top 5 supportive care referrals and utilization.

Rural Urban

Referred Utilized Referred Utilized

Counseling 8 (12.1%) 4 (50%) 34 (20.4%) 20 (58.8%)
Dietitian 11 (16.7%) 8 (72.7%) 35 (21%) 27 (77.1%)
James Care for Life Programs 8 (12.1%) 3 (37.5%) 27 (16.2%) 15 (75%)
Living Well with Advanced Breast Cancer Clinic 14 (21.2%) 2 (14.3%) 20 (12%) 15 (75%)
Physical Therapy 7 (10.6%) 6 (85.7%) 36 (21.6%) 29 (75%)
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Race and correlates of cancer cachexia in the Detroit Research on Cancer Survivors
cohort.

Jennifer Lynn Beebe-Dimmer, Julie Ruterbusch, Mohammed Najeeb Al Hallak, Ann G. Schwartz, David Pandolfi, Tara Baird, Boris Pasche, Asfar S. Azmi; Karmanos Cancer
Institute, Wayne State University, Detroit, MI; Barbara Ann Karmanos Cancer Institute, Wayne State University, Detroit, MI; Karmanos Cancer Institute, Wayne State
University School of Medicine, Detroit, MI; Barbara Ann Karmanos Cancer Institute, Detroit, MI

Background: Cancer cachexia is a multifunctional syndrome characterized by the ongoing loss
of skeletal muscle mass that cannot be fully reversed by conventional nutritional support and
leads to progressive functional impairment limiting quality of life. It is also associatedwithpoor
response to therapieswhich impact long-termsurvival. The current investigation examines the
prevalence and determinants of cachexia in a racially diverse cancer cohort.Methods:We used
data gathered on a subset of participants in the Detroit Research on Cancer Survivors (ROCS)
study, one of the largest cohorts conducted exclusively among Black cancer survivors to
understand the complex nature of poorer outcomes in this population. At baseline, participants
diagnosed and/or treated at the Karmanos Cancer Institute with breast, colorectal and lung
cancer were asked to provide their weight one year prior to diagnosis and current weight,
height,medical history, health behaviors andhealth-related quality of life (HRQOL). Responses
were compared with a frequency-matched set of White cancer survivors. Cachexia was defined
as an unintentional weight loss of 5% or more for patients with a BMI 20 or higher and 2% or
more for patients with a BMI , 20 over 6 months. Results: Among 899 cancer survivors (509
Black and 390 White), 35.3% reported weight loss consistent with cachexia. A significantly
higher proportion of Black survivors were cachectic (40.3%) compared with White survivors
(28.7%; p , 0.001). Racial differences were equally pronounced regardless of tumor type, but
overall the highest proportion of cachexia was observed among lung cancer survivors (54.2%).
Examination of the electronic medical records of these patients found that older age at
diagnosis (p-trend , 0.005) and a medical history of diabetes (OR = 2.18; 95%CI 1.31, 3.63)
were both significantly associated with the presence of cachexia. Conclusions: We found that
Black patients are more likely to have cachexia at the time of cancer diagnosis than white
patients. Since cachexia is an important predictor of poor outcomes in cancer patients, de-
veloping strategies to prevent or reverse the loss in the skeletal muscle mass is critical in
improving outcomes and reducing disparities in related outcomes. Research Sponsor: U.S.
National Institutes of Health; U01 CA199240.
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Barriers to palliative care access in patients with brain metastases: A compre-
hensive national study.

Anastasia Amundson, Zouina Sarfraz, Logan Spencer Spiegelman, Lydia Hodgson, Fatma Nihan Akkoc Mustafayev, Khalis Mustafayev, Arun Maharaj,
Mohammad Arfat Ganiyani, Michael W. McDermott, Rupesh Kotecha, Yazmin Odia, Manmeet Singh Ahluwalia; FIU Herbert Wertheim College of Medicine, Miami, FL; Miami
Cancer Institute, Baptist Health South Florida, Miami, FL; Baptist Health South Florida, Miami Cancer Institute, Miami, FL; Miami Neuroscience Institute, Baptist Health
South Florida, Miami, FL; Miami Cancer Institute, Miami, FL

Background: Palliative care (PC) improves the quality of life for patients with advanced cancer,
including those with brain metastases (BM). Despite nearly 170,000–200,000 cases of BM
annually in the United States, evidence supporting utilization of early PC in malignant brain
tumors remains limited. This study aimed to identify factors influencing access to PC for
patients with BM from lung, breast, and colorectal cancer to delineate patient uptake of PC.
Methods: This retrospective cohort study analyzed the National Cancer Database (NCDB) data
(2010-2021) for patients with BM from lung, breast, and colorectal cancer. Variables analyzed
included age, sex, race, ethnicity, facility type, insurance status, socioeconomic factors, and
primary cancer site. The primary outcome was receipt of PC. Descriptive statistics summarized
patient characteristics, and logistic regression identified predictors of access to PC, reporting
odds ratios (OR) with 95% confidence intervals (CIs). Results: Of 214,940 patients with BM,
94% had lung cancer, 4.2% had breast cancer, and 1.7% had colorectal cancer. The cohort was
50.9% female, 82.6% White, 12.2% Black, 3.8% Asian, 96.4% non-Hispanic, and 3.6% His-
panic. In the multivariate analysis, older patients had lower odds of receiving PC compared to
patients aged 18-59 (60-69: OR 0.95, 95% CI 0.93-0.98; 70+: OR 0.88, 95% CI 0.86-0.91; P ,

0.001),while sexwasnot associatedwithPC (OR0.99, 95%CI0.97-1.01; P =0.333). Compared to
White patients, Black (OR 0.96, 95%CI 0.93-0.99; P = 0.014), and Asian (OR 0.95, 95%CI 0.91-
1.00; P = 0.066) patients had lower likelihood of PC. Hispanics were also less likely to receive PC
(OR 0.85, 95% CI 0.80-0.90; P, 0.001). Integrated facilities (i.e., part of a larger network with
centralized cancer care) had a lower probability of providing PC than community hospitals (OR
0.97, 95% CI 0.95-0.99; P = 0.002), whereas academic facilities showed no differences (P =
0.105). Medicaid patients had slightly higher odds of receiving PC than those with private
insurance (OR 1.04, 95% CI 1.00-1.07; P = 0.026), while Medicare and other government
insurance showed no significant differences. Medicaid expansion improved access (January
2014: OR 1.55, 95% CI 1.50-1.60; late expansion: OR 1.55, 95% CI 1.50-1.61; P, 0.001). Patients
living. 10miles froma facility had lower odds of access (OR0.97, 95%CI 0.94-0.99; P =0.002).
Compared to patients with breast cancer, those with lung cancer had lower odds (OR 0.92, 95%
CI 0.87-0.96; P , 0.001), and colorectal cancer patients had the lowest odds (OR 0.73, 95% CI
0.67-0.80; P , 0.001) of accessing PC. Conclusions: Significant disparities in PC access among
patients with BM exists. Age, racial and ethnic subgroups, geographic barriers, and primary
cancer type impact uptake of PC. Targeted interventions, including strategies to improve access
for underserved populations, are needed to increase health equity amongBMpatients. Research
Sponsor: None.
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Age-specific unmet needs among older patients with cancer enrolled in an out-
patient palliative care program: A retrospective analysis.

Sarah Ananda Gomes, Flavia Sorice, Renata Ferrari, Elaine Cristina de Paula Silva, Julia Alvarenga Petrocchi, Danielle Silva, Alexandra Mendes Barreto Arantes,
Anna Nogueira, Rafaela Peixoto, Cecilia Emerick, Maria Helena Cruz Rangel Silva, Cristina Vogel, Mariana Laloni, Carlos G. M. Ferreira, Bruno Lemos Ferrari,
Cristiane Decat Bergerot; Oncoclinicas & Co - Medica Scientia Innovation Research (MEDSIR), S~ao Paulo, Brazil; Oncoclinicas & Co, Medica Scientia Innovation Research
(MEDSIR), Sao Paulo, Brazil; Oncoclinicas&Co - Medica Scientia Innovation Research (MEDSIR), S~ao Paulo, Brazil; Oncoclinicas&Co - Medica Scientia Innovation Research
(MEDSIR), Sao Paulo, Brazil; Oncoclinicas & Co - Medica Scientia Innovation Research (MEDSIR), Rio De Janeiro, Brazil; Oncoclincas&Co - Medica Scientia Onnovation
Research (Medsir), S~ao Paulo, Brazil

Background: Older adults with cancer often experience diverse unmet needs. Understanding
these needs is crucial for tailoring palliative care interventions. This study analyzed unmet
needs among older patients enrolled in an outpatient palliative care program (OPCP), stratified
by age (65–75, 76–86, and 87–97 years). Methods: This retrospective study included 474
patients enrolled in an OPCP from November 2022 to April 2024. Patients completed the
Integrated Palliative Outcome Scale (IPOS), a validated measure assessing physical, psycho-
logical, social, and spiritual needs, as well as overall quality of life (QoL). Multinomial logistic
regression was performed to evaluate associations between age groups and specific unmet
needs, with adjustments for sociodemographic and clinical factors. Results: From the total
sample, median age was 77 years (range 65–97); 51% were female, 36% had high school, and
32% were college-educated. Cancer types included gastrointestinal (25%), genitourinary
(20%), lung (14%), and breast (12%). QoL scores did not differ across age groups. However,
unmet needs varied by age group: 65–75 years: Greater likelihood of reporting pain (OR 0.118,
95% CI 0.01–0.42, p=0.04), fatigue (OR 8.27, 95% CI 6.76–9.96, p=0.04), drowsiness (OR 2.15,
95% CI 2.11–3.46, p=0.04), depressive symptoms (OR 2.28, 95% CI 1.23–3.35, p=0.04), and
lower anxiety with treatment (OR 0.11, 95% CI 0.02–0.52, p=0.005). 76–86 years: Greater
prevalence of drowsiness (OR 20.77, 95%CI 12.14–26.31, p=0.02) and reduced anxiety about the
disease (OR0.13, 95%CI0.03–0.62, p=0.01). Feeling at peacewas less common(OR0.38, 95%CI
0.002–0.64, p=0.02). 87–97 years: More likely to report pain (OR 11.38, 95% CI 8.11–16.63,
p=0.02), anxiety about the disease (OR 9.39, 95%CI 4.11–11.47, p=0.005), and satisfaction with
receiving requested information (OR 6.19, 95% CI 3.71–8.42, p=0.04). Conclusions: Distinct
unmet needs were identified across age groups in older cancer patients receiving outpatient
palliative care. Younger older adults (65–75) had higher physical and psychological unmet
needs, while the oldest patients (87–97)weremore likely to report pain and anxiety about their
disease but experienced better communication. Tailored interventions addressing these spe-
cific needs are essential to improving patient-centered care. Research Sponsor: None.
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Disparities in cachexia and anorexia in hospitalized female patients with breast
cancer: A national population-based study.

Amro Awad, Abdulsabur Sanni, Zeina Assaf; Hennepin County Medical Center, Minneapolis, MN; University of Minnesota, Minneapolis, MN; Hackensack University Medical
Center/Englewood Hospital and Medical Center, Englewood, NJ

Background: Breast cancer is the most common cancer in females in the US. Cachexia and
anorexia are common complications from either the disease itself or the treatment regimen.
Specific disparities in the prevalence of anorexia and cachexia in female breast cancer patients
is not known. This study seeks to address this gap in knowledge by comparing the prevalence of
this issue among different demographic factors.Methods:TheNational Inpatient Sample (NIS)
databases (2016–2021) of the Healthcare Cost and Utilization Project (HCUP) was used. We
applied dischargeweight (DISCWT) provided in the database to generate thenational estimates.
Pearson Chi-square test for categorical variables and Student’s t-tests/one-way ANOVA for
continuous variables were applied to compare the baseline demographics and hospital char-
acteristics between the groups. The objective of the study was to determine demographic
factors associated with increased cachexia, specifically race (African American vs all races),
income (lowest quarterlies vs highest), Insurance type (private vs all types) and age (older than
65 years old vs younger). Multivariate linear and logistic regressionmodels were used to adjust
for confounders such as demographics, tobacco use, hypertension, COPD, Ischemic heart
disease, prior CVA, and prior diagnosis of anorexia nervosa. Results: Anorexia, cachexia or
malnutrition were documented in 12% of 1,037,185 hospitalizations of females with breast
cancer. After adjusting for confounders, there were higher odds of anorexia and cachexia in
patients of the AfricanAmerican race (aOR:1.28; CI 1.11 - 1.52; p-value,0.001) and patientswho
are 65 years old or older (aOR:1.18; CI 1.06 - 1.35; p-value 0.015). Having a private insurancewas
associatedwith lower odds of anorexia and cachexia (aOR:0.69; CI 0.62 -0.78; p-value,0.001).
There were no significant differences between patients of different levels of income.
Conclusions: Female breast cancer patients of certain demographics have higher odds of
developing cachexia or anorexia, a very common complication of breast cancer. Further
considerations for these vulnerable populations should be studied and focused efforts should
be made to ensure adequate healthcare access for all demographics. Research Sponsor: None.

Demographic studied
Prevalence of anorexia/cachexia

(aOR, P-value, CI)

African American race vs all races 1.28, ,0.001*, 1.11 - 1.52
Age ‡ 65 vs <65 1.18, 0.015*, 1.06 - 1. 35
Private insurance vs all insurance types 0.69, ,0.001*, 0.62 - 0.78
Income (lowest quarterile vs highest) 1.05, 0.45, 0.81 - 1.23

*Statistically significant.
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Economic outcomes of palliative care in colorectal cancer hospitalizations: A
propensity-matched retrospective cohort study on resource utilization.

Elvis Obomanu, Justin Lam, Colton Jones, Dilichukwu Chudy-Onwugaje, Akshay Ratnani, Chidiebube Ugwu, Muluken Megiso, Sam King, Gabor Varadi; Jefferson Einstein
Hospital, Philadelphia, PA; Jefferson-Einstein Hospital, Philadelphia, PA; Maimonides Medical Center, Brooklyn; Jefferson-Einstein Philadelphia Hospital, Philadelphia, PA;
Jefferson Einstein Philadelphia Hospital, Philadelphia, PA; Department of Hematology-Oncology, Jefferson-Einstein Hospital, Philadelphia, PA

Background: The economic burden of colorectal cancer (CRC), a major cause of cancer-related
death worldwide, is significant and is fueled by extended hospital stays, intensive treatments,
and expensive end-of-life care,with costs expected to rise as the population ages.While clinical
research has established the benefits of palliative care (PC) in improving patient outcomes, its
economic impact within CRC care pathways remains underexplored. This study employs a
large-scale, propensity-matched cohort analysis to evaluate the economic burden of PC in-
tegration during CRC hospitalization, addressing knowledge regarding the impact of early
palliative interventions onhealthcare expenditures and resource utilization.Methods:Utilizing
data from the Global Collaborative Network-TriNetX, this retrospective cohort analysis eval-
uated the economic ramifications of early palliative care integration in adults ($18 years)
hospitalized with colorectal cancer. Using ICD-10 codes, we identified patients with malignant
colorectal neoplasms, stratifying them into two cohorts: Cohort 1 (n=14,430) comprised in-
dividuals receiving palliative care within one month of diagnosis, while Cohort 2 (n=752,405)
included those without palliative care exposure. Cohorts were balanced across sociodemo-
graphic and clinical variables via propensity score matching. Outcomes using surrogates for
healthcare resource utilization and economic burden (inpatient, emergency department, and
outpatient visits) were assessed over a 10-year follow-up period (beginning one day post-
diagnosis). Results are reported as odds ratios (ORs) with 95% confidence intervals (CIs).
Results: Following propensity score matching, two balanced cohorts (n=13,991 each) were
established,with comparable baseline characteristics. Thepalliative care cohort had ameanage
of 75.8 years, predominantly white—58.7%—and 54.3%males and 45.7% females—while the
non-palliative care cohort averaged 76.3 years, predominantly white—59.8%—53.8% males
and 46.2% females. Compared to the non-palliative care cohort, the palliative care cohort
demonstrated significantly lower risks of inpatient admissions (OR 0.371; 95% CI 0.333–0.413;
p , 0.001), emergency department visits (OR 0.342; 95% CI 0.311–0.377; p , 0.001), and
outpatient visits (OR 0.397; 95%CI 0.357–0.441; p, 0.001). Conclusions: Our study found that
early integration of palliative care (PC) in colorectal cancer (CRC) hospitalizations is associated
with significant cost savings, achieved through reduced utilization of resource-intensive
services, including inpatient, outpatient, and emergency department admissions. These find-
ings suggest that PC could have a positive impact on financial sustainability and end-of-life
quality while alleviating the economic burden on healthcare systems and individuals. Research
Sponsor: None.
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“The telehealth means I get distance from the hospital so I don’t feel so much like a
patient”: A qualitative sub-study examining the acceptability of nurse-led follow-up
for ovarian cancer via telehealth using the MOST-S26 to structure consultations.

Rachel Campbell, Megan Jeon, Michael Friedlander, Madeleine T. King, Andreas Obermair, Sanela Bilic, Alison Brand, Phyllis Butow, Jim Codde, Val Gebski, Jeffrey C. Goh,
Angela Ives, Wanda Lawson, Orla McNally, Tarek Meniawy, Linda R. Mileshkin, Rachael L. Morton, Penelope M. Webb, Patsy Yates, Paul Andrew Cohen; Faculty of Science,
Centre for Medical Psychology and Evidence-Based Decision-Making (CeMPED), Sydney, NSW, Australia; Psycho-Oncology Co-Operative Research Group (PoCoG), Sydney,
NSW, Australia; Prince of Wales Hospital, Randwick, NSW, Australia; School of Psychology, The University of Sydney, Sydney, NSW, Australia; Queensland Centre for
Gynaecological Cancer, Royal Brisbane Hospital, QLD, Australia; St John of God Subiaco Hospital, Subiaco, Australia; Westmead Hospital, Wentworthville, NSW, Australia;
Psycho-Oncology Cooperative Research Group, School of Psychology, the University of Sydney, Camperdown, NSW, Australia; Institute for Health Research, University of
Notre Dame Australia, Fremantle, Western Australia, Australia; NHMRC Clinical Trials Centre, University of Sydney, Camperdown, NSW, Australia; Royal Brisbane and
Women’s Hospital, Herston, Australia; The University of Western Australia, Crawley, Western Australia, Australia; Australia and New Zealand Gynaecological Oncology
Group, Sydney, NSW, Australia; The Royal Women’s Hospital, Melbourne, Australia; Sir Charles Gairdner Hospital, Nedlands, Western Australia, Australia; Peter MacCallum
Cancer Centre and the University of Melbourne, Melbourne, VIC, Australia; The University of Sydney, Sydney, NSW, Australia; QIMR Berghofer Medical Research Institute,
Brisbane, Australia; Queensland University of Technology, Brisbane, QLD, Australia; Department of Gynaecological Oncology, King Edward Memorial Hospital, Subiaco,
Western Australia, Australia

Background: The MOST-S26 is a patient-reported outcome measure that complements
follow-up after first-line treatment for ovarian cancer (OC). MOST-S26 enables assessment
of physical and psychological symptoms, and well-being. A randomized trial was conducted to
evaluate nurse-led follow-up for OC via telehealth using the MOST-S26 to structure consul-
tations vs routine hospital follow-up (ACTRN12620000332921). A qualitative sub-study
assessed acceptability of the intervention from patient and nurse perspectives. Methods:
Semi-structured interviews via video or telephone explored experiences of receiving or de-
livering nurse-led follow-up. Patients that participated in at least two nurse-led follow-up
appointments were eligible. Study nurses delivering the intervention were interviewed at the
end of the trial. Interviews were recorded, transcribed and coded using a Framework Approach
following five stages: familiarisation, developing a thematic framework, indexing, charting,
mapping and interpretation. Results: From June 2021, 38 patients were enrolled at 6 Australian
sites. The trial closed to acrual in April 2024. Twenty-one participants were interviewed (15
women with OC and 6 study nurses). Analysis identified 3 overarching themes: (1) key patient-
centred benefits (convenience and flexibility; providing a sense of connection and feeling cared
for; enabling personalised, holistic care and prompt management of symptoms; providing
dedicated space for patients’ to freely express experiences and emotions); (2) challenges to
delivery from nurses’ perspectives (emotional impact of patients’ cancers recurring; lack of
referral pathways; inability to observe physical cues; difficulties establishing rapport; and,
lack of suitability for all patients e.g. non-English speaking or patients with low literacy); and,
(3)Nurse views on usefulness ofMOST-S26 to support consultations (provides a useful tool to guide
consultations/referrals, detect recurrence, track symptoms over time, flag symptoms for
discussion, and, helps patients’ reflect on their symptoms). Conclusions: Results confirmed
acceptability of this type of follow-up for both OC patients and nurses. Both reported several
benefits compared with standard hospital-based follow-up. Challenges that should be con-
sidered prior to routine implementation of this follow-up model included: the need to provide
support to nurses to cope with the emotional impact of patients’ cancers recurring; developing
clear referral pathways for symptom management; and considering the characteristics of
patients most and least suitable for this type of follow-up. Clinical trial information:
ACTRN12620000332921. Research Sponsor: Western Australia Health Translation Network;
Australian Government’s Medical Research Future Fund; Australia and New Zealand Gynaeco-
logical Oncology Group; Jakovich Family; The Ladybird Foundation.
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Telemedicine-enabled synchronous medical oncology and home hospice visits.

Sara Dost, Ross Albert, Todd J. Alekshun, Jeanne Bodyk, Mary Kate Eanniello, Andrew S. Epstein, Evan Fox, Alvaro G. Menendez, Paulette Schwartz, Sui Ping Suen,
Peter Paul Yu; Hartford HealthCare Cancer Institute, Hartford, CT; Hartford HealthCare at Home, Hartford, CT; Hartford Healthcare Cancer Institute, Hartford, CT; Memorial
Sloan Kettering Cancer Center, New York, NY; Hartford HealthCare, Hartford, CT

Background: Hospice is underutilized at end-of-life by patients with cancer. Among the
barriers to earlier acceptance of hospice may be the perceived loss of the therapeutic alliance
and emotional support provided by the oncology team once the hospice team starts care. With
the growing utilization of telemedicine, we sought to understand patient, caregiver, hospice
nurse, and oncologist perceptions of synchronizing home hospice visits by the hospice nurse
with remote telemedicine visits performed by the oncologist in their clinic. Methods: Thirty-
four newly enrolled hospice patients (age 57-90+; 20 female & 14 male; 28 white non-
Hispanic,1 white Hispanic, 3 black/African American, 2 other; 19 married, 3 single, 3 divorced,
1 significant other, 7 widowed, 1 other) and 34 caregivers were consented to an IRB-approved
study between 5/14/21-9/9/24. Home hospice nurse visits were coordinated with the oncol-
ogist’s clinic schedule and telemedicine visits were securely conducted through Epic MyChart
functionality. Mixed methodology was utilized with patients, caregivers, hospice nurses and
oncologists completing five-point Likert-scale surveys at baseline and subsequent serial
surveys for patients and caregivers. Results: All groups rated improvement in overall com-
munication. Likert scores for ease and quality of communication improved for oncologists (3.0
to 1.5) andnurses (2.0 to 1.0). Therapeutic alliance scores for patients and caregiverswere stable
and improved for oncologists (2.5 to 1.5) and nurses (2.0 to 1.5). Conclusions: Patients and
caregivers expressed highly favorable ratings of hospice experience at baseline and improve-
ment with telemedicine visits. There was no degradation in patient and caregiver therapeutic
alliance scores, suggesting preservation of patient experience. Improvement among oncolo-
gists and hospice nurseswas seen for both communication and therapeutic alliance scores once
synchronous telemedicine hospice visits were instituted. These findings suggest that all four
groups found value in oncologist-hospice patient telemedicine visits. Qualitative interviews
and thematic analysis of caregivers’ impressions of the programcontinue to identify howbetter
to support patients and caregivers during home hospice care. Research Sponsor: None.

