W) Check for updates

Blood 142 (2023) 7274-7276

The 65th ASH Annual Meeting Abstracts

ONLINE PUBLICATION ONLY

902.HEALTH SERVICES AND QUALITY IMPROVEMENT - LYMPHOID MALIGNANCIES

Clinician and Administrator Perspectives on Chimeric Antigen Receptor (CAR) T-Cell Therapy Outpatient
Administration in Relapsed or Refractory Multiple Myeloma (RRMM) in the United States (US): A Qualitative Study
Doris K. Hansen, MD', Binod Dhakal, MBBS?, Mehdi Hamadani, MD? David Dingli, MD?, Tania Jain, MD>,

Yi-Hsuan Liu, PhD MS, RD®, Kevin C De Braganca’, Nicole Lodowski, MPH?® Jennifer Sander Kirschenbaum, MPH?,

Peter Okorozo, PharmD?, Lindsay McFarland, MN, RN, OCN'°, Matthew Perciavalle, PharmD'®, Stephen Huo "',

Krina K. Patel, MD Msc'?

' Department of Blood and Marrow Transplantation and Cellular Immunotherapy, Moffitt Cancer Center, Tampa, FL
2Medical College of Wisconsin, Milwaukee, WI

3Division of Hematology and Oncology, The Medical College of Wisconsin Inc, Milwaukee, WI
4Mayo Clinic, Rochester, MN

5The Sidney Kimmel Comprehensive Cancer Center, Johns Hopkins Hospital, Baltimore, MD

¢ Janssen Pharmaceutical Companies of Johnson & Johnson, Horsham, PA

7 Janssen Research & Development, Raritan, NJ

8PRMA Consulting Limited, New York, NY

?PRMA Consulting Limited, Buffalo, NY

9L egend Biotech, Somerset, NJ

" Janssen Pharmaceutical Companies of Johnson & Johnson, Raritan

?The University of Texas MD Anderson Cancer Center, Houston, TX

Background: The use of CAR-T cell therapy has transformed treatment paradigms in B-cell malignancies. Ciltacabtagene au-
toleucel (cilta-cel) was approved for use in RRMM after four or more prior lines of therapy in 2022. While the pivotal studies
exclusively treated patients in an inpatient setting, robust infrastructure planning at some centers across US has fostered
outpatient administration of the commercially available product. Outpatient administration of CAR-T is more desirable due
to superior financial sustainability, lower healthcare resource utilization, and greater patient autonomy during the treatment.
Hence, we conducted a qualitative study to evaluate clinical and administrative perspectives and trends in outpatient admin-
istration of commercialized cilta-cel with an aim to understand best practices from certified CAR-T centers in the USA.
Methods: A targeted literature review was conducted to better understand current practices around outpatient administration
of CAR-T, and inform the development of primary research materials for designing subsequent interviews. Next, two 60-
minute exploratory interviews were conducted with multi-stakeholder participants (n=5) from two certified cilta-cel centers,
each with significant volume of outpatient administration of cilta-cel. Following the qualitative analysis of interviews, two 90-
minute panels were conducted with multi-stakeholder participants (n=14) from six certified cilta-cel centers, including centers
from exploratory interviews, focusing on clinical and administrative topics across the patient journey.

Results: Each center in the study treated approximately 15-30 patients with cilta-cel in the outpatient setting. Using Likert
scales, participants from all centers ranked space/capacity as the most important factor in decision-making process for out-
patient cilta-cel administration, and ranked reimbursement incentives as a highly (67% of participants) or a moderately (33%)
important factor. All participants agreed that having a dedicated outpatient infrastructure (dedicated space such as bed
availability and internal processes including standard operating procedures (SOPs)), 24/7 support, outpatient bone marrow
transplant (BMT) or cell therapy experience, and robust multidisciplinary teams were key to setting-up successful outpatient
centers for cilta-cel therapy.

The participants agreed that cilta-cel can be administered safely in an outpatient setting due to generally predictable, delayed
onset of potential AEs, except in patients with significant comorbidities or organ dysfunction. Participants also considered
caregiver support and lodging availability as factors of importance for outpatient administration. Institutionally established
AE monitoring protocols are critical for safe use of cilta-cel in an outpatient setting. Over 50% of the centers interviewed have
recently started to administer tocilizumab to treat mild grade 1 cytokine release syndrome (CRS) in an outpatient setting.
Based on the findings across the phases of research, the patient journey for outpatient administration of cilta-cel was updated
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(Figure 1). While patients may be admitted for toxicity events, 100% of centers interviewed had 24-hour coverage and bed
availability for these patients if needed.

Conclusions: Overall, this study further supports the notion that centers can safely administer cilta-cel in an outpatient setting,
if appropriate infrastructure is in place. Additional best practices for new outpatient sites include adequate infrastructure,
SOPs, a well-trained and multidisciplinary team, and education of patients and caregivers (Table 1). Outpatient management
and earlier intervention for low-grade AEs is currently evolving, with more real-world research required. Continued expert
sharing of best practices can aid centers in implementing outpatient administration of CAR-T therapies.
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d Is neaded for patients recelving CART therapy.
*  Infrastructure far oubpatient BMTs az a feundation for expanding their outpatient adminstration of CAR-T therapies.
*  Potential 1o have shared spaces with ather autpatient cancer teams, such as BMT or cther cell therapy teams.
*  Facilties for managing adverse events are needed, which can indude acute cancer care centers, 24/7 cancer dinics, or day hospitals.
*  Adequate kadging for patients and caregivers s necessary for at leask 28-clays post-infusian.

5OPsand guideines | sOPs, i puidelines wh ble, are requined prope inan

* Wl ¢efined 50Ps shauld dictate adverse event management.

*  These should note spectic criteria far when patients should be admitted ar discharged from autpatient or ingationt care.
*  Team structure |explained below) and capacity should be dearly lald cut in terms af 24/7 access te care and AE

Team structure. team in place to safely manags
*  There can be separate, dedicated raunding teams far cell therapy patients far bath npatient ane cutpatient serwees, uscally spiit by disease area.
+  Centers should ensure that o ® m « 14FFs], nursing staff, pharmacy

staff, soclal workers and many mare, are in place ta suppont the staff when patients or caregiers call f any acverse event ccours.

Education is noeded for Ita.cel, careghiors, AFPs, teams, and ather wha will encouster
Inclding commainisy-based EMS and ED stalf.
*  Ensuee that the sk have adequate ed ol are prepared ta notice . They should be seen as an extension of the care

team.

*  BMT teams and cell therapy teams experienced in previcusly launched praducts can aka suppart trainings on best practices when managing patients
In an autpatient setting.

*  The education arcund delayed neurctoxicity wil need to evalve to reflect real world evidence as it becomes avallable

safety Being able 1o identify and predict toxicities before s highly impal cima-cel in an ing. Thi
proper patient follow-up ang manitaring pastinfusicn:

*  Medical staff shauld rovtinely follow up with patients.

+  The center can cansices using a remote patient manitaring system

+  Patients can be monitored by their caregivers.

Aeimbursement Centers have unig, but b o 2 hinder outpatient adminissratian.

*  Adedicated team to keep track of Medicare coding changes s needed to avokd missing potential reimbursement o incentives.

®  Reimbursement pre-autharization should be sought for both inpatient and autpatient care, to avold any camplications i a transition to inpatient care
s needed

Figure 1
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