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METHODS

In this retrospective cohort analysis, a cumulative search in the Novartis
Global Safety database for all CAR-T products, up to April 16, 2025 was
conducted using the Standard MedDRA Query: Pregnancy and neonatal
topics (narrow)

INTRODUCTION

Chimeric antigen receptor T-cell (CAR-T) therapy has revolutionized cancer
treatment and improved clinical outcomes across relapsed or refractory (r/r)
hematological B-cell malignancies’

Recent RWE from CIBMTR>® and updated results from the pivotal JULIET trial” and ELARA
trial® support the use of tisagenlecleucel for r/r B-cell non-Hodgkin’s lymphoma (B-NHL)

Pregnancy and

Infant Outcomes
Post—-CD19-Directed
CAR-T Therapy:
Tisagenlecleucel and/or
huCAR19 (CTL119) RESULTS

There is a theoretical risk of cross-placental transmission of CAR-T cells in female patients
during pregnancy. The impact of CAR-T therapy on fertility, conception, or pregnancy in both
male and female patients is uncertain®'°

Despite these advancements, the impact of CAR-T therapy on pregnancy and
infant outcomes remains largely unexplored?

« CAR transgene levels were monitored in clinical trial patients for all
indications. Ongoing B-cell aplasia (BCA)/deficiency or intravenous
immunoglobulin (IVIG) treatment was used as a surrogate marker
for persistence of CAR-T cells in patients treated with commercial
tisagenlecleucel with B-ALL

There is significant variability in peri-CAR-T cell fertility guidance and fertility
preservation practices. Most centers lack established guidelines for fertility
preservation or long-term fertility outcomes, and the impact of CAR-T cells on a
developing fetus remains unclear?

High-dose or cumulative high-dose chemotherapy and/or radiation, especially regimens
associated with haematopoietic stem cell transplantation (HSCT), has a high infertility risk.
Use of CAR-T therapy earlier in the patient management journey may increase the chance

of fertility preservation? * Pregnancy outcomes were collected via pregnancy and infant forms at

Recent real-world evidence (RWE) for pediatric-young adult B-cell acute birth,3 months, and 12 months, subject to reporter and/or patient’s consent
lymphoblastic leukemia® (B-ALL) and NCCN clinical practice guidelines in oncology*

support the use of tisagenlecleucel for r/r B-ALL

In this study, we analyzed and reported the pregnancy outcomes of patients treated with

. Remissi . -
tisagenlecleucel (CTL0O19, muCAR19) or CTL119 (humanized CAR-T [huCAR19]) emission/relapse status for patients with B-ALL and response status for

patients with diffuse large B-cell lymphoma or follicular lymphoma were
captured when feasible
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Among 9 clinical trial patients, 2 had ongoing IVIG during pregnancy and 3 at .
the time of delivery, whereas among 3 commercial tisagenlecleucel patients,
2 had ongoing IVIG during pregnancy and 1 at the time of delivery (Table 2)

One of the male patients treated during the pivotal study for 3L FL had
conception by IVF, and the female partner delivered a healthy infant with update
at 1 year of age (Figure 2)

concerning infant status
at 3 and 12 months

To download a copy of this poster, visit the web at: y
https://tinyurl.com/IfversenPS2158

%0@

Time from infusion (days)

Scan to
obtain: Copies of this poster obtained through quick

response (QR) code are for personal use only and
may not be reproduced without written permission

of the authors.

*Poster

Acknowledgments

The authors sincerely thank the patients, their families, and the principal investigators and support staff. All
analyses in this presentation were conducted by Novartis Pharma AG, Basel, Switzerland. Medical writing support
was provided by Jay Shah, PhD, of Novartis Healthcare Pvt Ltd and was funded by Novartis Pharma AG, Basel,
Switzerland. NCCN Guidelines® referenced with permission from the NCCN. NCCN makes no warranties of any
kind whatsoever regarding their content, use or application and disclaims any responsibility for their application or
use in any way, to view the most recent and complete version of the guideline, go online to NCCN.org.

References

1. Dhawale T, et al. Transplant Cell Ther. 2024;30(4):402.e1-402.e12.
2. Ligon JA, et al. Transplant Cell Ther. 2022;28(9):605.e1-605.e8.

3. Rouce RH, et al. JCO. 2024;42:10016-10016.

4. NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for Acute Lymphoblastic Leukemia
V.3.2024 © National Comprehensive Cancer Network, Inc. 2025. All rights reserved. Accessed [May 3, 2025].

5. Landsburg DJ, et al. Blood. 2024;144(suppl 1):4398.

6. Landsburg DJ, et al. J Immunother Cancer. 2025;13(2):e009890.
7. Schuster SJ, et al. Lancet Oncol. 2021;22(10):1403-1415.

8. Dreyling M, et al. Blood. 2024;143(17):1713-1725.

9. Canty EA, et al. J Immunother Cancer. 2025;13(4):e011092.

10. O'Reilly D, et al. Neonatology. 2025;122:146-150.

This study was sponsored by Novartis Pharma AG, Basel, Switzerland.

Poster presented at: The European Hematology Association (EHA) Annual
Congress; June 12-15, 2025; Milan, Italy.