Quantitative results.

Baseline Score Improvement in Score
Median (IQR) Median (IQR)

Patient Communication Overall 2.0 (1.25-2.75) 1.0 (0.5-1.0)
Therapeutic Alliance Support received

from oncologist
2.0 (1-3) 0.0 (-0.5-2.5)

Caregiver Communication Overall 2.0 (1.75-3) 1.0 (0.0-1.0)
Therapeutic Alliance Support received

from oncologist
1.0 (1-3) 0.0 (0.0-0.0)

Oncologist Communication Overall 3.0 (2-4.75) 2.0 (0.0-3.0)
Therapeutic Alliance Connection 2.5 (2.0-3.0) 1.0 (0.0-2.0)

Hospice Nurse Communication Overall 2.0 (2-2.75) 1.0 (0.0-1.0)
Therapeutic Alliance Connection with

patient & family
2.0 (1-2) 0.5 (0.0-1.0)

IQR – interquartile range.
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Evaluating the feasibility of a peer-support group for patients with cancer
(presently).

Brandon Anderson, Errol James Philip, Olga Egorova, Sebastian Hadaegh, Vincent Zhang, Shiyun Zhu, Janele Auranicky, Marissa Cangin, Stef Gayhart, Raymond Liu; San
Francisco Medical Center, Kaiser Permanente Northern California, San Francisco, CA; University of California, Los Angeles, Los Angeles, CA; Department of Hematology
Oncology, The Permanente Medical Group, San Francisco, CA; University of California, Davis, Davis, CA; Kaiser Permanente Division of Research, Oakland, CA; Kaiser
Permanente Northern California, Milpitas, CA; City of Hope National Medical Center, Duarte, CA; Presently, San Francisco, CA; Department of Hematology Oncology, Kaiser
Permanente, San Francisco, CA

Background: Many patients with cancer experience significant mental health challenges
(commonly depression, anxiety, and adjustment disorders) which can impair quality of life
and treatment adherence. Despite this, few seek mental health care due to barriers such as
stigma, limited resources, and lack of suitable programs.We sought to determine the feasibility
of “Presently”, a novel, trauma-informed, virtual, peer-support program for patients regard-
less of cancer type or treatment, facilitated by trained cancer survivors. Methods: An 8-week
pilot was implemented at Kaiser Permanente San Francisco, allowing self-enrollment. De-
mographic and clinical utilization data were collected from one year prior to the program
through its completion (9/1/23–11/1/24). Post-program evaluation included surveys and par-
ticipant feedback sessions. Results: Of 42 self-enrolled patients, 31 (74%) attended at least one
session, averaging 4 sessions per participant. Most attendees were female (87%) and white
(68%). Mental health comorbidities were prevalent, with 59% having an active diagnosis and
34% prescribed psychotropic medications. Participants represented diverse cancer types:
breast (32%), lymphoma (24%), genitourinary (21%), gastrointestinal (10%), leukemia
(7%), lung (3%), and pre-cancerous (3%). Disease stages varied: 38% local, 24% locally
advanced, and 38% metastatic. Nearly half (48%) were undergoing active treatment. In the
year prior, attendees utilizedmore healthcare services, including 157%more oncology and 10%
more primary care visits than non-attendees. Participant feedback was positive: 65% found
Presently very effective in providing emotional support and 64% were highly likely to recom-
mend it to others. Most participants (82%) found support from peers meaningful, with 71%
appreciating staff facilitation and 59% valuing opportunities to help others. All non-attendees
expressed interest in future participation. Conclusions: The Presently program demonstrated
feasibility in supporting patients with diverse cancer diagnoses, stages, and mental health
histories. Positive participant feedback underscores the potential for novel peer-led models to
address the increasing mental health needs of patients with cancer. Future research will
investigate clinical outcomes and potential reductions in healthcare utilization through
larger-scale implementation. Research Sponsor: None.
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Quality of life among oncology patients with distinct spiritual well-being profiles.

Kayoll G. Gyan, Tracy A. Balboni, Marilyn J. Hammer, Christine Miaskowski; Dana-Farber Cancer Institute Phyllis F. Cantor Center for Research in Nursing and Patient Care
Services, Boston, MA; Dana-Farber Cancer Institute/Brigham and Women’s Hospital/Harvard Medical School, Boston, MA; Dana-Farber Cancer Institute, Boston, MA;
University of California, San Francisco, San Francisco, CA

Background: Individuals undergoing treatment for cancer experience multiple symptoms
moderated by stress/resilience that impact quality of life (QOL). Spiritual well-being (SWB)
is an understudied QOL component that may influence outcomes. Purpose: Identify SWB
profiles and associations with symptoms, stress, resilience, and QOL. Methods: Patients with
breast, gastrointestinal, gynecologic and lung cancer undergoing chemotherapy were enrolled
in a symptom clusters study. Assessments included: SWB subscale of theMultidimensional
Quality of Life Scale-Patient Version (MQOLS); Lee Fatigue Scale (LFS), Attentional Function
Index (AFI), Spielberger State-Trait Anxiety Inventory (STAI), Center for Epidemiological
Studies-Depression scale (CESD), General Sleep Disturbance Scale (GSDS); Perceived Stress
Scale (PSS), Connor-Davidson Resilience Scale (CDRS) and MQOLS. Latent profile analysis
(LPA) was used to identify the distinct SWB profiles. Differences among latent classes were
evaluated using analysis of variance, Kruskal-Wallis, or Chi Square tests with a Bonferroni
corrected p-value of ,0.008. Results: Among 1324 patients, four distinct SWB profiles were
identified (Table). Patients in the Low SWB class were older, better educated, andmore likely to
bemale andWhite compared to other groups (all p,0.008). Low SWB patients reported greater
fatigue, anxiety, and depression, poorer general health and mental health, and greater stress.
Compared to High and Very High classes, patients in the Low and Moderate classes had lower
resilience scores. Low SWB patients reported poorer QOL. Conclusions: Four distinct SWB
profiles were identified. Patients with lower SWB reported higher symptom burden, higher
levels of stress andpoorerQOL. Anevaluationof patients’SWBmay assist clinicians to identify a
modifiable condition that warrants targeted interventions. Research Sponsor: National Cancer
Institute; CA134900.

Differences in symptoms, stress, resilience, and QOL scores among SWB classes.

Characteristics
Low (1)

n=188 (14.2%)
Moderate (2)
n=450 (34.0%)

High (3)
n=421 (31.8%)

Very High (4)
n=265 (20.0%) Statistics

Evening fatigue (>5.6) 5.5 (2.1) 5.4 (2.1) 5.6 (2.0) 4.8 (2.3) F = 8.61, p ,.001
1, 2, and 3 . 4

AFI (<5.0 = Low, 5 to
7.5 = Moderate,
>7.5 = High)

6.2 (1.7) 6.3 (1.8) 6.4 (1.8) 6.8 (1.8) F = 6.40, p ,.001
1, 2, and 3 , 4

STAI (>32.2) 38.2 (13.5) 34.4 (12.0) 33.4 (12.4) 30.6 (11.1) F = 14.51, p ,.001
1 . 2, 3, and 4
2 and 3 . 4

CESD (>16.0) 15.4 (10.9) 13.2 (9.8) 12.4 (9.4) 11.0 (8.6) F = 7.95, p ,.001
1 . 3 and 4

2 . 4
GSDS (>43.0) 55.5 (18.6) 54.1 (19.6) 51.0 (20.5) 50.0 (21.4) F = 4.47, p = .004

1 and 2 . 4
PSS total (0 to 56) 20.8 (8.7) 19.2 (8.3) 18.1 (8.1) 16.3 (7.2) F = 12.89, p ,.001

1, 2, and 3 . 4
1 . 3

CDRS total (0 to 40) 28.1 (6.4) 29.2 (6.4) 30.7 (6.1) 32.0 (6.0) F = 18.06, p ,.001
1 and 2 , 3 and 4

MQOLS: Psychological
well-being

4.8 (1.8) 5.4 (1.8) 5.6 (1.9) 6.0 (1.9) F = 15.50, p ,.001
1, 2, and 3 , 4
2 and 3 , 4

MQOLS: Social
well-being

5.6 (2.0) 5.9 (2.0) 5.5 (2.0) 5.9 (2.0) F = 2.60, p = .051
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Awareness of gestational surrogacy among female patients treated for cancer: A
national survey.

Alexa Steckler, Christina Raker, May-Tal Sauerbrun-Cutler, Stephanie L. Graff, Don Steven Dizon, Christine Mary Duffy; The Warren Alpert Medical School of Brown
University, Providence, RI; Brown University Health, Providence, RI; Women & Infants Hospital, The Warren Alpert Medical School of Brown University, Providence, RI;
Brown University Health Cancer Institute, The Warren Alpert Medical School of Brown University, Providence, RI; Brown University Health Cancer Institute, Providence, RI

Background: ASCO and other international guidelines recommend fertility counseling at di-
agnosis for all reproductive-aged cancer patients. Yet, how commonly gestational surrogacy
(GS) is presented as an option remains unclear. To date, there is very little data to inform the
question. Our primary objective was to determine the proportion of cancer survivors aware of
GS as an option for parenthood. For the purposes of this study, we defined a gestational
surrogate as onewho carries a pregnancy using an embryo from the intended parents or a donor
embryo, and as such, has no genetic link to the fetus.Methods:We developed a national survey
that covered fertility preservation options, with specific questions regarding GS. Survey
validation and usability testing were conducted with 17 cancer survivors, providing input on
the final instrument. Following IRB approval, the surveywas disseminated online viaREDCap in
partnershipwithmultiple cancer advocacy organizations betweenApril andNovember 2024. All
respondents had the ability to select multiple responses as appropriate. Frequencies, pro-
portions, and 95% confidence intervals (CI) were calculated using SAS 9.4 (SAS Institute, Cary,
NC).Results: 519 female participants completed the survey. By cancer type: 60.7%breast, 14.3%
hematologic, 8.1% cervical/uterine, 4.4% ovarian, 3.7%GI, and 8.9% other. Mean age (SD) was
31.1 (6.6) at diagnosis and 36.8 (7.4) at survey response; 30%had children at diagnosis. Overall,
75.9% expressed a desire for children post-cancer at the time of their diagnosis. Among
respondents, 302 (58.2%; 95% CI 54.0-62.4) reported that they were aware of GS at diagnosis.
Among those aware of GS, a similar proportion learned about it through oncologists (32.1%;
95% CI 26.9-37.4) or REI specialists (31.1%; 95% CI 25.9-36.4). However, the majority learned
about GS through non-clinical resources (73.2%; 95% CI 68.2-78.2), including internet/social
media (46.0%; 95% CI 40.5-51.7). Of those aware, GS was actively considered by 134 (44.5%)
participants, of which 20 (14.9%) pursued GS and 16 (11.9%) have had a child using GS. Of those
who did not actively consider GS but who were aware, common barriers included cost (45.3%),
not ready to build a family (41.4%), preference to carry the pregnancy (29.9%), and using/
planning other methods (20.5%). Conclusions: GS is a common route to parenthood in the US
and internationally. While almost 60% of participants were aware of GS as an option, the
primary source of information was through non-clinical resources. These data indicate GS
should be routinely included in fertility counseling at diagnosis, especially in cases where
cancer treatment compromises the patient’s ability to carry a pregnancy. Education is needed to
ensure oncologists are equipped to provide access to accurate, patient-centered oncofertility
care, including REI referral. Research Sponsor: None.
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Inclusion of gestational surrogacy in oncologist-led fertility counseling at cancer
diagnosis: A national survey.

Alexa Steckler, Christina Raker, May-Tal Sauerbrun-Cutler, Don Steven Dizon, Stephanie L. Graff, Christine Mary Duffy; The Warren Alpert Medical School of Brown
University, Providence, RI; Brown University Health, Providence, RI; Women & Infants Hospital, The Warren Alpert Medical School of Brown University, Providence, RI;
Brown University Health Cancer Institute, The Warren Alpert Medical School of Brown University, Providence, RI; Brown University Health Cancer Institute, Providence, RI

Background: ASCO guidelines recommend that oncologists discuss infertility risks and fertility
preservation early with reproductive-aged cancer patients. However, little is known about how
often gestational surrogacy (GS) is presented as a parenthood option, or the factors influencing
these conversations. GS is defined as someone who carries a pregnancy using an embryo from
the intended parents or donor, with no genetic link to the fetus. We sought to assess the
frequency and predictors of oncologist-provided GS counseling among a national cohort of
female cancer survivors diagnosed at a reproductive age. Methods: We developed a REDCap
survey on GS counseling experiences and demographic/cancer-related information, incorpo-
rating feedback from 17 survivors. The final survey was distributed nationally via multiple
cancer advocacy organizations (April–November 2024). Fisher’s exact tests, T-tests, and
multiple logistic regression identified predictors of GS counseling, with p , 0.05 considered
significant. Results: 519 female cancer survivors completed the survey. By cancer type: 60.7%
breast, 14.3%hematologic, 8.1% cervical/uterine, 4.4%ovarian, 3.7%GI, and 8.9%other.Mean
age at diagnosis was 31.1 (SD 6.6). 82.1% of patients recalled their doctor discussing the impact
of cancer treatment on fertility. Only 18.7% received GS counseling from their oncologist.
Patients with cervical/uterine (35.7%) and ovarian (30.4%) cancer were significantly more
likely to receive GS counseling from their oncologist compared to breast (19.1%), hematologic
(13.5%), GI (5.3%), and other cancers (8.7%) (p = 0.007). Patients who were younger age at
diagnosis (mean 30.0 vs. 31.4 years, p = 0.05), had a younger current age (mean 34.2 vs. 37.4, p,

0.001), fewer years since diagnosis (21.3% , 5 years vs. 20.6% 6-10 years vs. 6.0% . 10 years
since diagnosis, p = 0.003), and were childless at diagnosis (21.3% vs. 12.9% with children, p =
0.03) were significantlymore likely to receive counseling. GS counseling did not vary by patient
race, sexual orientation, relationship status, geographic location, income, or education. Lo-
gistic regression showed older current age (aOR 0.90; 95%CI 0.95-0.95) and having children at
diagnosis (aOR = 0.56; 95% CI 0.31-0.98) predicted lower odds, while gynecologic cancer
increased odds of GS counseling (aOR = 2.21; 95% CI 1.06-4.49). Conclusions: Fewer than 1 in 5
survivors received GS counseling from their oncologist, with younger, childless patients with
gynecologic cancers more likely to be counseled. These findings highlight potential biases in
counseling practices and underscore the need for systematic, equitable fertility discussions at
diagnosis, before gonadotoxic treatment. Research Sponsor: None.
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Using large language models to assess adherence to ASCO patient-oncologist
communication standards.

Joshua Paul Davis, Nicole Agaronnik, Thomas Sounack, Charlotta Lindvall; Dana-Farber Cancer Institute, Boston, MA; Harvard Medical School, Boston, MA; Department of
Psychosocial Oncology and Palliative Care, Dana-Farber Cancer Institute, Boston, MA

Background: The American Society of Clinical Oncology (ASCO) convened a multidisciplinary
panel resulting in patient-oncologist communication guidelines published in 2017. These
guidelines contain recommendations across topics including goals of care, treatment selection,
end-of-life care, facilitating family involvement, and clinician training in communication.
Ideally, these conversations should be documented in the electronic health record (EHR), so
that they can be referred to at future visits as a patient’s clinical course evolves. Tracking
adherence to these communication guidelines may be beneficial for quality improvement
efforts. However, manual chart review of unstructured free text notes is tedious and burden-
some. The recent development of Large Language Models (LLMs) may represent a new
computational approach that can capture such documentation more efficiently than chart
review. To our knowledge, no prior study has used LLMs to capture such documentation in free
text notes, validated against gold-standard manual chart review. Methods: As part of a larger
study on development of LLMs for tracking palliative care quality measures, we randomly
selected 30 patients with advanced cancer and clinical notes in themonth following navigation
to a poor prognosis treatment node. We used GPT-4o-2024-05-13, our HIPAA-secure tool, to
develop an LLM prompt for identifying 14 ASCO communication domains in clinical text. The
LLM prompt required output to generate source text to support identification of a communi-
cation domain. A “hallucination score” was calculated for source text, which is a measure of
evidence produced by LLMs not found in source text. We then compared to gold standard
manual chart review using standard performance metrics. Results: Across communication
domains, note-level LLM analysis achieved sensitivity ranging from 0.43-1.0, specificity
ranging 0.32-0.99, and accuracy ranging 0.51-0.99. Examples of documentation identified
by both the LLM and chart review include goals of care and prognosis (“recently informed that
her disease had progressed with treatment. Currently on ‘last line’ of chemotherapy”), treat-
ment options and clinical trials (“her oncologist recommended a potential trial treatment, and
she is contemplating involvement in this”), end-of-life care (“if her cancer continues to
progress with her current treatment, they will transition her care to home hospice for comfort
measures only”), and cost of care (“financial insecurity - referred to resource specialist”).
Average hallucination index for documentation identified by the LLMwas low. LLM frequently
identified information missed by annotators. The LLM extracted information relevant to
communication domains in a fraction of the time required by manual chart review.
Conclusions: LLMs can identify communication domains in EHRs, potentially contributing
to quality improvement efforts. Research Sponsor: National Institute onAging;National Cancer
Institute.
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The association between emotional distress prior to receiving immune checkpoint
inhibitors and overall survival among patients with cancer: A population-based
study.

Luciana Beatriz Mendes Gomes Siqueira, Samuel Saibil, Rinku Sutradhar, Vivian Aghanya, Yosuf Kaliwal, Yue Niu, Ning Liu, Ying Liu, Melanie Lynn Powis,
Monika K. Krzyzanowska, Marcus O. Butler, Lawson Eng; Division of Medical Oncology and Hematology, Princess Margaret Cancer Centre, University of Toronto, Toronto,
ON, Canada; Institute for Clinical Evaluative Sciences, Toronto, ON, Canada; Princess Margaret Cancer Centre, University of Toronto, Toronto, ON, Canada; Odette Cancer
Centre, Sunnybrook Health Sciences Centre, Toronto, ON, Canada

Background: Immune checkpoint inhibitors (ICIs) arewidely used across cancer care. Emerging
evidence from smaller studies links pretreatment emotional distress (ED) to poorer outcomes
in patients with melanoma and non-small cell lung cancer undergoing ICIs due to changes in
inflammatory states but large-scale studies are lacking. We conducted a population-level
retrospective cohort study to assess the impact of pre-treatment ED on overall survival (OS)
across solid tumor patients treated with ICIs. Methods: Using population-level administrative
data, a cohort of patients with cancer, age 18 years or older, who received at least one dose of an
ICI between June 2012 to October 2018 in Ontario, Canada, were identified using systemic
therapy databases. Databases were deterministically linked to obtain socio-demographic,
clinical co-variates, pre-treatment ED levels, and overall survival. ED was defined as having
the sum of the Edmonton SymptomAssessment Scale (ESAS) anxiety and depression score$ 4.
Multivariable Cox proportional hazard models assessed the association between ED and OS,
adjusted for age, sex, bodymass index, history of autoimmune conditions, cancer centre facility
level, comorbidity score, and hospitalization within 60 days prior to starting ICI. Results:
Among the 3237patientswho received ICIs and completed theESASprior to ICI treatment,most
were male (58%), median age 67 years (IQR 59-74), the median combined ESAS anxiety and
depression score was 3 (IQR 0-7); 45% had pre-treatment ED. The majority had lung cancer
(49%), melanoma (37%) or renal cancer (9%), and were either treated with nivolumab (42%),
pembrolizumab (36%) or ipilimumab (19%). Median OS was 330 days. Pre-ICI treatment ED
was associated with poorer OS (aHR = 1.23, 95% CI [1.12–1.34] P , 0.0001) and when analyzed
as a continuous variable, a higher combined ESAS anxiety and depression score was associated
with poorer OS (aHR= 1.02 per 1 unit increase, 95%CI [1.01-1.03] P,0.0001). Pre-treatment ED
was associated with poorer OS for both males (aHRmales= 1.27, 95% CI [1.12–1.43] P = 0.0001)
and females (aHRfemales= 1.18, 95% CI [1.03–1.36] P = 0.02). Among disease sites, ED was
associatedwith reduced OS among patients with lung cancer (aHR = 1.33, 95%CI [1.17–1.51] P,

0.0001) and showed a similar but non-significant trend among patients withmelanoma (aHR =
1.14, 95% CI [0.98–1.32] P = 0.09); while ED not significantly associated OS for patients with
renal cancer (aHR = 0.98, P = 0.89). Similar results were observed across sexes and disease sites
when evaluating the combined ESAS anxiety and depression score and OS. Conclusions: Among
patients receiving ICIs, pretreatment ED is associated with poorer OS. These findings suggest
the importance of screening for and addressing ED as a part of routine cancer care, which may
potentially influence ICI treatment outcomes. Research Sponsor: University of Toronto; Con-
quer Cancer, the ASCO Foundation.
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Effect of a single home visit on distress in cancer patients undergoing chemo-
therapy: A comparative study.

Mila Petrova, Sonya Kircheva Draganova, Rosalina Pechlivanova, Mariyana Eneva, Radostina Gencheva, Petya Kraleva, Kristina Koleva, Daniela Ilieva, Mohamed Alhalabi,
Anika Ivanova, Dimo Manov, Georgi Zhbantov, Ivan Donev, Georgi Stamenov; MHAT “Nadezhda”, Sofia, Bulgaria; Nadezhda Hospital, Sofia, Bulgaria; MHAT Nadezhda
Hospital, Sofia, Bulgaria; Hospital Pharmacy MHAT “Nadezhda”, Sofia, Bulgaria; Medical Oncology Dept, MHAT Nadezhda Hospital, Sofia, Bulgaria, Sofia, Bulgaria; MHAT
Nadezhda Hospital, Spvj>, Bulgaria; Department of Medical Oncology, Nadezhda Hospital, Sofia, Bulgaria; MHAT Nadezhda Women Health Hospital, Sofia, Bulgaria

Background: This study aimed to investigate whether a home visit after the first chemotherapy
can significantly reduce cancer patients’ psychological distress levels. Methods: The National
Comprehensive Cancer Network Distress Thermometer and problem list was used to assess
patients’ level of distress on a scale from 0 to 10, with scores of 4 or higher considered a high
level of distress. Between 01 Mar and 01 Nov 2024 chemotherapy naı̈ve cancer patients were
divided into two groups – the study group had a home visit by a medical oncologist within
10 days after the start of their 1st chemotherapy, and the patients in the control groupwere only
seen at the clinic before the start of their 1st and 2nd chemotherapy course. During the home
visits, a patient-led discussion was held, in which the oncologist answered various questions
about the patient’s staging, prognosis, therapy and its anticipated effects. Home visits were
offered to all patients, but only those who opted in received them. All patients in both groups
had their distress levels assessed at two time points – before the start of 1st chemotherapy
course and before the start of the 2nd chemotherapy course. Responses were analysed and
compared between the two groups. Results: The level of psychological distress was assessed in
126 patients with solid tumours; of them, 88 (69.8%) opted in for a home visit and formed the
study group, while 38 refused and were only seen at the clinic and served as the control group.
Mean age in the study group was 60.6612.4 and 56.9614.4 for the controls. In both groups,
breast, lung, and colon cancer prevailed. High baseline levels of distress (before the start of
chemotherapy) were similarly prevalent in both groups: 72.7% of the home visit group and
65.8% of the control group scored 4 or higher. McNemar’s test showed that the number of
patients with high levels of distress at the second interview was significantly reduced in the
home visit group, from 72.7% to 53.4% (p , 0.001), in contrast to the controls, where it
remained almost unchanged from 65.8% to 68.4%. In addition, the Wilcoxon test showed that
one home visit significantly decreased the level of distress in the study group, from 4.962.6 to
3.462.5 (p , 0.001). In contrast, distress levels in the control group, comprising patients who
declined home visits, showed no significant improvement, barely dropping from 4.662.8 to
4.262.7 (p = 0.263) between the first and second interviews. Conclusions: This study demon-
strates that a single home visit by an oncologist after the start of chemotherapy can signif-
icantly reduce distress levels in cancer patients and thus enhance overall patient well-being.
Research Sponsor: None.
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Promoting resilience in stress management within patients with early stage breast
cancer.

