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Liletta® (levonorgestrel-releasing intrauterine system) — New indication

e OnJune 29, 2023, the FDA approved AbbVie’s Liletta (levonorgestrel-releasing intrauterine
system), for the treatment of heavy menstrual bleeding for up to 5 years in patients who choose to
use intrauterine contraception as their method of contraception.

— Liletta should be replaced after the end of the fifth year if continued treatment of heavy
menstrual bleeding is needed.

o Liletta is also approved for prevention of pregnancy for up to 8 years.

e The approval of Liletta for the new indication was based on a noncomparative, open-label clinical
study conducted in 105 generally healthy participants 18 to 50 years of age with confirmed heavy
menstrual bleeding. The primary efficacy endpoint was the proportion of women with successful
treatment, defined as (1) an end-of-study menstrual blood loss (MBL) volume < 80 mL and (2) =
50% reduction in MBL from baseline to end-of-study.

— The proportion of participants meeting both criteria defining successful treatment was
80% (95% CI: 71, 88) at the end of the study.

— The median MBL percent reduction from baseline to mid-study was 91% and to end-of-
study was 96%.

e Liletta contains 52 mg of levonorgestrel (LNG). Initially, LNG is released in vivo at a rate of
approximately 20 mcg/day. This rate decreases progressively to approximately 6.5 mcg/day after
8 years. The average in vivo release rate of LNG is approximately 13.5 mcg/day over a period of 8
years.

— Liletta is inserted into the uterine cavity with the provided inserter by a trained healthcare
professional using strict aseptic technique.
— Refer to the Liletta drug label for complete dosing and administration recommendations.

Optum

At Optum, we help create a healthier world, one insight, one connection, one person at a time. All Optum trademarks and logos are owned by Optum, Inc., in
the U.S. and other jurisdictions. All other trademarks are the property of their respective owners. This document contains information that is considered
proprietary to Optum Rx and should not be reproduced without the express written consent of Optum Rx. RxNews® is published by the Optum Rx Clinical
Services Department.

©2023 Optum, Inc. All rights reserved. ORX6547968A-TEMPLATE_220208 optum.com/optumrx


https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2023/206229Orig1s013ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/206229s013lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/206229s013lbl.pdf