Gabrielle Betty Rocque, Etzael Ortiz Olguin, Jessica M. Shuey, Tanvi Padalkar, Nicole Henderson, Ana Falc~ao, Courtney Williams, Chloe J. Taub, Joyce P. Yi-Frazier,
Courtney Craig Junkins, Katherine Elizabeth Reeder-Hayes, Abby R. Rosenberg; University of Alabama at Birmingham, Division of Hematology and Oncology, Birmingham,
AL; University of Alabama at Birmingham, Birmingham, AL; Dana-Farber Cancer Institute, Boston, MA; School of Medicine, The University of North Carolina at Chapel Hill,
Chapel Hill, NC

Background: Women with breast cancer often experience persistent psychological distress,
including fear of recurrence, which can be exacerbated inmarginalized populations. Promoting
Resilience In StressManagement (PRISM) is an intervention initially developed for adolescents
and young adults with serious illness that builds resilience utilizing skills-based coaching,
which may be able to be adapted and deployed to address psychological needs of women with
breast cancer. Methods: This pilot study examined PRISM’s feasibility and preliminary effects
in women with early-stage breast cancer undergoing chemotherapy. Six PRISM sessions were
delivered individually by trained coaches, targeted getting to know participants, stress-
management, goal setting, cognitive-reframing, meaning making, and family integration.
Feasibility, the primary outcome, was defined as 70% of participants completing the PRISM
intervention, baseline, and follow-up surveys. Secondary outcomes were measured using the
Acceptability of Intervention Measure, Intervention Appropriateness Measure, Feasibility of
Intervention Measure, PROMIS-Global Quality of Life, Post-Traumatic Growth Inventory,
Connor-Davidson Resilience scale, Functional Assessment of Chronic Illness Therapy–
Spiritual Well-Being, Fear of Cancer Recurrence Inventory, Patient Health Questionnaire De-
pression Scale, General Anxiety Disorder–Anxiety Scale, and Patient Activation Measure. Pre-
and post- results were analyzed using paired t-tests for continuous measures and McNemar’s
test for categorical measures. Effect sizes were calculated using Cohen’s d and Cramer’s V.
Results: From February to September 2024, 30 patients participated in the PRISM intervention
pilot. The study populationhad amedian age of 51 years (IQR47-59),were predominantly Black
(57%) and unemployed at the start of the study (37%). Two patients died, two withdrew, and
one patient was lost to follow-up, resulting in a completion rate of 83%, meeting the primary
feasibility endpoint. Patients reported that the sessions were acceptable (mean 4.6 [SD 0.7]),
appropriate (mean 4.5 [SD 0.9]), and feasible (mean 4.6 [SD 0.4]).The largest effect was
observed in participants’ resilience (mean 4-point increase; d = 0.6). There was also a mean
14-point increase of patient growth and self-improvement (d = 0.5). Modest effect sizes were
observed for improvements in overall spiritual well-being and reductions in fear of cancer
recurrence (both d = 0.4). Small effects were observed for depression, anxiety symptoms,
patient activation, global health, physical health, and mental health (d = range 0.1 to 0.2).
Conclusions: The PRISM intervention was feasible amongst a diverse group of women with
early-stage breast cancer and effect sizes suggest potential benefit, warranting further in-
vestigation in a future randomized control trial. Clinical trial information: NCT06133348.
Research Sponsor: American Cancer Society.
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Systematic screening of perception of curability among patients with advanced
cancer: A longitudinal analysis.

Kayley Ancy, Grecia Aldana Singleton, Yi Huang, Donna S. Zhukovsky, Yvonne Heung, Eduardo Bruera, David Hui; The University of Texas MD Anderson Cancer Center,
Houston, TX

Background: Clinicians do not routinely assess patients’ illness understanding despite its
importance in decision making. Systematic screening of illness understanding is a novel
approach that normalizes discussion of this sensitive topic, helps identify patients with in-
formation needs and allows clinicians to monitor and support their patients’ understanding
over time. In this study, we examined the changes in perception of curability over time in
patients who completed systematic screening at our supportive care clinic (SCC).Methods:We
implemented universal electronic systematic screening of illness understanding in our SCC
using two questions from the Prognosis and Treatment Perception Questionnaire at consul-
tation and every 2 months. We included all advanced cancer patients who completed screening
at their consultation and at least one follow-up visit within one year. The primary outcomewas
patients’ perception of curability, which was categorized as accurate if they reported the
likelihood of cure as , 25%. Patients were grouped into one of four categories based on
responses at their first and last SCC visits: accurate-accurate, accurate-inaccurate,
inaccurate-accurate and inaccurate-inaccurate. We examined patient characteristics associ-
ated with the inaccurate-inaccurate group versus all others using univariate and multivariate
logistic regression analysis. Results: 432 patients (mean age 58 [SD 13], female n=248 [57.4%],
white n=331 [76.6%]) were included. The mean number of SCC visits was 2.69 [SD 0.9] and the
median duration between the first and last SCC visitswas 157 days [IQR 129-194]. At visits 1, 2, 3,
4 and 5+, 34% [147/432], 37% [159/432], 36% [71/197], 38% [30/78] and 46% [11/24] of
patients had an accurate understanding of their curability (p=0.24), respectively. Comparing
the first and last visit, 233 [54%] were inaccurate-inaccurate, 119 [28%] were accurate-
accurate, 52 [12%] were inaccurate-accurate and 28 [6%] were accurate-inaccurate. Asian
race and greater well-being at baseline were associated with being inaccurate-inaccurate
(Table).Conclusions: Systematic screening identified that only~1 in 3 advanced cancer patients
had an accurate understanding of their curability at SCC consultation and this did not improve
significantly over time. Certain subgroups weremore likely to remain inaccurate at last follow-
up. Our findings highlight the need to systematically screen for illness understanding and to
work towards bridging information gaps with better communication and coping support.
Research Sponsor: None.

Multivariate analysis of patient characteristics associated with being in the inaccurate-inaccurate group.

Patient Characteristic Odds Ratio 95% CI p-value

Race (versus White)
Asian 3.92 1.52-12.2 0.009
Black or African American 1.91 0.90-4.26 0.1
Edmonton Symptom Assessment
System Well-Being

0.82 0.73-0.93 0.003
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A longitudinal analysis of social networks and patient-reported outcomes among
young adult cancer survivors.

Katie Darabos, Katie Devine, Katherine Ognyanova, Sean McHugh, Shannon Desbiens; Rutgers School of Public Health, Piscataway, NJ; Rutgers Cancer Institue, New
Brunswick, NJ; Rutgers School of Communication and Information, New Brunswick, NJ

Background:Nearly 80,000young adults (YAs; aged 18-39) are diagnosedwith cancer each year
in the United States with . 80% expected to survive beyond 5 years. Social connectedness
(connections/relationswithothers) is oneof themost documentedpsychosocial factors cited as
influencing health and well-being among YA survivors. However, given cancer diagnosis,
treatment, and the challenging late effects, the social networks of YA survivors invariably
change, including the quantity, quality, and types of relationships. Limitedwork has focused on
identifying the extent of changes within YA survivors’ social networks, such as the social
network structure (network size) and social network composition (sociodemographic charac-
teristics) that may confer risk. To understand this, we present preliminary data mapping the
social networks of YA survivors, analyzing network changes over a 3-month period and
associations with depression and anxiety. Methods: YAs (N= 25) completed a baseline social
network questionnaire capturing social network structure (number of network members),
composition (network member characteristics), and types of support each network member
provides. YA survivors also completed measures of depression and anxiety at 3 months post
baseline. Wilcoxon signed-rank tests assessed changes in social network metrics; correlations
examined associations between baseline social network metrics and depression and anxiety at
3 months. Results: YA survivors (Mage= 27.0, SD= 5.4, range = 18-37) were majority female
(56%) and white (56%). YA survivors reported a wide range of cancer diagnoses (leukemia,
lymphoma, testicular, thyroid, breast) and were on average 2 years since diagnosis (M=
22 months). On average YA survivors’ networks over 3 months contracted by 0.96 people
(Z= -2.09, p= 0.036). Social networks changed compositionally over time, with a decrease in
second degree relatives (Z= -2.066, p= 0.039) and male network members (Z= -2.17, p= 0.03),
but no change in the mean age or in the number of female network members. The types of
support that YA survivors received over time also changed, with a decrease in the amount of
emotional support (Z= -2.03, p= 0.04). Only the number of parental network members at
baseline was positively associated with depression (r= 0.53, p= 0.007) and anxiety (r= 0.51, p=
0.009) at 3 months. There were no other significant associations between baseline social
networkmetrics on depression and anxiety scores at 3 months. Conclusions: Despite networks
getting smaller and less heterogeneous over time, this was not associatedwith later depression
or anxiety in our preliminary sample. More work is needed to inform the development and
delivery of targeted social network interventions focused on intervening upon social network
indicators to improve the long-term health and well-being of this vulnerable YA survivor
population. Research Sponsor: Pediatric Hematology and Oncology Research Center of
Excellence.
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Is metastatic cancer curable? A survey of medical oncologists.

Shalini Subramaniam, Kim Tam Bui, Martin R. Stockler, Belinda Emma Kiely; NHMRC Clinical Trials Center, The University of Sydney, Sydney, Australia; Concord Cancer
Centre, Concord West, Australia; NHMRC Clinical Trials Centre, The University of Sydney, Camperdown, NSW, Australia; NHMRC Clinical Trials Centre, The University of
Sydney, Sydney, Australia

Background:More patients withmetastatic cancer are living longer due to treatment advances
like immune checkpoint inhibitors and targeted therapies. We aimed to determine oncologists’
attitudes about the possibility of cure in metastatic cancer and to understand how they discuss
cure with their patients. Methods: We invited medical oncologists and medical oncology
trainees via a national mailing list and social media to complete a digital 21-question
purpose-built survey. Descriptive statistical analyses were conducted. Results: Between Sep-
tember andOctober 2024, 127 respondents completed the survey.Median agewas 39 years (IQR
36-45). Most participants worked in an Australian (64%) metropolitan (88%) public practice
(56%), and 51% were women. Clinical experience ranged from ,5 years (36%), 5 to 10 years
(24%) and .10 years (34%) since oncology qualification; 6% were trainees. The most fre-
quently treated cancer types were breast (55% of participants), lung (52%), and colorectal
(50%). 82% reported thinking patients with metastatic cancer can be cured. The types of
metastatic cancer that participants thought had the highest chance of cure were testicular
(81%), melanoma (32%) and colorectal (16%) (Table). At the time of diagnosis, 51% of
participants reported they would tell a patient with metastatic cancer that cure is possible.
After delivering treatment for metastatic cancer, 29% reported telling some patients that they
have been cured, while 74% reported telling some patients that they may have been cured.
During treatment, 1%, 4% and 17% of participants thought a patient had been cured if the
cancer had not progressed 1, 2, and 5 years after starting treatment. A greater proportion
thought cure was a realistic possibility when discussing the benefits of immunotherapy (83%)
compared to chemotherapy (40%), but only 44%and 27% respectively reported they would tell
patients this. When discussing prognosis, most reported using multiple ranges of time with
probabilities e.g. best-case, typical-case and worst-case scenarios (68%). Conclusions: Al-
though most oncologists in this survey believed metastatic cancer is curable, only a minority
would tell a patient with metastatic cancer they have been cured. Research Sponsor: None.

Median cure rates by disease as reported by participants.

Cancer type Median cure rate (%) IQR (%)

Testicular 81 71-88
Melanoma 32 20-50
Colorectal 16 9-25
Lung 13 6-21
Genitourinary 8 1-17
Breast 7 4-14
Gynaecological 6 1-12
Head and Neck 5 0-11
Gastroesophageal 2 0-7
Mesothelioma 2 0-7
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Sexual health communication and young-onset cancer (YOC): Healthcare practi-
tioners’ attitudes and practices.

Louise Kelly, Emily Harrold, Katie O’Neill, Nicola Keohane, Maeve Aine Lowery; Department of Medical Oncology, Trinity St. James’s Cancer Institute, Dublin 8, Ireland;
Department of Medical Oncology, Trinity St James Cancer Institute, Dublin 8, Ireland; Trinity St James’s Cancer Institute, Dublin 8, Ireland; Trinity St James’s Cancer
Institute, Dublin, Ireland; Department of Medical Oncology, Trinity St. James Cancer Institute, Dublin, Ireland

Background: Sexual health-related discussions are often challenging for Healthcare Practi-
tioners (HCPs) and patients, making sexual health communication a frequently neglected
aspect of cancer care. HCPs’ lack of knowledge regarding LGBTQ+ cancer care contributes to
greater unmet survivorship needs.We explored HCPs’ attitudes and practices regarding sexual
health-related discussions with YOC patients (25yrs–50yrs) to identify barriers and training
needs for improving effective communication. Methods: A cross-sectional, mixed-methods
design was employed. 160 HCPs working with patients with gastrointestinal and head & neck
cancers at the Trinity St James Cancer Institute, Dublin, Ireland were invited to complete an
anonymised 23-item online questionnaire. Data was analysed using descriptive statistics for
quantitative responses, and thematic analysis for qualitative insights. Results: 52 respondents
included; Medical Oncology (46.2%), Surgical Oncology (36.5%), Radiation Oncology (11.5%),
Psych-Oncology (5.8%), and Palliative Care (5.8%). 34.6% (18/52) and 25.0% (13/52) reported
‘rarely’ and ‘never’ enquiring about sexual health-related issues during routine consultations.
34.6% (18/52) reported feeling ‘somewhat’ or ‘very’ unconfident initiating a sexual health-
related discussion, while 5.7% (3/52) reported feeling adequately trained to enquire about
sexual health-related issues. 43.1% (22/51) reported feeling ‘somewhat’ knowledgeable re-
garding the impact of cancer on sexual health, while 52.9% (27/51) reported they do not have
sufficient knowledge regarding LGBTQ+ cancer care needs. Whilst 63.5% (33/52) agreed
knowing a patient’s sexual orientation and/or gender identity is relevant to their healthcare,
19.2% (10/52) reported asking about sexual orientation in routine practice. Notably, 98.1% (51/
52) reported ‘rarely’ or ‘never’ enquiring about gender identity. Common identified barriers
included: lack of training or knowledge (76.9% (40/52)), inappropriate time/setting (59.6%
(31/52)), HCP discomfort (46.2% (24/52)), and patient discomfort (48.1% (25/52)). There was
strong interest in receiving formal sexual health-related education and training, and 75.0%
(39/52) believed access to a specialist for advice and/or to whom patients could be referred
would increase HCPs confidence. Conclusions: HCPs acknowledged the importance of sexual
health-related communication with YOC patients, yet significant gaps exist in knowledge,
confidence, and training, particularly regarding the LGBTQ+ population.These findings un-
derscore the need for targeted training and education to empower HCPs to engage inmeaning-
ful sexual health communication. Research Sponsor: None.
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Shared decision-making in follow-up care for lung cancer screening.

Nihal Mohamed, Francesca Minardi, Cardinale B. Smith, Minal Kale; Icahn School of Medicine at Mount Sinai Department of Urology and Oncological Sciences, New York,
NY; Icahn School of Medicine at Mount Sinai Department of Oncological Sciences, New York, NY; Memorial Sloan Kettering Cancer Center, New York, NY; Icahn School of
Medicine at Mount Sinai, New York, NY

Background: Shared decision-making (SDM) is a critical component of lung cancer screening
(LCS) decisions to ensure patients understand the benefits, risks, and follow-up processes.
Follow-up discussions on adherence to LCS present unique challenges, including managing
patient expectations, addressing concerns about outcomes, and integrating smoking cessation
efforts. This study uses The Centers for Disease Control and Prevention (CDC) SHAREmodel to
examine SDMdynamics to identify areas for improvement in patient-provider communication.
Methods: A thematic content analysis using ATLAS.ti was conducted by four trained coders on
transcripts from primary care provider (PCP) visits between September 2022 and May 2024
with 24 patients referred for LCS. Guided by the CDC SHARE model for SDM—Seek, Help,
Assess, Reach, and Evaluate—consultations were analyzed to examine how PCP revisited prior
screening attempts and results, engaged patients in follow-up screening decisions, and
addressed barriers to continued screening and smoking cessation. Inter-rater agreement
ranged from 83.8% to 92.3%. Code prevalence was assessed using frequency counts (i.e.,
groundedness). Results: Five themes from the SHARE model were identified: (1) Evaluating
prior LCS decisions made in the past (15), (2) Seeking patient participation in the SDM process
by explicitly communicating that a choice about LCS adherence still exists (n = 7); (3) Helping
patients explore the risks and benefits of LCS, including clarifying potential risks and outcomes
(n = 13); (4) Assessing patient values and concerns regarding LCS, such as fears about false
positives or financial burden (n = 8); and (5) Reaching a decision about a new LCS, where PCP
guided patients through the decision-making process and confirmed next steps (n = 21). In
addition to the themes derived from the SHARE model, two new emergent themes were
identified: (a) providing supportive talk and reassurance (n = 7) to address patient uncertainty
and encourage engagement in LCS; and (b) addressing smoking cessation if patients indicated
that they still smoke (n = 6), with discussions initiated primarily by PCP and narrowly focused
on pharmacological treatments. Notably, LCS decision aids were not used or discussed in any
consultation. Conclusions: This study identifies strengths and gaps in PCP communication
during LCS discussions. While PCP assessed patient risk factors and facilitated screening
decisions, significant gaps in SDM emerged. Smoking cessation discussions were limited,
and decision aids were absent, highlighting missed opportunities for patient-centered care.
Follow-up consultations for LCS require addressing barriers to adherence to LCS and in-
tegration of smoking cessation as a standard component of care. Incorporating decision aids
could improve patient engagement and adherence to long-term screening recommendations.
Research Sponsor: None.
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Temporal trends of suicide among cancer patients: A SEER database analysis from
2000 to 2021.

Ahmed Bashir Sukhera, Jorge Luis Rodriguez Vazquez, Guy Loic Nguefang Tchoukeu, Laura Reyes-Uribe, Sergio Hernandez-Llamas, Aimen Dar, Liliana Gonzalez Cuesta,
Mosffa Ullah, Merry Mathew, Asley Sanchez, John Garza; Texas Tech University Health Sciences Center, Odessa, TX; Texas Tech University Health Science Center, Odessa,
TX; DHR Health Internal Medicine, Edinburg, TX; Texas Tech University Health Science Center Internal Medicine, Odessa, TX; Universidad de Monterrey, San Pedro Garza
Garcia, NL, Mexico; Texas Tech University Health Sciences Center School of Medicine, Lubbock, TX

Background: Cancer is a known cause of morbidity and mortality, with over 2 million new
diagnoses and 600,000 deaths projected in 2024. Some of the most common cancers have
shown an increased incidence, including breast and prostate cancer. There is an increasing
mortality trend towards younger populations, with colorectal cancer becoming the leading and
second most common cause of cancer death in men and women younger than 50 years
respectively. An estimated 20-25% of cancer patients suffer from depression, which alongside
specific cancer diagnoses and demographic factors translates to increased suicidality. Here we
attempt to elucidate the relationship between specific cancer diagnoses and suicide. Methods:
We conducted a population-based cohort study of suicide/self-inflicted injury deaths among
cancer patients using the National Cancer Institute Surveillance, Epidemiology and End Results
Program (SEER) over the period 2000 through 2021. The SEER data is comprised of 22 different
registries across the United States (US) which captures approximately 47.9% of the US
population. We applied simple linear regression with total suicides as response variable and
year as predictor variable to estimate the rate of change of the annual number of suicides among
cancer patients. Subgroup analysis included sex, age group, household income, and the primary
site of cancer. Results are reported as counts and percentage and the rates of change are
reported as regression slope and 95% confidence interval (b, 95% CI).Results: A total of 16,156
suicide mortalities were identified of which 13,520 (83.7%) were male and 2,636 (16.3%) were
female. The total number of suicides rose approximately ten-fold from 123 in 2000 to 1,211 in
2021 corresponding to b = 54.6 / year (95% CI 50.6– 58.7). Male suicides rose from 107 in 2000
to 1,017 in 2021 (b = 44.6 / year (95%CI 41.7– 47.5)) while Female suicides rose from 16 in 2000
to 194 in 2021 (b = 10.0 / year (95% CI 8.6– 11.5)). Themost common primary cancer sites were
prostate 3,624 (22.4%), lung and bronchus 1,699 (10.5%), urinary bladder 1,108 (6.9%), and
breast 977 (6.0%). Prostate cancer suicides increased from 16 in 2000 to 283 in 2021 (b = 14.0 /
year (95%CI 12.9 - 15.1)). Lung cancer suicides rose from36 in 2000 to 122 in 2021 (b = 2.6 / year
(95%CI 12.9 - 15.1)). Breast cancer suicides rose from4 in 2000 to 80 in 2021 (b=4.0 / year (95%
CI 3.3– 4.7)). The distribution of ages among suicides was 14.0% for under 50 years old, 19.3%
between 50 and 59, 27.8% between 60 and 69, 26.5% between 70 and 79 and 12.5% for 80 years
old or greater, with each age group demonstrating significant increase in annual suicides over
the period analyzed. Conclusions: A significant and increasing trend of suicide is observed
across various cancers. Almost half (47.1%) of suicide attempts were among patients between
50and69years.Males committed suicidemoreoften than females, an exacerbation of the trend
seen in the general population. Research Sponsor: None.
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Adequacy of immune checkpoint inhibitor-associated thyroid function monitoring
following therapy.

Maria Antonia Velez Velez, Elliot Kang, Chester Andrew Thompson, Collin Daniel Shen, Seung Jun Park, Andy Han, Jackson P. Lind-Lebuffe, Arjan Gower, Daniel Li,
Philippe Rochigneux, Tristan Grogan, David Elashoff, Edward B. Garon, Aaron Lisberg; Department of Medicine, Division of Hematology/Oncology, University of California,
Los Angeles, Los Angeles, CA; University of California, Los Angeles, Los Angeles, CA; Division of Hematology/Oncology, University of California, Los Angeles, Los Angeles,
CA; Department of Medicine, Division of Hematology/Oncology, UCLA, Los Angeles, CA; Institut Paoli-Calmettes, Marseille, France; Department of Medicine Statistics Core,
UCLA, Los Angeles, CA

Background: Immune checkpoint inhibitor (ICI)-induced thyroid dysfunction is the most
common endocrine immune-related adverse event. While ICI-induced thyroid dysfunction
rates during therapy are well documented, data on post-treatment dysfunction is limited.
Describing these rates is important as ICIs are increasingly used in the curative treatment
setting. This study aimed to evaluate the rates of post-ICI thyroid dysfunction, evaluate for
predictors of post-ICI thyroid dysfunction and assess adequacy of post-ICI thyroid function
surveillance. Methods: A retrospective analysis of 3626 patients treated with ICIs for various
malignancies and cancer stages within a single health system from March 2013 to December
2022 was conducted. Rates of clinically acted upon thyroid dysfunction (diagnosis or thyroid-
directed medication) were evaluated before, during, and after ICI therapy, alongside rates of
thyroid laboratory surveillance in the post treatment setting. A multivariate analysis evaluated
the odds of developing clinically acted upon post-ICI thyroid dysfunction based on patient/
treatment characteristics. Rates of clinically acted upon thyroid dysfunction were evaluated
based on therapy duration. Statistical analyses were carried out using R V4.1.0. Results:
Clinically acted upon thyroid dysfunction occurred in 8.1% of patients (294/3626) during
treatment and 4.4% (159/3626) after treatment. However, in patients alive two months after
ICI cessation, 53.9% (989/1834) had no post-ICI thyroid function tests performed. Among the
1170 patients with post-ICI thyroid labs and no prior dysfunction, 11.6% (136/1170) developed
post-ICI thyroid dysfunction. Thirty percent of patients with abnormal TSH values and no
clinically acted upon thyroid dysfunction prior to therapy discontinuation subsequently de-
veloped clinically acted upon thyroid dysfunction. The rate of post treatment thyroid dysfunc-
tion in patients who underwent thyroid test surveillance and received ,9 months of therapy
was 13.3% compared to 6.5% in those who received therapy .9 months. The odds ratio for
developing post-ICI dysfunction were 1.76 (95% CI, 1.03 to 2.95) for patients with urologic
malignancies compared to patients with respiratory malignancies as the reference group.
Conclusions: Post-ICI thyroid dysfunction is frequent, with 11.6% of patients who undergo
thyroid function surveillance being affected. Patients with abnormal TSH before ICI discon-
tinuation and those who received treatment for , 9 months as well as those with urologic
malignancies may benefit frommore stringent post-ICI surveillance. Research Sponsor: None.
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Equivalence of Ina, an AI-based nutrition platform, to human dietitians for coun-
seling patients with cancer.

Marissa Buchan, Melanie Guirette, Nancy Buderer, Ethan Basch, Chelsey Schneider, Keshav Goel, Susan Bratton, Stacy Loeb; Savor Health LLC, New York, NY; The
Angiogenesis Foundation, Cambridge, MA; Nancy Buderer Consulting, LLC, Oak Harbor, OH; The University of North Carolina at Chapel Hill, Chapel Hill, NC; Perelman School
of Medicine, University of Pennsylvania, Philadelphia, PA; NYU Langone Health, New York, NY

Background: Addressing nutritional issues in patients with cancer can reduce symptoms,
shorten hospitalizations, enhance treatment adherence, and improve quality of life. However,
most patients never receive nutrition counseling due to dietitian workforce shortages and
healthcare access disparities. Advances in artificial intelligence (AI) and high rates of mobile
device utilization among all demographics provide opportunities to expand reach. This study
assessed if guidance fromanexpert-designed AI nutrition platform,“Ina”, is equivalent to that
of human Oncology-Credentialed Registered Dietitians (RD-CSO). Methods: RD-CSOs were
recruited from a professional message board and grouped by quartiles of RD experience (yrs).
We randomly selected 1 from each quartile as “Responders” (n = 4) and 3 with .10 yrs
experience as expert “Reviewers” (n = 3). To compare Ina to RD Responders, a list of 20 top
oncology nutrition queries was developed and assigned to 10 hypothetical patient profiles
representing common cancer types, comorbidities, side effects, food allergies and preferences.
Both Ina and RD Responders answered the queries. The Reviewers then blindly rated each
answer (n = 100) using a modified version of the validated Quality Assessment of Medical AI
(mQAMAI) instrument, which individually scores domains of accuracy, clarity, relevance,
completeness, and usefulness yielding a total score between 5-25. Within-query differences
between Ina and Responders were expressed as mean differences (SD) and tested for signif-
icance using a Signed Rank or two-tailed paired T-test. Equivalence was defined a priori as a
mean within-query difference , 5. Results: The criteria for equivalence was met and no
statistically significant differences were found between the total scores of Ina and each RD
Responder. Ina’s average total score was superior to the combined RD Responders (19.3 vs 18.3,
95% CI [0.1,1.8]; p = 0.02). A descriptive analysis of individual mQAMAI domains demonstrated
higher scores for Ina compared to averaged RD Responder scores (Table). Ina had a 54% faster
response time (8.5 vs 18.5 min per 2 queries; CI [-0.21,-0.13]; p , 0.001) and 27% easier
readability (Flesch-Kincaid grade level 7.2 vs 9.9; CI [-3.3,-1.9]; p , 0.001). Conclusions: Ina
provides equivalent nutritional guidance to that of human dietitians for patients with cancer,
with greater speed and readability. This technology offers a solution to meet the needs of
patients with cancer in settings where access to dietitians is limited. Research Sponsor: Savor
Health LLC.

Mean mQAMAI score.

Total Quality Score Accuracy Clarity Relevance Completeness Usefulness

AI-Platform
Mean (SD)

19.3 (2.7) 3.9 (0.7) 4.2 (0.5) 4.1 (0.6) 3.3 (0.8) 3.8 (0.7)

RD Responders
Mean (SD)

18.3 (3.0) 3.8 (0.7) 3.9 (0.6) 3.9 (0.6) 3.2 (0.8) 3.5 (0.7)

Mean Difference
[95% CI]

0.9
[0.1,1.8]

0.1
[-0.1, 0.3]

0.3
[0.1, 0.5]

0.2
[0.0, 0.4]

0.1
[-0.1, 0.3]

0.2
[0.0, 0.4]

P val 0.02 0.06 0.001 0.04 0.36 0.02
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Immune profiling to identify predictive biomarkers and highlights the potential
efficacy of IL-6R blockade in checkpoint inhibitor–related myocarditis.

Michel Obeid, Sarah Boughdad, Douglas Daoudlarian, Robin Bartolini, Sofiya Latifyan, Jacqueline Doms, Hasna Bouchaab, Karim Abdelhamid, Nabila Ferahta,
Nuria Mederos, Victor Joo, Antonia Stamatiou, Mencarelli Mencarelli, Nicolas Etienne, Khalil Zaman, Matthieu Perreau, Craig Fenwick, Keyvan Shabafrouz,
Giuseppe Pantaleo, Solange Peters; CHUV, LCIT Center, Lausanne, Switzerland; CHUV, Lausanne, Lausanne, Switzerland; CHUV, Lausanne, Switzerland; Department of
Oncology, University of Lausanne, Lausanne, Switzerland; Lausanne University Hospital, Lausanne, Switzerland; University Hospital of Lausanne, Lausanne, Switzerland;
University Hospital CHUV, Department of Oncology, Lausanne, Switzerland; Centre Hospitalier Universitaire Vaudois, Lausanne, Switzerland; Oncology Department,
Lausanne University and CHUV, Lausanne, Switzerland

Background: Immune checkpoint inhibitor–associated myocarditis (ICI-My) is a rare but
potentially life-threatening complication. Advancing our understanding of its underlying
immunological mechanisms is essential for the development of improved diagnostic tools
and treatment strategies, with the aim of minimizing morbidity and mortality. Methods: This
retrospective single-center study (July 2019–June 2024) identified 33 patients who developed
ICI-My. A Comprehensive immuno-profiling was conducted using 49 cytokines, 7 traditional
cardiac biomarkers, and 46 mass cytometry markers. These profiles were compared to the
baseline levels of a cohort of 97 cancer patients prior to ICI treatment. The analysis assessed the
identification of biomarkers for differentiating low and high-grade myocarditis and cortico-
steroids (CS)-refractory ICI-My. The therapeutic efficacy of tocilizumab was assessed in eight
cases of CS-refractory myocarditis. Results: ICI-My patients showed marked elevations in IL-
6, CXCL9, CXCL10, CXCL13, VEGF-A, and sCD25 comparedwith baseline cancer patients prior to
ICI initiation. High-grade myocarditis was characterized by lower levels of CCL4 and CXCL12,
with predictive accuracies of 78.6% and 82.1%, respectively. In contrast, conventional bio-
markers (cTnT, cTnI, CK, CK-MB, NT-ProBNP, and d-dimers) failed to differentiate disease
severity. Mass cytometry revealed a distinct immune profile in ICI-My, including increased
immature neutrophils, reduced switched and unswitched memory B cells, elevated double-
positive (CD38⁺/HLA-DR⁺) T cells across CD4⁺ and CD8⁺ subsets, decreased CXCR5⁺ leukocytes,
and diminished CXCR3 expression within all memory T-cell subsets. Notably, no complement
activation was detected. HGF, CXCL10, and BDNF successfully discriminated patients requiring
immunosuppression from those untreated (accuracies of 89%, 79%, and 79%, respectively),
while IL-18 and CCL4 predicted the need for tocilizumab (TCZ) therapy (accuracies of 79% and
82%, respectively). This underscores the dual benefit of CCL4. In addition, all cases of
corticosteroid (CS)-refractory myocarditis (n = 8), including those unresponsive to mycophe-
nolatemofetil or infliximab, responded effectively toTCZ.Conclusions:This study provides the
first comprehensive immuno-profile of ICI-My. CCL4 and CXCL12 outperformed some tradi-
tional cardiac biomarkers as prognostic tools, while IL-18 and CCL4 emerged as key predictors
for tocilizumab therapy, which could offer a personalized therapeutic approach. The absence of
complement activation indicates that cytokine-mediated and cellular pathways are central to
ICI-My pathogenesis. Notably, the success of anti-IL-6 therapy in CS-refractory cases high-
lights new therapeutic opportunities, enhancing patient care and guiding future interventions.
Research Sponsor: CHUV pôle prioritaire.
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Comparison of two electroacupuncture regimens on symptoms and brain structures
in breast cancer survivors: A randomized, controlled trial.

Alexandre Chan, Olivia Grace Georgina Drayson, Ding Quan Ng, Matthew Heshmatipour, Julia Trudeau, Sayeh Moazami Lavasani, Ritesh Parajuli, Sanghoon Lee, Lifang Xie,
Munjal Acharya, Charles Limoli, Shaista Malik; University of California, Irvine, Irvine, CA; University of California, Irvine, Orange, CA; Kyung Hee University, Seoul, South
Korea

Background: Although electroacupuncture (EA) has shown usefulness in managing neuropsy-
chiatric symptoms in cancer survivors, a specific acupoint regimenhasnot beenestablished.We
conducted a randomized, controlled, patient- and assessor-blinded pilot trial to compare two
EA regimens on neuropsychiatric symptoms and associated brain structural changes in breast
cancer survivors. (Clinicaltrials.gov: NCT05283577). Methods: Breast cancer survivors who
self-reported cognitive impairment, fatigue, insomnia, or psychological distress were ran-
domized (1:1) to receive ten weekly therapeutic EA to target either neuropsychiatric-specific
(nEA) or non-neuropsychiatric-specific (sham EA, sEA) acupoints. Outcomes were assessed
using patient-reported outcomes (EORTC QLQ-C30, FACT-Cog, MFSI-SF), neurocognitive
tests (CANTAB), and neuroimaging (measuring graymatter, white matter, cerebrospinal fluid,
diffusion tensor metrics, and volume andmean intensity of the hippocampus) before and after
treatment. We computed group-specific treatment effect sizes (Glass’s D) adjusted for baseline
variability using linear mixedmodels. A Pearson’s correlation analysis was performed between
the neurocognitive scores and the imaging metrics. Multiple testing was controlled via the
Benjamini-Hochberg method, with statistical significance set at P-adjusted , 0.05. Adverse
events (AEs) were graded with CTCAE v5. Results: Thirty-five participants were recruited, of
which five dropped out, leaving 30 (86%) completing all treatment sessions. The average (6SD)
age was 58.2 612.2 years, with 66% non-Hispanic White, 77% holding a Bachelor’s degree or
higher, 94% received systemic treatment and/or radiotherapy for cancer, 86% reporting $2
neuropsychiatric symptoms. Both groups showed statistically significant pre-post medium-
to-large effect sizes in perceived cognitive function, fatigue, and quality of life. nEA group
observed significant improvement in cognitive domains of attention (ES=0.708, P-
adjusted=0.004), memory (ES=0.488, P-adjusted=0.026), and emotional functioning
(ES=0.664, P-adjusted=0.004). Neuroimages showed greater gray matter volume change
(P=0.0327) and post-treatment hippocampus mean intensity (P=0.0468) in nEA versus sEA.
In the nEA group, correlations were observed between attention and gray matter volume
(P=0.0198) and between executive function and hippocampus volume (P=0.0204). All AEs were
grade 2 or lower: nEA participants reported pain (n=1) and bleeding (n=1), while sEA partic-
ipants reported numbness (n=2), bruising (n=1), nausea (n=1), and redness (n=1). Conclusions:
Ten weeks of electroacupuncture targeting neuropsychiatric-related acupoints, compared to
shamacupoints, improvesneuropsychiatric symptoms in breast cancer survivors, supported by
clinically relevant structural brain changes. Clinical trial information: NCT05283577. Research
Sponsor: California Breast Cancer Research Program; UCI Anticancer Challenge.
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MOLGEN: Detecting new DPYD variants for the safer delivery of 5FU and
capecitabine.

Helen Winter, Rachel Sarah Palmer, Kate Gregory, Chloe - Jubainville, Moira Winifred Tait, Aaran Sinclair, Maisie Noble, Thomas Strawson-Smith, Poppy Leney, Clare Rob,
Tsun Ho Chan, J. Eunice Zhang, James O’Sullivan, William G. Newman, Munir Pirmohamed; University Hospitals Bristol and Weston NHS Foundation Trust, Bristol, United
Kingdom; Bristol Cancer Institute, Bristol, United Kingdom; University of Liverpool, Liverpool, United Kingdom; Institute of Systems, Molecular and Integrative Biology
(ISMIB), Liverpool, United Kingdom; Manchester University NHS Foundation Trust, Manchester, United Kingdom; University of Manchester, Manchester, United Kingdom

Background:Adverse drug reactions (ADRs) pose a significant challenge to healthcare systems,
leading to 6.5-15% of NHS hospital admissions costing over £2.2 billion annually. Genetic
factors play a crucial role in predisposing patients to ADRs. One notable example is dihydro-
pyrimidine dehydrogenase (DPD) enzyme deficiency, which affects the metabolism of anti-
cancer drugs like 5-fluorouracil (5FU), capecitabine and tegafur. Current genetic testing in the
NHS focuses on four DPYD gene variants associated with European populations, potentially
leaving non-European populations at greater risk of drug toxicity. This study aims to expand
the genetic evidence base by identifying additional DPYD variants.Methods:This observational
study recruited patients who experienced grade 3 or 4 toxicities after receiving 5FU and
capecitabine, despite undergoing standard DPYD genetic testing. Participants include both
European and non-European patients meeting specified inclusion criteria. Blood samples were
collected for genetic testing using either Sanger or next generation sequencing of exons and
intron-exon boundaries. Clinical data, including administered dose and toxicity grade, were
recorded. Clinicians received genetic results to inform discussions with patients about future
treatment. Results: Fifteen patients experienced grade 3-4 toxicity despite standard testing. Of
these patients, one patient was heterozygous for c.2846A . T, and therefore predicted to have
decreased DPD activity. This patient was wild-type based on NHS standard testing, and was
therefore treated with full dose capecitabine, resulting in Grade 3 diarrhoea and vomiting.
However, the Clinical Pharmacogenetics Implementation Consortium (CPIC) dosing guideline
suggests a 50% dose reduction in the presence of this variant. Three patients were found to be
heterozygous for other DPYD variants, including c.771C . A, c.2786T . C, c.2766+1G . A, and
c.1757T . C. for which there are no current dosing guidelines. The functional impact of these
variants requires further study, currently ongoing. All three patients had severe reactions after
1-2 cycles of capecitabine, including one patient requiring a seven-week ICU admission for
Grade 4 neutropenic sepsis. Seven patients have found to be heterozygous for DPYD variants
that result in normal predicted DPD enzyme activity according to current knowledge, but again
further work is needed. Four patients had no DPYD variants. Conclusions: By broadening the
genetic analysis of DPD deficiency and identifying new variants, opportunities exist for
enhanced patient safety and treatment efficacy. Expanding the variants in DPYD testing in
the future, including those found in diverse ancestral populations could lead to improved
dosing strategies and reduced the risk of severe ADRs. The findings have the potential to inform
future NHS genetic testing protocols and promote equitable healthcare outcomes. Clinical trial
information: iras 7086. Research Sponsor: None.
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NG11-2 phase-Ib trial to prevent/reduce severe oral mucositis induced by
radiotherapy.

Mary Lei, Rafael Moleron, Andrew G. J. Hartley, Kirsty Taylor, Karlee Brown, Keith Rooney, Gary Bower, Barry Quinn, Shah-Jalal Sarker, Peter Kennerley, Austin M. Smith,
Ningfeng Fiona Li; Guy’s and St Thomas’ NHS Foundation Trust, London, United Kingdom; Aberdeen Royal Infirmary, Aberdeen, United Kingdom; Queen Elizabeth Hospital
Birmingham, Birmingham, United Kingdom; Northern Ireland Cancer Centre, Belfast City Hospital, Belfast, United Kingdom; Belfast City Hospital, Belfast, United Kingdom;
VasoDynamics Ltd,Stevenage Bioscience Catalyst, Stevenage, United Kingdom; School of Nursing & Midwifery, Queens’ University Belfast, Belfast, United Kingdom; UCL,
London, United Kingdom; Vasodynamics Ltd, Stevenage, United Kingdom

Background: Radiation-induced oralmucositis (RIOM) affects up to 80%of people undergoing
treatment for head and neck cancer (HNC), reaching nearly 100% in altered or accelerated
fractional radiation. Current approaches necessitate multiple supportive care pharmacother-
apies with no approved preventative pharmaceutical products available for the reduction of
RIOM in patients with HNC. To address this unmet medical need an innovative oral topical
vasoconstrictor solution (NG11-2) has been developed and a phase-Ib dose escalation study
carried out to assess the safety andpreliminary efficacy ofNG11-2 in preventing/reducingRIOM
in patients undergoing treatment forHNC.Methods: In this single arm,multi-centre, phase-1b
“2+4” dose escalation study (NCT06669390) usingNG11-2, 15 participants, with a diagnosis of
HNC and scheduled to receive radiotherapywith at least 30Gy exposure to the oral cavity and/or
buccalmucosa (with orwithout chemotherapy)were enrolled, with 2 each into the 0.92mg/mL,
1.83mg/mL, 3.66mg/mL and 5.5mg/mL dose cohorts. An additional 7 patients were enrolled in
the 5.5mg/mL cohort as an expansion phase. Safety was the primary endpoint, with secondary
endpoints including duration, incidence and time to onset of severe RIOM using World Health
Organization [WHO], Radiation Therapy Oncology Group [RTOG], and National Cancer
Institute-Common Terminology Criteria for Adverse Events [NCI-CTCAE] V5 grading criteria,
with severe levels being Grade 3 or above. Patient Reported Outcome Measurements were also
performed. The Kaplan-Meiermethodwas applied to the expanded dose cohort to estimate the
median duration, incidence and time to onset of severe RIOM. Results: No Dose Limiting
Toxicities or Serious Adverse Reactions were observed during the study. The duration and
incidence of severe RIOM were reduced in the 5.5mg/mL cohort (15.5 days and 44.4% using
WHO criteria respectively, 14 days and 33.3% using RTOG respectively, 17days and 33.3% using
NCI-CTCAE respectively), relative to the 0.92mg/mL cohort (18-46 days and 100% respectively
using the WHO, RTOG and NCI-CTCAE criteria). Conclusions: NG11-2 is well tolerated in the
patient population included in this study. NG11-2 shows encouraging preliminary efficacy
results which support proceeding to larger scale confirmation studies. Clinical trial informa-
tion: NCT06669390. Research Sponsor: None.
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Examining the link between p16, an aging biomarker, and a clinically meaningful
functional outcome in older adults with early breast cancer.

Chaiyaporn Charles Vatanatham, Jingran Ji, Can-Lan Sun, William Dale, Vani Katheria, Ali Al Saleem, Nikita V. Baclig, Yuliya Zektser, Joseph D. Olivera, Kelly S. Synold,
Mina S. Sedrak; UCLA Internal Medicine, Los Angeles, CA; UCLA Health Jonsson Comprehensive Cancer Center, Los Angeles, CA; City of Hope National Medical Center,
Duarte, CA; University of California, Los Angeles, Los Angeles, CA; University of California Los Angeles, Los Angeles, CA; UCLA Medical Center, Los Angeles, CA

Background: Chemotherapy is thought to accelerate aging by disrupting fundamental pro-
cesses of aging suchas cellular senescence. Senescence is a state of terminal cell cycle arrest that
is linked to increased inflammation, tissue damage, and impaired regeneration. In older adults
with early breast cancer, treatment with neo/adjuvant chemotherapy is associated with per-
sistent increases in circulating p16INK4a (p16) expression, an established biomarker of senes-
cence. However, it remains unknown whether higher levels of p16 correlate with clinically
meaningful aging outcomes, such as physical function, in older adults with early breast cancer.
Methods:We analyzed a prospective cohort of 501 adults age.65with stage I-III breast cancer
receivingneo/adjuvant chemotherapy.Weassessed physical functionusing the timedup andgo
test (TUG), at two time points: pre-chemotherapy (T1) and post-chemotherapy (T2). The TUG
score was measured as the time (in seconds) a participant takes to stand up from a standard
armchair,walk 3meters, turn around,walk back to the chair, and sit down.We collected blood at
T1 and quantified p16 expression levels in circulating CD3+ T lymphocytes. Expression of p16
was determined using TaqMan quantitative reverse-transcription polymerase chain reaction.
We calculated the Spearman correlations to examine the relationship between blood p16 levels
at T1 with TUG score at T1, at T2, and change in individual TUG score fromT1 to T2.Results:The
median age of participants was 70 years (range 65-86). The majority (64.4%) had stage II/III
disease and 58.1% received an anthracycline. Baseline TUG scores were available for 467
participants and baseline p16 data were available for 317 participants. The mean baseline
p16 level was 10.2 log2 p16 units (SD = 0.9). Mean TUG scores were 11.4 sec (SD = 4.6) at T1
and 11.5 sec (SD = 5.3) at T2. The mean change in TUG score from T1 to T2 was 0.3 (SD = 4.2).
There was no significant correlation observed between p16 and TUG score at T1 (r = 0.11, p =
0.05), T2 (r = 0.06, p = 0.36), or the change in TUG score from T1 to T2 (r = 0, p = 0.99).
Conclusions: In this cohort of older adults with early breast cancer treated with neo/adjuvant
chemotherapy, we did not find a correlation between pretreatment p16 and physical function as
measured by TUG. Future studies are needed to understand the role of biological agingmarkers
in improvingprecision risk assessment of treatment toxicity in older adultswith cancer. Clinical
trial information: NCT01472094. Research Sponsor: U.S. National Institutes of Health; R01
AG037037.
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Effect of IV magnesium supplementation in reducing adverse cisplatin associated
kidney outcomes.

Ekta Panjrolia, Bhaumik Patel, Scott Silvey, Nilang Patel; Section of Hospital Medicine, Central Virginia Veterans Affairs Health Care System, Richmond, VA; Section of
Hematology and Oncology, Central Virginia Veterans Affairs Health Care System, Richmond, VA; Department of Biostatistics, Virginia Commonwealth University,
Richmond, VA; Section of Nephrology, Central Virginia Veterans Affairs Health Care System, Richmond, VA

Background: Cisplatin is a commonly used chemotherapy agent that is associated with significant nephro-
toxicity due to renal tubular cell injury. IV magnesium (mg) has emerged as a potential agent for preventing
cisplatin-induced kidney injury. This study aims to explore the efficacy of IVmg in reducing cisplatin induced
major adverse kidney events (MAKE).Methods:This is a retrospective observation cohort study of the TriNetX
researchnetwork (withNLP)which included 105Health care organizations (HCOs). Patientswho received first
dose of IV Cisplatin between 09/30/2004 to 09/30/2024were included. Cohort further divided into two groups
based on IV Mg supplementation during chemotherapy: IV Mg and Control groups. To mitigate potential
confounding variables, we conducted 1:1 propensity scorematching (PSM) that involved 42 variables covering
demographics, comorbidities, medications, and laboratory results. The primary outcome of interest was
MAKE, defined as stage 3 AKI, Dialysis or eGFR , 15 ml/min/1.73m2, Death at 30 days. Secondary outcomes
weremortality and dialysis needing AKIs at 30 days. Adjusted hazard ratios (AHRs) with 95%CIs and P values
were calculatedusingCoxproportionalhazards regressionmodels for all outcomes.TheKaplan-Meiermethod
was used to estimate survival probabilities after PSM, considering 2-sided p , .05 as statistically significant.
Sensitivity analyses with different observations and study window and subgroup analysis were done. Results:
Our analysis consisted of 106,141 adults who received their first dose of IV Cisplatin. After excluding 519
patients with previous ESRD, 23,761(age 60.1+12.6, Male-51.8%, White-75.1%) were in IV Mg group(22.5%)
and 81,861 (age 56.2+14.5, Male-58.5%, White-40.9%) in control group(77.5%). After PSM, each group had
20,647 participants. MAKE incidence was 586/20647(2.84%) in IV Mg group vs. 1934/20647(9.37%) in the
control (aHR 0.28; 95% CI, 0.26-0.31). The mortality incidence was 274/20,647(1.33%) in the IV Mg group
compared to 515/20,647 (2.49%) in the control group (aHR 0.53; 95% CI, 0.45-0.61). Dialysis needing AKIs
were 27/20,647(0.13%) in IVMggroup vs. 102/20,647(0.49%) in control group (aHR0.26; 95%CI, 0.17-0.40).
Sensitivity analysis with 90 days observation window and last 5 years of study period (09/30/2019 to 09/30/
2024) and different subgroup analysis showed consistent results. Conclusions: IV mg supplementation is
associated with reduced MAKE and mortality in patients receiving cisplatin. Research Sponsor: None.

Baseline characteristics of patients after propensity score matching.

Characteristic IV Mg group Control Std Diff

Demographic
Age, mean 59.5(12.9) 59.1 (13.7) 0.035
Male, n (%) 10810 (52.36%) 10724 (51.94%) 0.008
White, n (%) 14834 (71.85%) 15095 (73.11%) 0.028
Hispanic, n (%) 1248 (6.04%) 1478 (7.16%) 0.045
Comorbidities, n (%)
Malignant neoplasms of ill-defined, other

secondary and unspecified sites
10789 (52.26%) 10700 (51.82%) 0.009

Hypertension 8408 (40.72%) 8402 (40.69%) 0.001
Malignant neoplasms of Head and Neck 4844 (23.46%) 4427 (21.44%) 0.0482
Hyperlipidemia 4801 (23.25%) 4670 (22.62%) 0.015
Nicotine dependence 4478 (21.69%) 4445 (21.53%) 0.004
Type 2 diabetes mellitus 3048 (14.76%) 3035 (14.7%) 0.002
Ischemic heart diseases 2554 (12.37%) 2534 (12.27%) 0.003
Chronic obstructive pulmonary disease 2403 (11.64%) 2292 (11.1%) 0.017
Cerebrovascular diseases 1038 (5.03%) 1043 (5.05%) 0.001
Chronic kidney disease 933 (4.52%) 893 (4.33%) 0.009
Heart failure 698 (3.38%) 726 (3.52%) 0.007
Medications, n (%)
Beta-Blockers 6594 (31.94%) 6655 (32.23%) 0.006
Proton pump inhibitors 6018 (29.15%) 6111 (29.6%) 0.01
Statin 4911 (23.79%) 4949 (23.97%) 0.004
RAS Blockers 4739 (22.95%) 4664 (22.59%) 0.009
Diuretics 4475 (21.67%) 4666 (22.6%) 0.022
NSAIDS 4155 (20.12%) 4348 (21.06%) 0.023
Allopurinol 662 (3.21%) 776 (3.76%) 0.03
Gemcitabine 522 (2.53%) 465 (2.25%) 0.018
Methotrexate 448 (2.17%) 391 (1.89%) 0.02
PD-1/PDL-1 inhibitors 325 (1.57%) 314 (1.52%) 0.004
Doxorubicin 288 (1.4%) 304 (1.47%) 0.007
VEGF/VEGFR inhibitors 226 (1.1%) 208 (1.01%) 0.009
Zoledronic acid 203 (0.98%) 207 (1%) 0.002
Cyclophosphamide 159 (0.77%) 165 (0.8%) 0.003
Pemetrexed 111 (0.54%) 113 (0.55%) 0.001
Ifosfamide 21 (0.1%) 46 (0.22%) 0.03
Laboratory
Blood Pressure, Systolic 125.8 (20.5) 125.3 (20.5) 0.025
BMI, mean (SD), kg/m2 27.6 (6.5) 27.2 (6.5) 0.059
>= 30 kg/m2, n (%) 5930 (28.72%) 5993 (29.03%) 0.007
Sodium, mean (SD), mmol/L 138.2 (3.2) 137.9 (3.5) 0.075
Potassium, mean (SD), mmol/L 4.2 (0.4) 4.1 (0.5) 0.09
Creatinine, mean (SD), mg/dL 0.87(1.42) 0.85 (0.35) 0.018
Hemoglobin A1c, mean (SD), % 6.5 (2.0) 6.4 (1.5) 0.102
Hemoglobin, mean (SD), g/dL 12.7(2.1) 12.4 (2.1) 0.163
< 10 g/dL, n (%) 4444 (21.52%) 4671 (22.62%) 0.027
Albumin, mean (SD), g/dL 3.9(0.6) 3.8 (0.6) 0.187
< 3 g/dL, n (%) 3175 (15.38%) 3413 (16.53%) 0.031
Magnesium, mean (SD), mg/dL 1.96 (0.25) 1.97 (0.29) 0.039
< 1.7 mg/dL, n (%) 3853 (18.66%) 4065 (19.69%) 0.026

SYMPTOM SCIENCE AND PALLIATIVE CARE



12124 Poster Session

Exploring unmet needs in radiation-induced nausea and vomiting after moderately
emetogenic treatment.

Sarah Arn Lowry, Andy Kaempf, Jeong Youn Lim, Cameron Chalker, Erynn Beeson, Aryana Abtin, Eric Roeland; Oregon Health & Science University, Knight Cancer Institute,
Portland, OR; Oregon Health & Science University, Portland, OR; Knight Cancer Institute, Oregon Health & Science University, Portland, OR

Background: Despite their prevalence and clinical significance, interventions to improve
radiation-induced nausea and vomiting (RINV) are insufficiently researched and prioritized.
The 2020 ASCO Antiemetic guidelines categorize craniospinal radiation therapy (RT) as a
moderate risk for RINV requiring 5HT3-RA prophylaxis +/- dexamethasone. Yet, RINV guide-
line implementation and associated clinical outcomes remain poorly characterized. Methods:
We performed a retrospective analysis at an NCI-designated comprehensive cancer center. Our
primary aim was to determine the proportion of adult patients with guideline-concordant
antiemetics prescribed prior to craniospinal RT between 06/2020-10/2023. Patients were
excluded if they received concurrent chemotherapy. We selected the first eligible RT regimen.
Secondary aims included determining the proportion of consult notes documenting RINV risk,
patient report of RINV, and correlating RINV with clinical variables using logistic regression.
Results: A total of 212 patients met inclusion criteria, with a median age of 67 and 37% were
female. Themost commonmalignancies were prostate (27%), breast (14%), and lung (11%). At
the start of RT, 44%had a prescription for a 5HT3-RA and 42%had dexamethasone prescribed
for pain and/or edema. 41% of radiation oncology consult notes documented RINV as a risk of
RT. Overall, 39% of patients reported RINV during or up to 10 days after RT. An increased risk of
RINV was associated with a documented history of prior chemotherapy-induced nausea and
vomiting (CINV; OR 2.50, p=0.017), younger age (OR 2.28, p=0.018), and a 5HT3-RA pre-
scription prior to the start of RT (OR 1.76, p=0.047). Therewas no association betweenRINV and
sex, prior chemotherapy, dexamethasone, or 5HT3-RA/dexamethasone combination at the
start of RT. Conclusions: Despite the prevalence of RINV, standardized prophylaxis remains
suboptimal for patients receiving craniospinal RT. A key opportunity exists to enhance patient
outcomes by conducting prospective interventional studies to address this unmet clinical need.
Research Sponsor: None.

Outcome: RINV
(yes vs. no)

Patient Characteristics Categories N (%)
Odds Ratio
(95% CI) p-value

Sex Male^
Female

133 (62.7)
79 (37.3) 1.46 (0.82-2.57) 0.196

Age $55 yo^
,55 yo

170 (80.2)42 (19.8) 2.28 (1.15-4.56)
0.018

Prior exposure to chemotherapy No^
Yes

124 (58.5)
88 (41.5) 1.08 (0.62-1.89) 0.783

Documented history of CINV No^
Yes

179 (84.4)
33 (15.6) 2.50 (1.18-5.41) 0.017

5HT3-RA at RT start No^
Yes

119 (56.1)93 (43.9)
1.76 (1.01-3.10) 0.047

Dexamethasone (pain, edema) at RT start No^
Yes

123 (58.0)
89 (42.0) 0.75 (0.43-1.32) 0.328

5HT3-RA + dexamethasone at RT start No^
Yes

169 (79.7)
43 (20.3) 0.92 (0.46-1.83) 0.825

^Reference level for logistic regression odds ratio (odds of RINV).
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Germline determinants of pneumonitis in patients with cancer treated with antibody
drug conjugates.

Emre Yekeduz, Eddy Saad, MarcMachaalani, Berkay Simsek, Clara Steiner, Karl Semaan, Aya Abdelnaser, Marc Eid, Mitra Shavakhi, RashadNawfal, Razane El Hajj Chehade,
Renee Maria Saliby, Wassim Daoud Khatoun, Mustafa Saleh, Paolo Tarantino, Bradley Alexander McGregor, Joaquim Bellmunt, Sara M. Tolaney, Alexander Gusev,
Toni K. Choueiri; Dana-Farber Cancer Institute, Harvard Medical School, Boston, MA; Dana-Farber Cancer Institute, Boston, MA; Brigham and Women’s Hospital, Harvard
Medical School, Boston, MA; Yale Cancer Center, New Haven, CT

Background: Antibody-drug conjugates (ADCs) are now essential in the treatment of solid and
hematologic cancers. While effective, ADCs can cause adverse events (AEs) requiring careful
management. Pneumonitis, a potentially severe AE,may result in treatment discontinuation or
mortality. However, its risk factors and underlying mechanisms remain poorly understood.
Methods: Patients (pts) with solid or hematologic malignancies treated with ADCs at Dana-
Farber Cancer Institute up to August 1, 2024, were screened. Only those with available genomic
data were included. Pneumonitis was evaluated based on the Common Terminology Criteria for
AEs v4.03. A total of 18 candidate single nucleotide polymorphisms (SNPs) linked to drug-
relatedAEs and implicated inADCmetabolismpathwayswere identified usingPharmGKB. SNPs
were inferred fromtargeted panel sequencingusing theSTITCHpipeline,with 3 SNPs that could
not be successfully imputed. The association between the SNPs, as probabilistic dosages, and
occurrence of pneumonitiswas tested using amultivariable Cox regressionmodel, adjusting for
age, sex, race, cancer type, and sequencing panel version. Pts were censored at the end of
treatment or death. P-values were adjusted using the Bonferroni correction. Results: The study
included 1,184 pts with cancer treated with ADCs, encompassing a total of 1,465 ADC treat-
ments, as some pts receivedmultiple lines of ADCs. Themedian age at treatment initiation was
60 years (interquartile range: 20). Most pts were female (80.7%). Breast cancer was the most
common cancer (54.6%), followed by urothelial (13.3%), and ovarian (11.6%) cancers. Themost
frequently administered ADCs included trastuzumab deruxtecan (33.1%), sacituzumab govi-
tecan (25.1%), and enfortumab vedotin (11.3%). A total of 92 pneumonitis eventswere observed
in 89 pts (Table), among which 54 (58.6%) were grade 2 or higher. The prevalence of pts
carrying the minor alleles (intermediate or poor metabolizers) of rs4646437 (CYP3A4) and
rs776746 (CYP3A5) was 16.8% and 15.6%, respectively. Multivariable analysis revealed that
carriers of the minor allele of rs4646437 (Hazard Ratio [HR]: 3.03, 95% Confidence Interval
[CI]: 1.73–5.29, P= 0.001) or rs776746 (HR: 2.43, 95% CI: 1.56–3.81, P= 0.001) had a signif-
icantly higher risk of developing pneumonitis, after adjusting for age, sex, race, cancer type,
and sequencing panel version. Conclusions: Our findings highlight the potential role of
inherited genetic factors in modulating treatment-related toxicities of ADCs. Understanding
these associations can provide valuable insights into personalized treatment strategies and
inform risk assessment to optimize the safety and efficacy of ADCs. Research Sponsor: None.

Rates of pneumonitis.

% per Group N

Trastuzumab Deruxtecan 13.1 64
Mirvetuximab Soravtansine 8.4 10
Tisotumab Vedotin 5.0 1
Enfortumab Vedotin 3.6 6
Trastuzumab Emtansine 3.3 6
Sacituzumab Govitecan 1.3 5

SYMPTOM SCIENCE AND PALLIATIVE CARE



12126 Poster Session

CDK4/6 inhibitor toxicity in geriatric subgroups: Evidence from the FAERS
database.

Bahadır Köylü, Bugra Han Esen, Cevat İlteriş Kıkılı, Fatih Kemik, Sahin Lacin, Fatih Selcukbiricik; Koç University School of Medicine, Department of Medical Oncology,
Istanbul, Turkey; Koç University School of Medicine, Istanbul, Turkey

Background:Despite theirwidespread use, the safety of cyclin-dependent kinase 4/6 inhibitors
(CDK4/6i) in geriatric patients remains underexplored.Methods:We conducted a retrospective
analysis of cases reported in the FAERS database regarding CDK4/6i in female breast cancer
patients from January 1, 2015, to September 30, 2024, focusing on hematological, gastroin-
testinal (GI), and liver toxicities. The cases were categorized into different age subgroups.
Results: We identified 46,871 female patients with breast cancer treated with CDK4/6i (abe-
maciclib, n = 3,987 [8.5%]; palbociclib, n = 37,020 [79.0%]; ribociclib, n = 5,864 [12.5%]).
According to multivariate analysis considering age subgroups, CDK4/6i type, and concomitant
treatments, 75-84 age group had a lower risk of hematologic toxicity (OR = 0.93 [95% CI
0.86–1.00]; P= 0.040), with a similar trend identified in patients aged $85 years (OR = 0.88
[0.76–1.01)]; P= 0.077). Ribociclib was associatedwith a higher risk of hematologic toxicity (OR
= 1.31 [1.17–1.47]; P, 0.0001), whereas palbociclib was associatedwith a reduced risk (OR = 0.90
[0.82–1.00]; P= 0.041). However, only 75-84 age group treated with abemaciclib (OR = 0.57
[0.41–0.77]) and $85 years group treated with palbociclib (OR = 0.85 [0.73–0.99]) showed a
reduced risk compared to patients younger than 65,while no significant differenceswere found
among age subgroups treated with ribociclib. Despite the overall higher risk of GI toxicity
associated with abemaciclib (OR = 7.53 [6.65–8.56]; P, 0.0001), $85 years group showed a
lower risk compared to patients younger than 65 (OR = 0.59 [0.38–0.88]). The overall risk of GI
toxicity was also higher in patients treated with palbociclib compared to ribociclib (OR = 1.17
[1.04–1.31]), with no significant differences observed among the age subgroups. Among
patients treated with ribociclib, 65–74 (OR = 1.33 [1.03–1.71]) and 75–84 (OR = 1.45
[1.06–1.96]) age groups showed a higher risk of GI toxicity, while no significant difference
was observed in $85 years group (OR = 1.64 [0.79–3.04]). Ribociclib was associated with a
higher risk of liver toxicity (OR = 1.37 [1.20–1.55]; P , 0.0001), whereas palbociclib was
associated with a reduced risk (OR = 0.30 [0.27–0.34]; P, 0.0001). In both palbociclib- and
ribociclib-treated patients, all geriatric age subgroups showed a reduced risk of liver toxicity
(Palbociclib; 65-74 y, OR = 0.80 [0.70–0.91]; 75-84 y, OR = 0.49 [0.41–0.58]; $85 y, OR = 0.35
[0.23–0.51]; Ribociclib; 65-74 y, OR = 0.80 [0.67–0.96]; 75-84 y, OR = 0.51 [0.38–0.65];$85 y,
OR = 0.52 [0.25–0.95]). However, only 75-84 age group treated with abemaciclib (OR = 0.70
[0.49–0.97]) showed a reduced risk of liver toxicity. Conclusions: Our findings demonstrated
that liver toxicity was lower across all geriatric age subgroups, and hematological toxicity was
reduced only in 75-84 age group. There were no significant differences in GI toxicities among
the age subgroups. Research Sponsor: None.
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Impact of health literacy in cancer outpatients receiving oral anticancer drugs and
followed by the ONCORALmultidisciplinary city-hospital educational follow-up: The
LITTORAL study.

Chloé Herledan, Florence Ranchon, Marie Preau, Agathe Komaroff, Anissa Guillemin, Magali Maire, Anne-Gaëlle Ruiz-Caffin, Sébastien Couraud, Stéphane Dalle,
Marion Chauvenet, Sophie Tartas, Benoit You, Gilles Freyer, Emmanuelle Ferrant, Camille Golfier, Lionel Karlin, Gilles A. Salles, Hervé Ghesquieres, Catherine Rioufol;
Clinical Oncology Pharmacy Unit, Lyon Sud Hospital, Hospices Civils De Lyon, Université Lyon 1, Pierre-Benite, France; Clinical Oncology Pharmacy Unit, Lyon Sud Hospital,
Hospices Civils De Lyon, Université Lyon 1, Pierre-Bénite, France; Inserm U1296, Radiations: Santé, Défense, Environnement (Radiation: Health, Defense, Environment),
University Lumière Lyon 2, Lyon, France; Pneumology, Lyon Sud Hospital, Hospices Civils De Lyon, Pierre-Bénite, France; Hematology, Lyon Sud Hospital, Hospices Civils
De Lyon, Pierre-Bénite, France; Clinical Oncology Pharmacy Unit, Lyon Sud Hospital, Hospices Civils De Lyon, Pierre-Bénite, France; Pneumology, Lyon Sud Hospital,
Hospices Civils de Lyon, Pierre-Bénite, France; Dermatology, Hospices Civils de Lyon, Cancer Research Center of Lyon, Pierre-Bénite, France; Gastro-enterology, Lyon Sud
Hospital, Hospices Civils de Lyon, Pierre-Bénite, France; Medical Oncology, Lyon Sud Hospital, Hospices Civils De Lyon, Pierre-Bénite, France; Lyon University Hospital,
Institut De Cancérologie Des Hospices Civils De Lyon (IC-HCL), Epsilyon, Université Claude Bernard Lyon 1, Gineco, Paris, France; Medical Oncology, Lyon Sud Hospital,
Hospices Civils de Lyon, Pierre-Bénite, France; Hematology, Lyon Sud Hospital, Hospices Civils de Lyon, Pierre-Bénite, France; Memorial Sloan Kettering Cancer Center,
New York, NY

Background: Multidisciplinary follow-up is crucial to manage drug-related problems (DRP)
associated with oral anticancer therapies (OAT). However, these approaches might fail to
address social vulnerability determinants, such as a low level of health literacy (HL), which
can be a barrier to patient education and contributes to inappropriate self-management of
medications. This study aims to assess the impact of HL on relative dose intensity (RDI) of OAT
and health-related quality of life (HRQoL) in cancer patients followed by Oncoral, a multidis-
ciplinary program consisting in personalized face-to-face consultationswith a pharmacist and
nurse after each subsequent oncologist consultation, to prevent and correct DRPs. Methods:
This prospective cohort study enrolled adult cancer patients who initiated OAT (baseline) from
11/03/2019 to 24/08/2022 and were followed by Oncoral for $6 months. HL was assessed at
baseline using the HLS-EU16 questionnaire. The primary endpoint was RDI at 6 months,
defined as the ratio between the prescribed dose ofOAT and the optimal dose to be administered
according to Summary of Product Characteristics. A RDI $80% was considered satisfactory,
based on the literature. The secondary endpoint was the variation in HRQoL from baseline to
6months of OAT, measured by the EORTC QLQ C30 questionnaire. Results: This study included
182 patients (58.2% male, median [range] age 69 [29-101] years), mostly with hematological
malignancies (60.4%, including multiple myeloma 29.7% and chronic lymphocytic leukemia
11.0%) and breast cancer (12.1%). At baseline, the majority (71.8%) lived with a partner, 20.0%
had children living at home. Most were retired (67.1%) but 18.2%worked full-time. Household
incomeswere inferior to Frenchminimumwage for 20.6%of patients, and 20.6%only received
elementary education. Mean HL score was 12.1 6 3.12, 52.7% of patients having a HL score
considered sufficient (13-16), 32.4% problematic (9-12) and 14.8% insufficient (0-8). RDI at
6 months was evaluable for 135 patients (74.2%), 68.9% of which maintained a RDI $ 80%.
Mean RDI was 83.9 6 20.4%. HL had no influence on 6-month RDI. Variation of HRQoL was
evaluable for 114 patients (62.6%). Patients with inadequate HL showed lower emotional (p =
0.02) and cognitive scores (p = 0.03) at baseline. A significant improvement was shown at
6 months for global health status (+9.83 out of 100, p = 0.001), emotional functioning (+10.73,
p, 0.001), insomnia (-14.03, p, 0.001), pain (-11.76, p = 0.02) and fatigue (-11.76, p = 0.005),
with no difference in other scales. Conclusions: Cancer patients followed by Oncoral globally
maintain a 6-month RDI$ 80% regardless of HL, with a HRQoLmaintained or improving in all
dimensions, suggesting that this personalized follow-up benefits to all patients and may limit
the impact of social vulnerability. Research Sponsor: None.
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Impact of proton pump inhibitor (PPI) pharmacogenomics (PGx) on toxicities
associated with immune checkpoint inhibitor (ICI) therapy.

Laura Carpin Kennedy, Rajat Mohindra, Jessica Mezzanotte Sharpe, Sarah Louise Mycroft, Justin M. Balko, G. Scott Chandler, Svetlana Lyalina; Vanderbilt-Ingram Cancer
Center, Nashville, TN; F. Hoffmann-La Roche, Basel, Switzerland; F. Hoffmann-La Roche Ltd, Welwyn Garden City, United Kingdom; Vanderbilt University Medical Center,
Nashville, TN; Genentech, South San Francisco, CA

Background: There is evidence for the impact of PPIs on clinical outcomes when given
concurrently with ICI therapies. Moreover, CYP2C19 genotype impacts PPI metabolism; poor
and intermediate metabolizers having higher PPI effectiveness. Cancer patients routinely
receive PPIs for acid suppression; we therefore undertook a PGx analysis to evaluate the impact
of PPIs on adverse events (AEs) in patients receiving curative-intent ICI therapy.Methods:We
performed a retrospective analysis on data from four Roche studies with atezolizumab (A)
(NCT03197935, NCT02486718, NCT02450331, NCT03038100) and included patients who had
available germline whole-genome sequencing information. PGx variants of the CYP2C19 gene
were assessed using PharmCATwhich predictedmetabolizer phenotypes- normal, rapid/ultra-
rapid, and poor/intermediate. Exposure to PPIs was categorized using the ConMedClassify R
package. The primary outcome was time to the first Grade $ 3 AE. We used an extended
multivariate Cox proportional hazards model that accounted for delayed entry into the PPI
exposure class and stratified by study ID. An interaction term was included between PPI
exposure, primary cancer treatment (A containing: yes/no), and CYP2C19 metabolizer phe-
notype. We adjusted for baseline covariates: race, sex, age, BMI, ECOG status, plasma albumin
level, and neutrophil-to-lymphocyte ratio. Missing data were imputed with missRanger.
Marginal effect estimates were pooled across the completed datasets using themice R package.
Results: This analysis included 816 patients who received A as adjuvant/neoadjuvant therapy in
triple negative breast cancer, non-small cell lung cancer, and urothelial cancer, or for stage III/
IV ovarian cancer indications; and 775 patients who received non-A based treatment as
standard of care across corresponding tumor types. Patients receiving A-containing regimen
and having a predicted intermediate/poor metabolizer phenotype [(N = 241 (30%)] were more
likely to experienceGrade$ 3AEs if theywere exposed to aPPI versus if theywere exposed toH2
blocker (HR = 3.117, 1.319 - 7.368 95%CI, p-value = 0.01, FDR = 0.172, Ns in contrast groups: 46
vs 89). The analysis to evaluate the impact of PPI PGx on ICI efficacy outcomes is ongoing.
Conclusions: Given the widespread use of PPIs in cancer patients receiving ICI therapies,
consideration may be needed regarding CYP2C19 genotype data to guide acid suppression
therapy. Where possible, prescribing a lower dose of PPI, considering PPIs with less CYP2C19
metabolism, or substituting with H2 blockers in patients receiving curative ICI therapy may
minimize the risk of toxicity in patients with intermediate/poormetabolizer status (30% in our
cohort from four A trials). This would be especially important in early disease settings where
theremaybe less risk tolerance for toxicity comparedwith advanced disease. ResearchSponsor:
None.
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Association of IL7 germline variants with immune-related adverse events (irAEs) in
cancer patients (pts) treated with immune checkpoint inhibitors (ICIs).

Eddy Saad, Jinhyeon An, Elnaz Mirzaei Mehrabad, Chris Labaki, Renee Maria Saliby, Karl Semaan, Marc Eid, Marc Machaalani, Razane El Hajj Chehade, Clara Steiner,
Rashad Nawfal, Emre Yekeduz, Parantu K. Shah, Aarti Asnani, Maxine Sun, Eliezer Mendel Van Allen, Jung Kyoon Choi, Sook Ryun Park, Alexander Gusev, Toni K. Choueiri;
Dana-Farber Cancer Institute, Boston, MA; Department of Bio and Brain Engineering, KAIST, Daejeon, South Korea; Huntsman Cancer Institute, Salt Lake City, UT; Beth
Israel Deaconess Medical Center, Boston, MA; Yale Cancer Center, New Haven, CT; EMD Serono R&D Inc., Billerica, MA

Background: Despite the transformative impact of ICIs on cancer treatment, their efficacy
remains limited by adverse events (AEs), underscoring the need for reliable biomarkers. Here,
we aimed to investigate the effect of a previously identified IL7 SNP in predicting irAEs across
two clinical trials and an East Asian pan-cancer cohort. Methods: In this pooled analysis, we
included 1,205 pts from the CheckMate-025 trial (CM025, NCT01668784) with renal cell
carcinoma (RCC) who received either nivolumab (NIVO) or everolimus (EVE), from the
BinTA-0037 (BTA-037, NCT03631706) in non-small cell lung cancer (NSCLC) treated with
pembrolizumab (PEMBRO), and from the Asan ICI-treated pan-cancer cohort. The rs7816685
SNP dosages were inferred from blood and/or tumor whole exome sequencing (WES) using
STITCH for CM025, and Minimac4 for Asan. For BTA-037, a surrogate SNP (rs16906062,
R2=1.0) was extracted from tumorWES. The association between the SNP carrier status and the
time to incident AEs was investigated via multivariable cause-specific Cox regression models.
RNA-sequencing (RNA-seq) was performed on blood samples from the Asan cohort collected
pre- and post-initiation of ICI. Blood immune cell fractions were estimated fromRNA-seq data
using ImmucellAI.Results:The frequency of the risk allelewas 15% in CM025, 17% in BTA-037,
and 24% in Asan. IL7 SNP carriers demonstrated a significantly higher risk of AEs when treated
with ICI therapies in all 3 cohorts, but not with EVE (non-ICI control) (SNP´treatment
Pinteraction=0.0012 in CM025) (Table). The SNP showed a consistent effect across different
tumor types and irAE profiles, with no apparent impact on survival outcomes. RNA-seq data
revealed the expression of a novel IL7 cryptic exon in carriers, and a significant increase in
peripheral cytotoxic T-cell post-ICI (q=0.002). Both features were significantly correlated
(R=0.29, P=1x10-11), suggesting a potential mechanistic link. Conclusions: The IL7 SNP
(rs7816685) is associated with a higher risk of immune toxicity in pts treated with ICI. Overall,
our findings support the use of this germline biomarker for irAE risk stratification, and pave the
way for future functional studies. Research Sponsor: None.

Adjusted hazard ratios (HRs) from multivariable Cox models adjusting for baseline covariates in each
cohort.

Cohort Cancer type Treatment N SNP adjusted HR for irAEs

CM025 RCC NIVO 189 rs7816685 3.01 [1.59-5.68], P=0.0007
CM025 RCC EVE 193 rs7816685 0.65 [0.33-1.28], P=0.22
BTA-037 NSCLC PEMBRO 152 rs16906062 2.3 [1.16-4.6], P=0.017
Asan Pan-cancer Any ICI 671 rs7816685 1.12 [1.02-1.2], P=0.015
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Impact of cancer related fatigue on quality of life of 1,262 patients with breast
cancer receiving chemotherapy: A URCC NCORP nationwide phase III RCT.

Jeremy McGuire, Nikesha Gilmore, Joseph John Guido, Chin-Shang Li, Kevin Spath, Jeffrey Ramos-Santiago, Belal Firwana, Thomas James Saphner, Samer Kasbari,
Luke Joseph Peppone; University of Rochester Medical Center, Rochester, NY; University of Rochester Medical Center Department of Neurobiology and Anatomy,
Rochester, NY; Department of Surgery, Division of Supportive Care in Cancer and URCC NCORP Research Base, University of Rochester Medical Center, Rochester, NY;
Heartland Cancer Research NCORP, St Louis, MO; Aurora Health, Two Rivers, WI; Southeast Clinical Oncology Research Consortium, Goldsboro, NC

Background: Cancer-related fatigue (CRF) is one of the most common and debilitating symp-
toms reported by cancer patients, significantly impairing quality of life (QoL) across physical,
functional, emotional, and social domains. Despite its prevalence, limited data exist quanti-
fying how rapid changes in CRF after a single chemotherapy cycle influence QoL. We aim to
evaluate if rapid clinically meaningful changes in CRF post chemotherapy impact QoL in breast
cancer patients. Methods: This Phase III RCT (NCT03367572) enrolled chemotherapy-naı̈ve
breast cancer patients across 21 NCORP practices receiving high/moderate emetogenic che-
motherapy. CRF was assessed at baseline and post chemotherapy cycle 1 (n = 1,262) using a
four-day home diary, with maximum fatigue change as the primary outcome. For analysis, the
CRF variable was dichotomized into two categories: a clinically significant increase ($3 points)
and less than a 3-point increase. QOL was measured with FACT-G and its subscales: emotional
(EWB), functional (FWB), physical (PWB), and social (SWB). ANCOVA and Cohen’s d effect size
(ES) evaluatedwhether clinicallymeaningful CRF changes predicted QOL changes across cycles.
Results:Among 1,262 patientswith valid fatigue scores, 74.8%experienced increased CRF after
cycle 1, with 53.2% reporting a $3-point increase and a mean increase of 2.9 points for the
group. Clinically significant increases inCRF strongly impacted quality of life (QOL), as reflected
in FACT-G Total Score changes post-cycle 1 ($3: 212.4 vs , 3: 24.7; mean difference: 7.7, p ,

0.001, ES: 0.74), exceeding the clinically meaningful threshold of . 5 points. Analysis of the
subscales revealed PWBwith the largest changes of 4.8 ($3:2X vs, 3:2X; p, 0.001, ES: 1.00).
FWB changes were 2.1 ($3:2X vs, 3:2X; p#0.0001, ES: 0.48) and EWB changes were 0.7 ($3:
2X vs , 3: 2X; p , 0.001, ES: 0.26). CRF did not significantly impact SWB. Notably, many of
these subscale changes surpassed the clinically meaningful threshold of . 2 points.
Conclusions: This study underscores the rapid onset and significant impact of CRF on QoL
in breast cancer patients receiving chemotherapy. Clinically meaningful increases in CRF, even
after a single chemotherapy cycle, were predictive of substantial declines in QoL, particularly in
physical and functional well-being. These results emphasize the urgent need for targeted
fatigue management strategies, such as tailored interventions addressing physical and func-
tional domains, to improve patient outcomes. Clinical trial information: NCT03367572. Re-
search Sponsor: National Institutes of Health (NIH) Ruth L. Kirschstein National Research
Service Award (NRSA) Institutional Research Training Grant; T32CA102618; RO1;
R01CA200579; University of Rochester-NCORP Research Base; NCI UG1CA189961.

SYMPTOM SCIENCE AND PALLIATIVE CARE

http://www.clinicaltrials.gov/ct2/show/NCT03367572


12131 Poster Session

Virtual yoga (vYOCAS) intervention for psychological distress: A decentralized
digital randomized controlled trial with cancer survivors.

Po-Ju Lin, Alisha Chakrabarti, Lindsey Jean Mattick, Brittany LaVaute, Melinda Robinson, Kristin Pullyblank, Chin-Shang Li, Timothy P. Korytko, Wendy Brunner,
Karen Michelle Mustian; Wilmot Cancer Institute, University of Rochester Medical Center, Rochester, NY; Bassett Research Institute, Bassett Healthcare Network,
Cooperstown, NY

Background: Psychological distress is highly prevalent among cancer survivors, and it in-
terferes with their ability to recover after treatment and resume normal life activities. Yoga is a
promising therapy that may reduce psychological distress and facilitate optimal recovery for
survivors. However, accessibility can be limited for survivors who have higher risks of infection
due to immunosuppression or high travel burden. Virtual delivery of yoga may increase
accessibility for survivors. Methods: We conducted a decentralized, digital, phase II random-
ized controlled trial (RCT) examining the efficacy of virtual yoga compared to usual care for
improving psychological distress among survivors. Participants were cancer survivors who
completed primary treatment (e.g., surgery, chemotherapy, radiation therapy) within the last
2-60 months. Participants were randomized to receive virtual yoga or usual care. The Zoom
platform was used to virtually deliver the Yoga for Cancer Survivors (vYOCAS) intervention.
vYOCAS is a 4-week intervention based on gentle Hatha and restorative yoga. Each yoga session
was delivered by a certified yoga instructor in small groups (2-4 survivors/group) for 75
minutes, twice a week. Psychological distress was assessed via the Profile of Mood States
(POMS) at baseline and post-intervention. POMS evaluated tension-anxiety, depression,
anger-hostility, fatigue, confusion, and overall mood. T-tests and ANCOVAs with baseline
as a covariatewere used to evaluate within- and between-group changes, respectively.Results:
42 survivors (93% female; mean age 58.5611.6 years; 60% breast cancer; 17% residing in small
town/underserved areas) were randomized and completed the study. On average, participants
attended 6.2 of 8 prescribed yoga sessions. 44% of vYOCAS participants reported additional
homepractice of 62.8minutes over4weeks. vYOCASparticipants reported significant decreases
in psychological distress (tension-anxiety: -1.560.6; depression: -1.260.4; fatigue: -2.460.7;
overall mood: -7.362.4; all p , 0.05) at post-intervention. Usual care participants did not
demonstrate similar improvements. ANCOVA results also revealed that vYOCAS participants
experienced significantly greater improvements in fatigue (-2.160.8, p = 0.02) and overall
mood (-6.463.1, p = 0.04) compared to usual care participants. No intervention-related adverse
events were reported and the majority of survivors would recommend virtual yoga to others.
Conclusions: vYOCAS is safe, feasible, and amenable for cancer survivors. vYOCAS may also
significantly improve psychological distress.Clinicians should consider recommending virtual
yoga therapy for survivors with psychological distress to overcome barriers related to acces-
sibility. Future phase III decentralized digital RCTs are needed to confirm these findings.
Clinical trial information: NCT04458194. Research Sponsor: National Cancer Institute;
UG1CA189961, T32CA102618.
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Immune-related endocrinopathy in cancer patients receiving immune checkpoint
inhibitor therapy in the nationwide prospective DIRECT cohort.

Hala Awad, Song Yao, Mostafa Refaat Mohamed, Chin-Shang Li, Umang Gada, Alfredo Viray Chua Jr., Lori Sakoda, Ki Young Chung, Michael Sandon Humeniuk,
Raymond U. Osarogiagbon, Karen Michelle Mustian, Christine B. Ambrosone, Gary R. Morrow, Charles Stewart Kamen; University of Rochester Medical Center, Rochester,
NY; Roswell Park Comprehensive Cancer Center, Buffalo, NY; University of Rochester, Rochester, NY; Department of Surgery, Division of Supportive Care in Cancer and
URCC NCORP Research Base, University of Rochester Medical Center, Rochester, NY; Division of Research, Kaiser Permanente Northern California, Pleasanton, CA;
PRISMA Health Cancer Institute, Institute for Translational Oncology Research, Boiling Springs, SC; Gibbs Cancer Center, Spartanburg, SC; Baptist Cancer Center,
Multidisciplinary Thoracic Oncology Program, Memphis, TN

Background: Immune checkpoint inhibitors (ICIs) have transformed cancer treatment,
extending patient survival. However, side effects such as endocrinopathies are common and
have severe, sometimes irreversible outcomes if not managed promptly. Predictive factors for
endocrinopathies are poorly understood. We examined whether demographic and clinical
characteristics are linked with the development of ICI-induced endocrinopathies. Methods:
The DiRECT Cohort (URCC21038, NCT05364086) is an ongoing observational trial of cancer
patients scheduled to receive anti-PD-(L)1 ICI therapy and enrolled through the URCC NCORP
Research Base nationwide network. This analysis was based on 1,525 patients with toxicity data
assessed 12/31/2024. Endocrinopathies were graded using the Common Terminology Criteria
for Adverse Events (CTCAE) criteria version 5.0. Toxicity data was collected after each infusion
of ICI. Demographics (age, sex, BMI, race) and clinical factors (cancer type, cancer stage,
treatment agent, autoimmune disease, and significant comorbidities) were collected at base-
line. We tested bivariate associations with chi-square tests andmultivariable associations with
logistic regression; statistical significance was set at a p-value of 0.05. Results: Of the 1.525
participants, 533 (35%) had lung cancer, 263 (17.3%) had breast cancer, 812 (53.3%) were
aged$ 65, 1142 (75.4%)White, 828 (54.4%) women, 1009 (66.3%) had BMI, 30, 802 (52.7%)
had at least one comorbidity, and 128 (8.4%)had an autoimmunedisease, 831 (55.2%)had stage
IV cancer, and930 (61.1%)were on pembrolizumab. 252 (16.5%) developed endocrinopathies of
any grade: Hyperthyroidism, 61 (24.2%); Hypothyroidism, 156 (61.9%); Thyrotoxicosis, 7
(2.75%); and Adrenal insufficiency, 11 (4.37%). The most common of these were hypo/
hyperthyroidism, ofwhich 9%were grade$2. In bivariate analyses, grade.2 endocrinopathies
were associated with younger age (11% age, 65 vs. 7% age$65, p = 0.012), female sex (10% in
women vs. 4% inmen, p = 0.001), and obesity (12%of thosewith BMI.30 vs 7%with BMI, 30,
p = 0.001). We found no significant associations with other factors evaluated. In multivariable
logistic regression analyses, younger age, female sex, and obesity were significant predictors,
with higher odds of endocrinopathy for those of age, 65 (OR: 1.58, 95% CI: 1.35-1.85), female
sex (OR: 1.75, 95% CI: 1.48-2.08), with BMI$30 (OR: 1.97, 95% CI: 1.68-2.31). Conclusions: In
this nationwide observational trial, younger age, female sex, and obesity were associatedwith a
higher likelihood of developing grade$2 ICI-induced endocrinopathies. Future workwill focus
on identifying biomarkers predictive of endocrinopathy and developing predictive models for
risk stratification. Research Sponsor: National institute of Health (NIH)/ National cancer
Institute (NCI); NCI UG1CA189961; UH3CA260602.
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Glucagon-like peptide-1 receptor agonists and the risk of chemotherapy-induced
peripheral neuropathy in patients with diabetes: A real-world study.

Xiaocao Xu, Cho Han Chiang, Ya Se Chen, Yu Chang, Shahid Sattar Ahmed, Hibba Rehman, Shuwen Lin; Department of Hematology and Oncology, University of Vermont
Medical Center, Burlington, VT; Department of Medicine, Mount Auburn Hospital, Harvard Medical School, Cambridge, MA; The Medical University of South Carolina,
Charleston, SC; National Cheng Kung University Hospital, Taibei, Taiwan; Winship Cancer Institute of Emory University, Atlanta, GA; University of Vermont Medical Center,
Burlington, VT; Montefiore Einstein Comprehensive Cancer Center/Albert Einstein College of Medicine, Bronx, NY

Background: Chemotherapy-induced peripheral neuropathy (CIPN) is a prevalent condition
that significantly affects quality of life in patients with cancer. Diabetes and the use of taxane or
platinum-based chemotherapy are major risk factors for CIPN. Glucagon-Like Peptide-1 Re-
ceptor Agonists (GLP-1RA) have emerged as promising agents for preventing CIPN due to their
potent antihyperglycemic and weight-loss effects. However, the effects of GLP-1RA on CIPN
are unknown.Methods:We conducted a retrospective, propensity score-matched cohort study
utilizing the TriNetX Analytics Network database. Adult patients with concurrent diagnoses of
cancer and diabetes who were treated with taxane and/or platinum-based chemotherapy and
either GLP-1RA or non-GLP-1RA (including Insulin, Dipeptidyl peptidase-4 inhibitors,
Sodium-glucose Cotransporter-2 Inhibitors, Metformin, Thiazolidinediones) anti-diabetes
agents were included. Patients with a prior history of neuropathy were excluded. The index
datewas defined as the initiation of chemotherapy. The primary outcomewas the occurrence of
CIPN, identified using International Classification of Diseases codes, within one year following
the index date. Secondary outcomes included the use of neuropathic pain medications, such as
gabapentinoids, serotonin and norepinephrine reuptake inhibitors (SNRI), tricyclic antide-
pressants (TCA), and tramadol. Cohorts were matched on variables such as age, race, sex,
hemoglobin A1c, BMI, cancer type, metastatic disease, and underlying comorbidities. Results:
We identified 39,772 patients eligible for inclusion, among which 1813 received GLP-1RA and
37,959 received non-GLP-1RA. After propensity score matching, cohorts were all well-
balanced across variables. We included 1,763 patients in each cohort for the final analysis.
Themean BMI for the GLP-1RA and non-GLP-1RA groups are 32.56 7.5 and 32.267.7, and the
meanHbA1c are 7.76 1.8 and 7.66 1.8, respectively.When comparedwith patientswho received
non-GLP-1RA, patients who received GLP-1RA had a higher risk of CIPN (13.9 vs 10.9%,HR 1.34
[95% CI: 1.11 - 1.62]) and significantly increased use of gabapentinoids, SNRI, and tramadol
(Table). Conclusions: GLP-1RAs are associated with a higher risk of CIPN and greater use of
neuropathic pain medications than non-GLP-1RA in patients with cancer and diabetes re-
ceiving taxane/platinum-based chemotherapy. Further studies are required to elucidate the
possiblemechanismunderlying the increased risk of CIPN associatedwithGLP-1RAs. Research
Sponsor: None.

GLP-1RA vs. non GLP-1RA
HR (95% CI) P-value

Chemotherapy-induced neuropathy 1.34 (1.11 - 1.62) 0.002
Gabapentinoids (gabapentin/ pregabalin) 1.26 (1.13 - 1.41) ,0.001
duloxetine 1.66 (1.30 - 2.12) ,0.001
Venlafaxine 1.56 (1.09 - 2.22) 0.010
TCA 1.05 (0.69 - 1.61) 0.70
Tramadol 1.30 (1.16 - 1.54) ,0.001
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Interrogating the interleukin-6 (IL-6)/IL-23/T-helper (Th)17 axis in immunotherapy
toxicity: Mechanistic insights and therapeutic implications.

Noha Abdel-Wahab, Bilal Anouti, Sreyashi Basu, Yuwei Zhang, Salah-Eddine Bentebibel, Reham Abdel-Wahab, Sungnam Cho, Roza Nurieva, James Patrick Allison,
Suhendan Ekmekcioglu, Padmanee Sharma, Adi Diab; The University of Texas MD Anderson Cancer Center, Houston, TX

Background: Immune checkpoint inhibitors (ICIs) have transformed cancer therapy, but
grade $ 3 immune-related adverse events (irAEs) affect 60% of patients. The mechanisms
driving irAEs remain poorly understood, hindering the development of strategies to mitigate
toxicity without compromising efficacy. Methods: We analyzed biomarkers from an ongoing
phase I/II trial (NCT04940299) evaluating tocilizumab (IL-6R blockade) in two regimens;
162 mg subcutaneously weekly (regular dose, RD) or bi-weekly (dose-dense, DD), combined
with ipilimumab (3 mg/kg) and nivolumab (1 mg/kg) up to 12 weeks as front-line therapy for
advancedmelanoma. Longitudinal analyses of blood, tumor, and inflamed tissue biopsies were
performed to identify biomarkers for risk stratification and to elucidate the immunobiology of
irAEs and antitumor responses across four patient subgroups, categorized by tumor response
and the presence or absence of grade$ 3 irAEs. Results: A total of 35 patients were treated with
the triplet and followed for up to 15 months. By week 12 after treatment initiation, grade $ 3
irAEs occurred in 15 patients (43%),with similar frequencies in theRD (44%) and theDD (40%)
cohorts.Within90days after last tocilizumabdose, the incidence of grade$ 3 irAEs increased to
56% in the RD cohort but remained unchanged in the DD cohort, resulting in an overall
incidence of 51%. The best overall response rate (ORR) was 66%, with 64% in the RD cohort
and 70% in the DD cohort. NanoString analysis of tumor biopsies identified 31 upregulated
genes in patients with grade $ 3 irAEs compared to those without, including RORC, a key
regulator of Th17 differentiation, whichwas significantly elevated in longitudinal biopsies (pre:
n = 8; post: n = 6) of patients with high-grade irAEs. IL-17, IL-1, and TNF signaling pathways
were significantly decreased after tocilizumab treatment in the subgroup of patients without
the grade$ 3 irAEs (pre: n = 14, post: n = 9). LunaPhore-COMET analysis showed elevated Th17
and gd T-cell subsets (CD4+ and CD8+) in inflamed tissues compared to matched healthy or
tumor tissues. CyTOF profiling of blood showed higher gd T-cell levels at baseline in patients
with grade $ 3 irAEs (n = 6), which remained elevated following tocilizumab treatment.
Conclusions: These findings underscore the pivotal role of Th17 cells in the development of
irAEs and suggest that current tocilizumab regimensmay provide insufficient IL-6 blockade or
require combination strategies, such as concurrent IL-23 inhibition, to more effectively target
Th17 cells expansion and maintenance. Notably, this study is the first to identify gd T-cells as
potential predictive biomarkers for irAEs, yet their utility requires further validation. A ran-
domized phase II trial exploring these mechanisms is underway. Clinical trial information:
NCT04940299. Research Sponsor: National Institute of Allergy and Infectious Diseases
(NIAID); K01AI163412.
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Association between epigenetic clocks and chemotoxicity in older adults with early
breast cancer.

Jingran Ji, Can-Lan Sun, Alexandra Binder, William Dale, Vani Katheria, Ali Al Saleem, Chaiyaporn Charles Vatanatham, Yuliya Zektser, Nikita V. Baclig, Joseph D. Olivera,
Kelly S. Synold, Mina S. Sedrak; UCLA Health Jonsson Comprehensive Cancer Center, Los Angeles, CA; City of Hope National Medical Center, Duarte, CA; University of
Hawaii, Honolulu, HI; University of California, Los Angeles, Los Angeles, CA

Background: Epigenetic clocks are blood-based biomarkers developed to predict biological age
and mortality risk from DNA methylation data. Here, we investigated the association between
epigenetic clocks and grade 2+ chemotoxicities, given that low grade toxicity has significant
clinical impact in older adults with breast cancer. Methods: This was a secondary analysis of a
prospective cohort of 394 adults age $65 with stage I-III breast cancer who completed
treatment with neo/adjuvant chemo. We analyzed peripheral blood DNA methylation to
estimate epigenetic age acceleration (EAA) prior to chemo. We estimated EAA using three
generations of epigenetic clocks (1st gen: Horvath and Hannum; 2nd gen: PhenoAge and
GrimAge; 3rd gen: DunedinPACE). Our outcomes of interest were the five most frequently
reported grade 2+ chemotoxicities. Using multivariable logistic regression, we examined the
association between EAA (as continuous variables) and the chemotoxicities of interest, adjust-
ing for age, stage, race/ethnicity, education, regimen, organ function, cell composition, and
geriatric assessment variables. Results: The median (range) chronological age of the partic-
ipants was 70 (65-85). Most (65%) had stage II/III disease, 38% received anthracycline, and
75% received G-CSF prophylaxis. A total of 334 (84.8%) participants experienced a grade 2+
toxicity. The fivemost commongrade 2+ toxicitieswere fatigue (34%), anemia (31%), infection
(30%), neuropathy (20%), and diarrhea (13%). On multivariable analysis, we observed an
association between pretreatment GrimAge and infection (OR=1.35, 95% CI 1.03-1.77, p=0.03)
as well as DunedinPACE and diarrhea (OR=1.43, 95% CI 1.01-2.03, p=0.04). Conclusions: In this
study of older adults with early breast cancer, we saw an association between somemeasures of
EAA and select grade 2+ toxicities. Further research is needed to examine how measures of
biological age can guide the care of older adults with early breast cancer. Clinical trial in-
formation: NCT01472094. Research Sponsor: U.S. National Institutes of Health; R01 AG037037.

Grade 2+ chemotoxicity in older adults with early breast cancer, odds ratio (95% CI).

Measures of EAA*
Fatigue
(n=134)

Anemia
(n=121)

Infection
(n=120)

Neuropathy
(n=77)

Diarrhea
(n=53)

First gen
Horvath 0.86 (0.67-1.10) 0.97 (0.75-1.26) 0.95 (0.75-1.22) 1.22 (0.91-1.65) 1.02 (0.74 -1.41)
Hannum 0.90 (0.69-1.16) 1.14 (0.86-1.50) 1.03 (0.79-1.33) 1.15 (0.84-1.56) 0.81 (0.56-1.17)
Second gen
PhenoAge 1.13 (0.86-1.48) 1.10 (0.81-1.48) 1.02 (0.77-1.35) 1.22 (0.88-1.69) 1.10 (0.76-1.60)
GrimAge 1.11 (0.86-1.44) 1.17 (0.88-1.56) 1.35 (1.03-1.77) 1.04 (0.76-1.43) 1.39 (0.98-1.96)
Third gen
DunedinPACE 1.24 (0.96-1.61) 1.09 (0.82-1.44) 1.06 (0.81-1.38) 1.14 (0.83-1.56) 1.43 (1.01-2.03)

*The first and second gen clocks are in chronologic years and DunedinPACE is in biological year per
chronologic year. OR adjusted for age, stage, race/ethnicity, education, regimen, organ function, cell
composition, and geriatric assessment variables.
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TPS12136 Poster Session

In-bedroom renewed air as anti-inflammatory adjuvant therapy in cancer survivors:
BREATHS trial.

Eva Hernandez-Garcia, Andrew Edkins, Evangelia Chrysikou, Jose M. Ordonez-Mena, Larissa Nekhlyudov, Juyong Brian Kim, Gary McLean, Hannah Frost; The Bartlett
School of Sustainable Construction, University College London (UCL), London, United Kingdom; University College London (UCL), London, United Kingdom; Clinical
Informatics and Health Outcomes Research Group, Nuffield Department of Primary Care Health Sciences, University of Oxford, Oxford, United Kingdom; Department of
Medicine, Brigham & Women’s Hospital, Harvard Medical School, Boston, MA; Division of Cardiovascular Medicine, Department of Medicine, Stanford Cardiovascular
Institute, Stanford University, Stanford, CA; Faculty of Medicine, National Heart and Lung Institute, Imperial College London, London, United Kingdom; Cancer Research UK
Manchester Institute, Manchester, United Kingdom

Background: Inflammation plays a pivotal role in both cancer progression and adverse car-
diovascular (CV) effects of anticancer treatments. Cardio-oncology rehabilitation with in-
flammatory pathways-targeting therapies is emerging as a promising approach for cancer
survivors at high risk of CV toxicity. In-home air filtration interventions effectively lower
interleukin-6 levels in high-risk populations for CV and respiratory events and significantly
impact C-reactive protein (CRP) levels in patients with atherosclerosis. Evidence indicates that
CRP can serve as a reliable clinical indicator of residual inflammatory risk and cardiotoxicity
after cancer therapy. Concurrent administration of purified air therapy alongwith conventional
pharmacological agents—including statins, cyclooxygenase inhibitors, and beta-blockers—
may potentiate the desired therapeutic effect, yet the underlying interactions are not fully
understood. We investigate whether overnight in-bedroom air filtration effectively reduces
inflammation and cardiacmarkers in survivors of adult-onset cancer at high risk of CV toxicity.
Methods: This is a series of N-of-1 randomized, adaptive, blinded, and placebo-controlled
trials conducted in the homes of adult survivors residing in densely populated urban areas of
Valencia, Spain, with the poorest air quality levels, as evidenced by particulate matter con-
centrations exceeding the WHO and EU Directive limits. Inclusion criteria are age $ 18 years,
prior history of breast, colorectal, prostate, lung, or hematologic cancer, exposure to cardi-
otoxic cancer therapy, and CRP level$ 3 mg/L. Participants will be randomly assigned to three
treatment sets, each comprising a 14-day period of active therapy (portable air purifier at 275
m3/h) and a 14-day period of placebo (sham purification). In-bedroom air filtration treatment
and placebo will be administered nightly for a minimum of 7 consecutive hours. The blinded
sequence will last between 4 and 12 weeks per participant, depending on the clinical efficacy
evidenced after each treatment set (CRP, 2 mg/L or CRP reductions$ 35%). Participants who
fail to achieve the clinically meaningful change in the last treatment set will undergo an open-
label phase: 14 days of no treatment and 14 days of active therapy administered nightly anddaily
(air purifier operating continuously at 275 m3/h). Participants will be asked to keep a daily in-
bedroom time log. The primary endpoint is defined as the change in blood CRP levels after each
cycle. Secondary outcomes include changes in D-dimer, serum amyloid A and glycated he-
moglobin A1c concentrations, and blood pressure. Exploratory endpoints include the feasibility
of at-home point-of-care testing to monitor residual inflammatory toxicity. Ten participants
will be enrolled in the trial. No enrolled participants at the time of abstract submission. Clinical
trial information: NCT06778122. Research Sponsor: None.
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TPS12137 Poster Session

Social genomic mechanisms of health disparities among adolescent/young adult
survivors of Hodgkin and non-Hodgkin lymphoma: ECOG-ACRIN EAQ211.

Brad J. Zebrack, Fenghai Duan, Steven W. Cole, Ilana F. Gareen, Pinki Kumari Prasad, Jorean D. Sicks, Christabel K. Cheung, Andrew M. Evens, Shira Naomi Dinner,
Adam DuVall, Susan K. Parsons, John M. Salsman, Brad S. Kahl, Melissa A. Simon, Lynne I. Wagner; University of Michigan School of Social Work, Ann Arbor, MI; Brown
University School of Public Health, Providence, RI; Department of Medicine, David Geffen School of Medicine at UCLA, Los Angeles, CA; Brown University, Providence, RI;
Children’s Hospital of New Orleans, New Orleans, LA; Brown University–ECOG-ACRIN Biostatistics Center, Providence, RI; University of Maryland School of Social Work,
Baltimore, MD; Rutgers Cancer Institue of New Jersey, New Brunswick, NJ; Northwestern Memorial Hospital, Chicago, IL; Section of Hematology/Oncology, Department of
Medicine, University of Chicago, Chicago, IL; Tufts Medical Center/Tufts University School of Medicine, Boston, MA; Wake Forest School of Medicine, Winston-Salem, NC;
Washington University School of Medicine, St. Louis, MO; Northwestern University Feinberg School of Medicine, Chicago, IL; The University of North Carolina at Chapel Hill,
Chapel Hill, NC

Background:Research in human genomicsmapsmolecular pathways throughwhich social and
psychological factors regulate gene expression in immune cells and tumor tissue, thus affecting
chronic disease progression, symptom development, antiviral resistance, morbidity, and
mortality. In many cases, psychosocial factors trigger neural and endocrine responses that
regulate expression of genes involved in cancer progression (inflammation, metastasis, treat-
ment resistance) and immune function (stimulating inflammatory genes and suppressing
antiviral gene transcription, as observed in the “Conserved Transcriptional Response to
Adversity” / CTRA transcriptome signature). However, nothing is known about how such
effects impact AYA cancer survivors. This study aims to identify functional genomic pathways
throughwhich psychosocial factors influence gene regulation and alter health outcomes in AYA
cancer patients; and define the role of such effects in structuring health disparities in post-
treatment survivorship. Methods: This longitudinal single cohort study is administered
through the ECOG-ACRIN Cancer Research Group. Subjects are accrued through the NCI
Community Oncology Research Program (NCORP) or self-refer through a broad network of
cancer support organizations and clinical programs that serve the AYA population. Accrual goal
is 2,000 survivors of Hodgkin or Non-Hodgkin Lymphoma who have achieved complete
response to therapy at time of study registration, aged 15-39 years at time of diagnosis, and
recruited within three years following completion of treatment. Current accrual is n=117. Upon
enrollment, participants complete an online survey of patient-reported outcome measures of
social and psychological risk and resilience factors, including quality of life (QOL), social
isolation, socioeconomic status, and exposures to childhood trauma. Clinical records are
reviewed for medically reported comorbidities and vital status. Data are collected at baseline
and repeated every 6 months for two years. Blood specimens also are collected at each time
point. The CTRA transcriptome profile will be assayed using an established 53-gene index
comprised of a block of 19 pro-inflammatory genes (e.g., IL1B, IL6, IL8/CXCL8, TNF) and 34genes
involved in innate antiviral response (e.g., IFNA/B, IFI-, OAS-, andMX-family genes), with CTRA
representing the difference in average expression of those 2 blocks (inflammatory – inter-
feron). CTRA is a biological intermediate state, which is hypothesized to mediate relationships
between proposed psychosocial risk and resilience factors and outcomes (morbidity,mortality,
QOL). Defining effects of psychosocial conditions on gene expression and their role in struc-
turing disparities for AYA survivors will fill a critical gap in knowledge that informs risk-based
models for cancer survivorship care. Research Sponsor: US Department of Health and Human
Services, National Institutes of Health, National Cancer Institute; R01CA261752; ECOG-ACRIN
Cancer Research Group (Peter J. O’Dwyer, MD and Mitchell D. Schnall, MD, PhD, Group Co-
Chairs); UG1CA189828.
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TPS12138 Poster Session

Testosterone replacement therapy for fatigue, sexual dysfunction, and quality of life
in older men with cancer (TEMEC).

Egidio Del Fabbro, Shehzad Basaria, Donna L Berry, Thomas Storer, Tom Travison, Jose M. Garcia; Medical College of Georgia, Augusta, GA; Brigham andWomen’s Hospital,
Boston, MA; University of Washington School of Nursing, Seattle, WA; Brigham and Women’s Hospital, Boston, MA; Marcus Institute for Aging Research, Harvard Medical
School, Boston, MA; United States Department of Veterans Affairs, Seattle, WA

Background: Fatigue is prevalent in men with cancer, affecting 70-100% of survivors. Fatigue
impairs quality of life (QOL), increases caregiver burden, and is associated with reduced lean
body mass and sexual dysfunction. Muscle loss, fatigue, sexual dysfunction and depressed
mood are common in older males with testosterone deficiency, with or without cancer.
Testosterone replacement therapy (TRT) in non–cancer patients improves fatigue, body
composition and sexual function. However, despite high prevalence of testosterone deficiency
in men with cancer (50-90%), no TRT practice guidelines are available. Older age, chronic
inflammation, opioids, megestrol acetate, corticosteroids and some anti-neoplastic therapies
are implicated in lowering testosterone. A preliminary (n=29) double blind trial comparing
4 weeks of intramuscular (n=13) TRT to placebo (n=16) in men with advanced cancer reported
improvement in fatigue and sexual desire scores. Based on these findings, TRT may mitigate
fatigue and related symptoms but requires a large, adequately powered trial. Methods: Ran-
domized, double-blind, placebo-controlled trial of daily transdermal testosterone or placebo
gel for 6-months in men $55 years, with solid or hematological cancer. Participants with no
evidence of disease or receiving anti-neoplastic therapy are eligible if they report fatigue, have
low serum testosterone by mass spectrometry ,348 ng/dl or free testosterone ,70 pg/ml and
the interval from last treatment (chemotherapy, radiation therapy, immunotherapy),
is#60months. Ineligibility includes prostate cancer, elevated PSA, hematocrit.48%or recent
thromboembolism. Sample size is predicated on 1:1 randomization to two arms, stratified by 3
sites and 90% power to detect relevant effects. Assignment of participants to either testos-
terone or placebo via permuted block design is known to statistician, study pharmacists, and
unblinded study physician responsible for dose-adjustment. ByDecember 2024, 150 of planned
230 participants are enrolled. NCT04301765. Primary outcome is change in fatigue by Func-
tional Assessment of Chronic Illness Therapy fatigue scale (FACIT-Fatigue). Secondary out-
comes includeHarbor-UCLA7-day Sexual FunctionQuestionnaire including sexual activity and
desire. Additional outcomes include questionnaires of erectile function, positive and negative
affect scale (PANAS), Brief Assessment Scale determining Caregiver Burden (BASC) and body
composition by dual energy X-ray absorptiometry. Physical performance evaluations include
maximal leg press strength, 6-minutewalk test and actigraphy. Additionally, lived experiences
of 60 participants at baseline and 24 weeks are assessed by semi-structured, qualitative phone
interviews with men from testosterone and placebo arms. Clinical trial information:
NCT04301765. Research Sponsor: National Institute on Aging; AG061558.
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TPS12139 Poster Session

Randomized trial of a clinical nurse specialist–led enhanced survivorship and early
palliative care intervention for patients with metastatic cancer.

Megha Schmalzle, Rachel Radigan, LuAnn Rowland, Bonnie Edsall, Johnny Kao, Patricia Eckhardt; NYITCOM, Old Westbury, NY; NYITCOM, Glen Head, NY; Good Samaritan
University Hospital, West Islip, NY; Good Samaritan Hospital Medical Center, West Islip, NY

Background: While the benefits of early palliative care and clinician empathy for patients with
metastatic cancer are well established, cancer survivorship remains inadequately integrated
into the care of patients with distant metastases (Langbaum, N Engl J Med 380: 1300, 2019).
Moreover, the optimal model of care delivery is poorly defined. Based on these data, we
developed a novel multidisciplinary care model in which the radiation oncology Clinical Nurse
Specialist develops therapeutic relationships with survivors with metastatic cancer and iden-
tifies and coordinates interventions to address their unmet physical and emotional issues. The
goal of this intervention is to improve quality of life and overall survival. Methods: Eligible
patients are adult patients with metastatic solid tumor malignancy with a predicted median
survival of $1 year using the validated NEAT model. Using block randomization with varying
block sizes of 4, 6 and 8, we plan to randomize 100 patients to either usual care or a
supplemental Clinical Nurse Specialist led survivorship and palliative care intervention. Pa-
tients randomized to the Clinical Nurse Specialist have personalized coordination of services,
patient education and referral to supportive care services resulting from additional in-person
and phone-based touchpoints. These supplemental interactions address individual needs, such
asmedication side effects, physical therapy, end-of-life planning and access to community and
spiritual resources. Theprimary endpoint of this trial is patient reported symptomburdenusing
the Edmonton Symptom Assessment System score. Secondary endpoints are patient reported
quality of life using the NCCN survivorship assessment and long-term overall survival. To date,
45 patients have been enrolled. Clinical trial information: NCT05947695. Research Sponsor:
Good Samaritan Hospital Foundation.
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TPS12140 Poster Session

Fecal microbiota transplantation (FMT) for opioid-induced constipation (OIC): A
prospective, multicenter, single-arm, phase II clinical study.

Xiaoying Wang, Yachen Sun, Xiaolin Pu, Hua Jiang; Department of Oncology, The Second People’s Hospital of Changzhou, the Third Affiliated Hospital of Nanjing Medical
University, Changzhou, China; Department of Oncology, The Second People’s Hospital of Changzhou, the Third Affiliated Hospital of NanjingMedical University, Changzhou,
Jiangsu, China

Background: Opioids are the cornerstone of cancer pain management. Opioid-Induced Con-
stipation (OIC) is the most common adverse effect of opioid therapy. OIC significantly impairs
patients’ quality of life and reduces compliance, making it a major factor in inadequate pain
control. Recent studies indicate that opioids cause gut microbiota dysbiosis, with gut microbes
playing a role in modulating opioid-mediated analgesia and tolerance, including constipation.
Currently, fecalmicrobiota transplantation (FMT)has been shown to be an effectivemethod for
adjusting gut flora by introducing various metabolically active bacteria. Therefore, we initiated
this study to evaluate the efficacy of FMT in treating OIC.Methods: In this multicenter, single-
arm exploratory study, 30 cancer patients aged 18-80 years who receive opioid treatment for
manageable pain but suffer from persistent constipation are planned for enrollment. Other
inclusion criteria includeECOGstatus0-2, expected survival$3months, having received opioid
therapy for at least two weeks, currently stable opioid dosage, manageable pain with NRS #4,
and ability to undergo standard laxative treatment and anticancer therapy. Patients unable to
ingest enteric capsules or requiring antibiotics for infections are excluded. Enrolled patients
will receive weekly FMT. The treatment will be administered continuously for 4 weeks, with
follow-up until constipation reoccurs or one month after the last dose, whichever comes first.
The primary endpoint is the improvement of constipation (assessed by BFI scale), while
secondary endpoints include cancer pain before and after treatment (evaluated by NRS scale),
quality of life (measured by QLQ-C30 scale), nutritional status improvement, and safety. Blood
and fecal samples will be collected during the study for efficacy evaluation. The study is
currently in the open recruitment phase, with the first patient enrolled in January 2025. Clinical
trial information: ChiCTR2500096421. Research Sponsor: None.
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TPS12141 Poster Session

A randomized phase III study comparing stereotactic body radiotherapy (SBRT)
versus conventional palliative radiotherapy (CRT) for participants with painful non-
spine bone metastases (NCT06391242).

Arjun Sahgal, Tim Nguyen, Laura Masucci, Kristopher Dennis, Emma Dunne, Anand Swaminath, Isabelle Thibault, Chiaojung Jillian Tsai, Pejman Maralani,
Michael Donald Brundage, Marc Kerba, Joel Lefebvre, Wei Tu, Wendy R. Parulekar; Sunnybrook Health Sciences Center, Toronto, ON, Canada; London Health Sciences
Centre, London, ON, Canada; Centre hospitalier de l’Université de Montréal (CHUM), Montreal, QC, Canada; Ottawa Hospital Cancer Centre, University of Ottawa, Ottawa, ON,
Canada; BC Cancer Agency, University of British Columbia, Vancouver, BC, Canada; Juravinski Cancer Inst, Hamilton, ON, Canada; CHU de Québec Université Laval, Quebec,
QC, Canada; Princess Margaret Hospital, University Health Network, Toronto, ON, Canada; Sunnybrook Health Sciences Centre, University of Toronto, Toronto, ON, Canada;
Cancer Centre Southeastern Ontario At KGH, Kingston, ON, Canada; Cumming School of Medicine, Department of Radiation Oncology, Calgary, AB, Canada; Canadian
Cancer Trials Group, Kingston, ON, Canada; Canadian Cancer Trials Group, Queen’s University, Kingston, ON, Canada

Background: Stereotactic body radiotherapy (SBRT) is efficacious in the treatment of painful
spinal metastases [1]. Data are required regarding the efficacy feasibility, toxicity and clinical
outcomes associated with SBRT in patients with painful non-spine bone metastases prior to
widespread adoption of this technique. Methods: This is a Canadian Cancer Trials Group led
multi-centre, phase III randomized controlled trial comparing SBRT to conventional palliative
external beam radiotherapy (CRT) in patients with solid tumours and a dominant painful non-
spine bone metastasis (worst pain score .2). Treatment arms: EBRT 20Gy/5fr (control) versus
SBRT 35 Gy/5fr or 30Gy/5fr (experimental). Primary objective: To compare 3-month complete
pain response (CPR) rate and analgesic intake assessed using the International Consensus on
Palliative Radiotherapy Endpoints [2]. Secondary objectives evaluate pain response pattern at 1,
3 and 6 months and assess re-irradiation rates, fracture incidence within RT target site,
incidence of Grade . 2 adverse events, image-based local control, and patient reported out-
comes (EORTC QLQ-C30 and QLQ-BM22). Statistical design: The target accrual is 230 patients,
randomized 1:1. The trial is powered at 80% with a two-sided alpha of 0.05 to detect an
improvement in theCPR rate from 17%(CRT) to 34%(SBRT), accounting for a 15%missing data
rate. Conduct to Date: Studywas activated on June 26, 2024. Supported by CCS grant # 707213. [1]
Sahgal, Arjun, et al. "Stereotactic body radiotherapy versus conventional external beam
radiotherapy in patients with painful spinal metastases: an open-label, multicentre, rando-
mised, controlled, phase 2/3 trial." The Lancet Oncology 22.7 (2021): 1023-1033. [2] Chow E,
Hoskin P, Mitera G, Zeng L, Lutz S, Roos D, Hahn C, van der Linden Y, Hartsell W, Kumar E;
International Bone Metastases Consensus Working Party. Update of the international consen-
sus onpalliative radiotherapy endpoints for future clinical trials in bonemetastases. Int J Radiat
Oncol Biol Phys. 2012 Apr 1;82(5):1730-7. doi: 10.1016/j.ijrobp.2011.02.008. Epub 2011 Apr 12.
PMID: 21489705. Clinical trial information: NCT06391242. Research Sponsor: Canadian Cancer
Society (CCS); 707213.
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TPS12142 Poster Session

A phase 1b dose escalation study of AV-380 (anti-GDF15 monoclonal antibody) in
combination with standard-of-care therapy in cancer patients with cachexia.

Eric Roeland, Mohamedtaki Abdulaziz Tejani, Eric Cheung, Toros Dincman, Vipin Lohiya, Rajiv Agarwal, Saleha Sajid, Afshin Gabayan, Jaykumar Ranchodbhai Thumar,
Bo Jin, Claudia Lebedinsky, Edgar E. Braendle, RichardMichael Zuniga; Knight Cancer Institute, Oregon Health & Science University, Portland, OR; AdventHealth, Altamonte
Springs, FL; Cancer and Blood Specialty Clinic, Los Alamitos, CA; Department of Medicine, Division of Hematology and Oncology, Medical University of South Carolina, and
Hollings Cancer Center, Medical University of South Carolina, Charleston, SC; Piedmont Cancer Institute, Fayetteville, GA; Vanderbilt University Medical Center, Nashville,
TN; Genesis Medical Group, Kingwood, TX; Beverly Hills Cancer Center, Beverly Hills, CA; Hartford Hospital, Hartford, CT; AVEO Oncology, Boston, MA; New York Cancer and
Blood Specialists, Babylon, NY

Background:Cachexia is a complex and commoncancer comorbidity associatedwith ahigh risk
of death. Despite its significant impact, no FDA-approved therapies exist to treat cancer
cachexia, and current off-label treatments are limited and increase the risk of side effects.
Circulating GDF-15, an inflammatory cytokine involved in the stress response and body weight
regulation, has emerged as a main modulator implicated in the pathogenesis of cachexia.
Further, preclinical models have shown that elevated levels of circulating GDF-15 elicit
cachexia, and GDF-15 expression increases in proportion to disease severity. AV-380 is a
high-affinity anti-GDF-15 IgG1 monoclonal antibody resulting in circulating GDF-15 elimi-
nation. AV-380 has been shown to reverse weight loss and increase muscle recovery in animal
cancermodels. In a phase 1 healthy volunteer study (in-house data), AV-380waswell-tolerated
without serious AEs. Methods: This is an open-label, dose-escalation, multicenter phase 1b
study to assess the safety, tolerability, PK, and PD of AV-380. Eligible patients must be $18
years of age, have cancer with cachexia (per international consensus criteria), receive
standard-of-care antineoplastic therapy, have a prognosis of $3 months, and have an ECOG
PS #2. Patients with known brain metastases (unless treated and stable for $2 weeks), myo-
cardial infarction or grade 3/4 heart failure (#3 months), uncontrolled third-spacing of fluids
(pleural effusion, pericardial effusion, and/or ascites), or non-cancer-related cachexia, are
excluded. Primary endpoints will evaluate the safety and tolerability per dose-limiting toxic-
ities, adverse events (NCI CTCAE v5), and laboratory test results. Secondary endpoints include
PK analysis, and exploratory endpoints include anti-drug antibodies, weight changes, patient-
reported outcomes (Functional Assessment of Anorexia Cachexia Therapy, Patient Global
Impression of Severity, Patient’s Global Impression of Change, Patient-Reported Outcomes
Measurement Information System) physical function (by digital measures), and body com-
position (Lumbar 3 Skeletal Muscle Index). Escalating dose cohorts of AV-380 consist of 3-6
patients each, following a standard 3+3 design. The treatment is structured into 28-day courses
for each cohort. AV-380 will be administered by IV infusion. Patients will remain on AV-380
until they have unacceptable toxicity, complete 4 courses, withdraw consent, or the sponsor
terminates the study. Statistical analyses will be completed by cohort and summarized de-
scriptively. Clinical trial information: NCT05865535. Research Sponsor: AVEO Oncology.
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TPS12143 Poster Session

Supervised home-based exercise in patients with advanced non-small cell lung
cancer (NSCLC) on maintenance immune checkpoint inhibitors (ICI).

Justin Wang Shi, Danielle Halsey, Jena Lee Robinson, Misty Dawn Shields, Greg Andrew Durm, Shadia Ibrahim Jalal, Rohan Maniar, Nasser H. Hanna, Tarah Jean Ballinger;
Indiana University School of Medicine, Indianapolis, IN; Indiana University Melvin and Bren Simon Comprehensive Cancer Center, Indianapolis, IN

Background: Lung cancer is the leading cause of cancer-related mortality in the US and results
in significant morbidities, including fatigue, depression, and decreased quality of life. Exercise
has been shown to reduce severity of fatigue and depression while improving cardiorespiratory
fitness (CRF) in patients with lung cancer. Past trials have primarily investigated exercise
interventions in patients who received surgery and/or chemotherapy; data on the impact of
exercise in patients with lung cancer on immune checkpoint inhibitors (ICI) has been sparse.
Following the advent of ICI as maintenance therapy in advanced lung cancer, patients have
experienced improved survival andmore favorable toxicity profile that better positions them to
both participate in and derive benefit from an exercise program. In addition, exercise is
expected to promote a patient’s response to ICI by promoting mobilization of natural killer-
cells and T-cells. Already observed in animal and patient derived xenograft models, the
combination of exercise and ICI reduced tumor growth by influencing the tumor microenvi-
ronment, increasing tumor infiltrating lymphocytes. In this trial, we are investigating the
impact of a supervised home-based exercise program on fatigue, depression, CRF, physical
function, muscle mass and biomarkers of immune activation in patients with advanced lung
cancer on maintenance ICI. Methods: This prospective, randomized phase II trial
(NCT06513663) aims to enroll 86 patients with advanced NSCLC receiving maintenance ICI.
Patients are randomized 1:1 to an exercise intervention or usual care, stratified by baseline
frailty as determined by short physical performance battery (SPPB). Eligible patients have
locally advanced (stage III) or metastatic (stage IV) NSCLC and are currently receiving main-
tenance ICI for at least 1 month with plans for at least an additional 3 months of therapy. The
trial is targeting an enrollment of 3-4 patients permonth over a period of 2 years, and began in
June 2024. Patients randomized to exercise participate in 60-minute sessions including
aerobic, resistance, and balance exercises, delivered virtually three days per week for 12 weeks
by a professional trainer. The primary endpoint is the change in patient-reported fatigue using
the Functional Assessment of Cancer Therapy: Fatigue (FACT-F) questionnaire from baseline
to post-intervention, compared between the intervention and usual care. Secondary endpoints
include changes in patient-reported depression using Hospital Anxiety and Depression Scale
(HADS), muscle mass on CT scan, CRF by VO2peak on a ramp treadmill test, objective and
subjective physical function, and adherence to exercise intervention. Exploratory analysis will
include changes in circulating tumor cells and T-cell subsets. Patients will be followed post-
intervention for up to 2 years. Clinical trial information: NCT06513663. Research Sponsor:
None.
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TPS12144 Poster Session

Virtual personalized exercise program for subjects with lung cancer: A feasibility
study.

Melissa Francoise Neumann, Susan Maltser, Meredith Akerman, Sameer Khanijo, Jennifer Scanlon, Nagashree Seetharamu; Zuckerberg Cancer Center, Northwell Health,
Lake Success, NY; Northwell Health, Manhassett, NY; Northwell Health Biostatistics, Lake Success, NY; Northwell Health, New Hyde Park, NY; Northwell Health, New York,
NY

Background: With improved outcomes, cancer is increasingly viewed as a chronic disease,
highlighting the need for exercise programs to enhance the quality of life for survivors. Unlike
heart disease, diabetes, and pulmonary disease, where exercise has been recommended for
decades, exercise recommendations for cancer patients have been slow to evolve. Exercise and
rehabilitation interventions have shown to clearly benefit cancer survivors by improving
outcomes, response and tolerability to treatments, delaying progression, and preventing de-
velopment of new primary cancer. Despite these benefits and strong endorsements from
societies such as ASCO, exercise programs are not typically included in lung cancer treatment
plans. Methods: This is a single-arm, investigator-initiated feasibility study of a virtual
exercise platform targeted to patients with non-small cell lung cancer (NSCLC) who receive
surgery (+/-) neoadjuvant/adjuvant chemo (+/-) immunotherapy (cohort A); radiation +/-
chemo (cohort B); or systemic treatment only (cohort C) at our Cancer Center. This study will
assess the feasibility and usability of this program. Potentially eligible subjects are referred to
physiatry for evaluation, enrollment, and personalized virtual exercise prescription, which can
be accessed by patients using their personal electronic device. Enrollees complete a baseline
quality of life FACT-L questionnaire. Pulmonary Function Test (PFT), Six Minute Walk Test
(6MWT), and Sit to Stand Test (STS) are also obtained at the start and end of the 12-month
program. FACT-L, Patient and Physician Platform Satisfaction questionnaires are collected
every three months. We hypothesize that the virtual exercise program is feasible for patients
with lung cancer to participate in and will have beneficial outcomes across all cohorts. The
primary objective is feasibility, aiming for 50% of those who qualify and enroll to complete the
program at 12 months. The secondary objective is satisfaction, as assessed by patient and
provider satisfaction questionnaires. Exploratory objectives include improvement in pulmo-
nary function tests and physical endurance as assessed by the PFTs, 6MWT, and STS, as well as
improvement or maintenance of quality of life. Results: 20 patients are consented and 10 are
active. Of the 10 patients who are no longer part of the study, four were screen-fails, and six
patients withdrew consent/did not comply with appointments within the study timeline.
Patient compliance increased exponentially after the patient navigator was recruited, who
started at the end of November. Since this time, six consents were signed and four remain
compliantwith the study.Conclusions: If feasible and acceptable to patients and providers, this
program can be practice-changing, leading to the implementation of virtual exercise pre-
scriptions for patients with all cancer types within Northwell and potentially beyond. Clinical
trial information: NCT06540495. Research Sponsor: The Northwell Health Cancer Institute;
AstraZeneca; Global Initiatives Group at Northwell.
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An open-label randomized trial of exercise6 creatine supplementation to augment
the adaptations of exercise training in cancer survivors.

Darpan Patel, Rebecca Geck, Lisa Thibodeaux, Minal Sonawane; University of Texas Medical Branch at Galveston, Galveston, TX

Background: Breast cancer survivors face a heightened risk of skeletal muscle wasting, which
can be worsened by cancer treatments, adversely affecting their ability to perform daily
activities. Additionally, lower extremity muscle weakness has been linked to persistent fatigue
in survivors. Research on resistance exercise interventions has demonstrated significant
improvements in strength, endurance, and body composition among breast cancer survivors.
Nonetheless, developing effective strategies to optimize exercise adaptations for this popu-
lation remains a critical area of focus. Creatine phosphate (CP) supplementation has gained
attention in the medical field because of the numerous health and quality of life benefits. CP is
crucial to maintaining muscle energetics because of its role in rephosphorylating adenosine
diphosphate to adenosine triphosphate (ATP). To date, few studies have examined the use of CP
supplementation to augment exercise adaptations in breast cancer survivors. As such, we
propose the THRIVE clinical trial to assess the effects of 12-weeks of CP supplementation in
combinationwith home-based resistance exercise on outcomes of strength, body composition,
physical function and mechanistic biomarkers. Methods: The THRIVE clinical trial is a pro-
spective, open-label, randomized trial aiming to recruit thirty breast cancer survivors that have
completed infusion chemotherapy less than 6 months prior to study enrollment. Patients will
be randomized (1:1) to either the CPplus exercise groupor exercise only group. Participantswho
are randomized to receive CP will be initially dosed at 20 g per day for 7 days to boost the
availability of CP systemically. Thereafter, the dose will be reduced to 5 g per day for main-
tenance throughout the duration of the 12-week protocol. All participants will engage in 3
virtually supervised, home-based exercise session each week. Each session will last roughly 1
hour and include a 10-minute warm-up and a 50-minute stimulus phase consisting of upper
body and lower body resistance exercises. Primary outcomeswill be strength, body composition
(DXA scan), physical function (6minwalk test) andmechanistic biomarkers (growth factor and
inflammatory biomarkers). Secondary objective will be muscle cross-sectional area and in-
tramuscular creatine, phosphocreatine and ATP as measured by magnetic resonance imaging
and spectroscopy, respectively. Tertiary outcomes will be patient reported outcomes on quality
of life. To date, 11 of the planned 30 patients have been enrolled. This study is registered with
clinicaltrials.gov (NCT06395506). Clinical trial information: NCT06395506. Research Sponsor:
Thrivewell Cancer Foundation.
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A pilot study of the ApricityCare program for early detection and management of
treatment-related adverse events in patients with metastatic cancer.

Lily Chen, Mary Alice Fulmer, Livia Ip, Lynda Chin, Sumit Kumar Subudhi, Bilal Ahmed Siddiqui; Department of Internal Medicine, McGovern Medical School, The University
of Texas Health Science Center at Houston (UTHealth Houston), Houston, TX; Apricity Health LLC, Houston, TX; Department of Genitourinary Medical Oncology, The
University of Texas MD Anderson Cancer Center, Houston, TX

Background: Immune checkpoint therapies (ICTs) induce T cell-mediated anti-tumor immu-
nity and can provide long-term survival benefits for cancer patients. However, ICTs may also
cause life-threatening immune-related adverse events (irAEs), often requiring treatment
discontinuation and high-dose steroids, leading to significant comorbidities. Early detection
and intervention in irAEs can reduce steroid use, enable continuation of ICTs, and improve
clinical outcomes. To address the need for earlier detection of severe irAEs, we are implement-
ing ApricityCare, a digital health service that integrates remote symptom reporting via smart-
phone application, telephone, or text message, with telehealth feedback for patients on ICTs.
The platform analyzes patient-reported symptoms and alerts triage nurses to intervene based
on pre-specified algorithms. Hypothesis: We hypothesize that early detection and intervention
in severe irAEs will improve outcomes and enable ICT continuation. Methods: This phase IV
clinical trial evaluates ApricityCare’s impact on treatment outcomes for patients receiving
systemic therapies formetastatic cancer. The study includes a 50-patient run-in phase (Part I)
focusing on genitourinary metastatic cancers (prostate, kidney, bladder) to assess feasibility,
followed by an expansion of up to 1,000 patients (Part II) across three cohorts: investigational
immunotherapies (IO), standard-of-care IO, and standard-of-care non-IO. In Part I, the
primary objective is to assess patient symptom reporting via ApricityCare, defined as 80%
of patients reporting symptoms for at least 80%of the study duration. Part II aims to determine
the rate of therapy discontinuation due to toxicity. Exploratory objectives include associations
between alerts and diagnoses, corticosteroid use (.2 weeks), and emergency visits/
hospitalizations. Futility for each cohort will be evaluated using a Bayesian optimal phase 2
design, monitoring patients without therapy discontinuation over 3 months. The study is open
for enrollment. ApricityCare usage will be analyzed by study phase and cohort. Symptom
reporting frequency, Net Promoter Score (NPS), corticosteroid dose, and emergency visit/
hospitalization rates will be summarized using frequencies, medians, and interquartile ranges.
Time from symptomonset to activemanagementwill be assessedwith Kaplan-Meiermethods.
Associations between alerts and confirmed diagnoses will be evaluated for sensitivity and
specificity, with clinical diagnoses as the gold standard. The modified intention-to-treat
(mITT) population includes all patients receiving at least one anticancer regimen dose. Lon-
gitudinal data will be used to identify symptom profiles associated with and preceding irAEs,
informing future clinical trials. Clinical trial information: NCI-2024-09566 andMDACC 2024-
0229. Research Sponsor: None.
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ACTIVATE: A pilot randomized activity coaching trial to increase vitality and energy
during post-operative pelvic radiation therapy for endometrial cancer.

Avani Dholakia Rao, Kirstie Pomaranski, Natasha Raja, Jeanne Pasha, Kayla Hartso, Natasha Toussaint, Melissa Farmer Miller; Radiation Oncology Associates of the
National Capital Region, Fairfax, VA; Inova Schar Cancer, Peterson Life with Cancer, Fairfax, VA; Inova Schar Cancer, Fairfax, VA

Background: The ASCO-Society for Integrative Oncology guidelines strongly recommend
exercise as a therapeutic strategy for cancer-related fatigue (CRF), advising that exercise
regimens be tailored to each patient’s capabilities. Despite this broad endorsement, at least
two-thirds of cancer patients are unable to adhere to the recommendation of exercise due to
symptoms andbarriers,withwomenbeingmore likely thanmen to report barriers to adherence
to exercise. There is a lack of data on how to effectively integrate exercise into the treatment
regimens of pelvic radiation therapy (RT). Most studies focus on other cancer types or male
patients, leaving a significant gap in the literature regarding female patientswith gynecological
malignancies. Given the high prevalence of CRF and its impact on QoL, interventions reducing
fatigue are vital. The primary objective of the ACTIVATE pilot trial(NCT06746428)is to evaluate
the feasibility and acceptability of conducting a randomized trial with an exercise coaching
programas the intervention in this patient population. Secondary objectives include estimating
preliminary efficacy of exercise coaching on fatigue and health-related quality of life, quan-
tifying baseline fatigue levels in our patient population, assessing eligibility criteria suitability,
and exploring behavioral mechanisms and variables influencing intervention strength.
Methods: The studymethods include randomization of immediate versus delayed intervention
with attention-control of 16 women treated with total or modified radical hysterectomy and
surgical staging for Stage I-IVA endometrial cancer and are planned to complete pelvic RT as
part of their adjuvant treatment. The intervention is an exercise coaching program which will
consist of weekly check-ins for 10 weeks with a certified oncology exercise coach with a goal to
address readiness for exercise, identify barriers, and develop an individualized plan for exercise
for each week with a goal of increasing activity to 150 minutes of moderate activity per week.
The immediate-start group begins with the start of RT; the delayed-start group starts at 6-
8 weeks post-RT. Participants will be asked to wear an activity monitor to track steps and
moderate activity minutes, complete assessments of patient-reported fatigue (FACIT-
Fatigue), bowel/urinary toxicity (EPIC), sexual function and satisfaction (PROMIS), and quality
of life (PROMIS-29+2 Profile v2.1), and participate in a six-minute walk test (6MWT) at
predefined time points throughout the study. Feasibility will be evaluated on a prior goal of
50% provider acceptability, 50% patient acceptability, 50% appropriateness of screening
criteria, and 70% adherence to the coaching session and physical activity monitor. Enrollment
began in January 2025 and accrual is expected to be complete within 6 months. Clinical trial
information: NCT06746428. Research Sponsor: None.
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A phase II randomized placebo-controlled study of fisetin and exercise to mitigate
chemotherapy-related functional decline in postmenopausal women with early
breast cancer (PROFFi).

Jingran Ji, Marla Lipsyc-Sharf, Yuliya Zektser, Kirsten K. Ness, Yara Abdou, Poorni Manohar, Heather L. McArthur, Mylin Ann Torres, George A. Kuchel, Arash Naeim,
Catherine M. Crespi, Beverly Canin, Patricia Spears, Sandra Finestone, Ali Al Saleem, Joseph D. Olivera, Kelly S. Synold, Laura Petersen, HymanMuss, Mina S. Sedrak; UCLA
Health Jonsson Comprehensive Cancer Center, Los Angeles, CA; St. Jude Children’s Research Hospital, Memphis, TN; Division of Oncology, Lineberger Comprehensive
Cancer Center, The University of North Carolina at Chapel Hill, Chapel Hill, NC; UT Southwestern, Dallas, TX; UT Southwestern Medical Center, Dallas, TX; Division of Health
Services, Outcomes, and Policy, Department of Radiation Oncology, Winship Cancer Institute, Emory University, Atlanta, GA; University of Connecticut, Farmington, CT;
University of California, Los Angeles, Los Angeles, CA; SCOREboard Advisory Group, City of Hope Cancer Center, Duarte, CA; UNC Patient Advocates for Research Council,
Raleigh, NC; Research Advocacy Network/Komen AIS, Irvina, CA; Lineberger Comprehensive Cancer Center, The University of North Carolina at Chapel Hill, Chapel Hill, NC

Background: Despite substantial improvements in survival, postmenopausal survivors of
breast cancer remain at high risk of functional decline after cancer treatment. One potentially
targetable mechanism of chemotherapy-related functional decline is cellular senescence, a
state of cell cycle arrest. Senescent cells (Sncs) develop a senescence-associated secretory
phenotype (SASP), where they secrete amilieu of inflammatory cytokines that drive functional
decline over time. Inpatientswith stage I-III breast cancer treatedwith chemotherapy,markers
of Sncs and SASP sharply increase after treatment and persist over time. Emerging data suggest
that senolytics and exercise can decrease Snc burden. Senolytics are novel agents that eliminate
Sncs and improve physical function in non-cancer populations. Among the existing senolytics,
fisetin is a natural compound that is safe and tolerable in humans. Exercise also reduces Sncs in
individuals without cancer and is well-established to improve physical function in survivors of
cancer. More recent pre-clinical data shows that senolytics combined with exercise led to a
greater reduction in Sncs than either intervention alone. However, no studies have tested
whether senolytics and exercise, either alone or in combination, can reduce Sncs and improve
physical function in cancer survivors. Therefore, we hypothesize that targeting Sncs with a
combination of fisetin and exercise will lead to both independent and synergistic effects to
prevent physical function decline in postmenopausal breast cancer survivors. Methods: This
multicenter phase II randomized, placebo-controlled study will enroll 200 postmenopausal
women with stage I-III breast cancer. Key eligibility criteria include completing neo/adjuvant
chemotherapy within 12 months with diminished physical function as measured by the 6-
minutewalk distance (6MWD). Using a 2x2 factorial design, participantswill be randomized 1:1:
1:1 to exercise with fisetin, exercise alone, fisetin alone, or a control group for a total 16-week
course. Fisetin will be dosed at 20mg/kg on days 1-3 every 14 days. Those randomized to the
exercise arms will undergo a tailored, supervised remote exercise program led by a qualified
exercise physiologist. The primary objective is to determine the effect of fisetin and/or exercise
on physical function, as measured by the change in 6MWD from baseline to end of treatment.
Secondary objectives include evaluating the effect of exercise and/or fisetin on other measures
of physical, cognitive, psychosocial, and cardiometabolic function aswell as digital biomarkers.
We will also examine the effect of exercise and/or fisetin on markers of Sncs and SASP.
Enrollment on this study began July 2024 and is currently ongoing (NCT06113016). Clinical
trial information: NCT06113016. Research Sponsor: U.S. National Institutes of Health; R01
CA280088.

SYMPTOM SCIENCE AND PALLIATIVE CARE

http://www.clinicaltrials.gov/ct2/show/NCT06113016


TPS12149 Poster Session

Epidermal growth factor receptor (EGFR) inhibitor-induced dermal toxicity treated
with topical application of a novel Staphylococcus epidermidis compound.

Mary C. Spellman, Travis C. Whitfill; Panclarity LLC, San Francisco, CA; Azitra Inc, Branford, CT

Background: Agents targeting the EGFR-mediated signaling pathway are used for the treat-
ment of advanced lung, pancreatic, colorectal, and head and neck cancers. Significant dermal
toxicities, occurring in up to 90% of patients treated with EGFR inhibitors (EGFRIs) and other
medications inhibiting downstream signaling pathways, may be disruptive to a patient’s
quality of life and adherence to therapy. Inhibition of the EGFR pathway may suppress host
defenses and lead to opportunistic pathogenic colonization or infection. Dermal toxicity is
associated with elevated levels of Staphylococcus aureus and IL-36g. ATR04-484 is an S.
epidermidis strain isolated from a healthy human volunteer, selected for its ability to reduce
S. aureus colonization and inhibit IL-36g when applied topically. Reconstructed human epi-
dermis (RHE) and ex vivo pig skinwere utilized tomeasure the effect of ATR04-484onS. aureus
in therapeutic and prophylactic settings with S. aureus added prior to or after ATR04-484,
respectively. ATR04-484 inhibited growth of both methicillin-resistant (MRSA) and
methicillin-sensitive (MSSA) S. aureus in both therapeutic and prophylactic settings. IL-36g
levels were measured on RHE treated with erlotinib alone or in combination with ATR04-484.
Application of ATR04-484 reduced erlotinib-induced IL-36g to a level comparable to non-
erlotinib treated RHE. The effect was dose-dependent; application of 109CFU/cm2 of ATR04-
484 showed more potent IL-36g reduction compared to 108 CFU/cm2. ATR04-484 has a
promising profile of activities for the treatment of EGFRI-induced dermal toxicity by signif-
icantly reducing S. aureus growth and completely ameliorating IL-36g levels. Methods: This
multicenter, randomized, double-blind, vehicle-controlled Phase 1/2 clinical study is designed
to evaluate the safety and tolerability of topical ATR04-484 (109 CFU/g) for the treatment of
EGFRI associated dermal toxicity affecting the face of adult patients. ATR04-484 or its vehicle
(3:1 randomization)will be applied in a stable volume to all patients andmay include application
to prioritize affected areas of the neck, chest, back, and paronychial areas (using remaining
product on unaffected skin in the same areas, as needed). The key objectives of the study are to
assess the safety and tolerability of topical ATR04-484 and to evaluate efficacy signals in-
cluding severity of disease, pruritus, and pain. The bioavailability of ATR04-484 and phar-
macodynamic parameters (including IL-36g) are also studied. This clinical study will establish
the basis for continued clinical development of ATR04-484. Clinical trial information: not yet
assigned. Research Sponsor: Azitra Inc.
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