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e On October 28, 2019, the FDA approval of
, for prevention of pregnancy for up to 6 years.

— Liletta was previously approved for prevention of pregnancy for up to 5 years.

e The approval was based on a review of additional efficacy and safety data from the ongoing
ACCESS IUS study, a randomized, open-label trial in 1,751 healthy women aged 16 to 45 years.
The pregnancy rate calculated as the Pearl Index (PI) in women aged 16 to 35 years, inclusive,
was the primary efficacy endpoint used to assess contraceptive reliability.

— The table below shows the annual PI for each of the six years and the calculated
cumulative life table pregnancy rates through years 1, 2, 3, 4, 5, and 6.
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Year 1 17,175 0.15 (0.02, 0.55) 17,175 0.14 (0.04, 0.57)
Year 2 14,205 0.37 (0.10, 0.94) 31,380 0.49 (0.22, 1.09)
Year 3 11,760 0.11 (0.00, 0.62) 43,140 0.59 (0.28, 1.25)
Year 4 9,891 0.13 (0.00, 0.73) 53,031 0.72 (0.36, 1.45)
Year 5 8,335 0.16 (0.00, 0.87) 61,366 0.87 (0.44, 1.70)
Year 6 5,091 0.00 (0.00, 0.94) 66,457 0.87 (0.44, 1.70)

o Liletta is inserted into the uterine cavity with the provided inserter by a trained healthcare
professional. The initial release rate of levonorgestrel (LNG) is approximately 20 mcg/day and
declines progressively to approximately 8.6 mcg/day after 6 years.

— Liletta can be removed at any time but must be removed by the end of the sixth year.
— Patients should be re-examined and evaluated 4 to 6 weeks after insertion and once a year
thereafter, or more frequently if clinically indicated.

fa

N _
- OPTUM optumrx.com
OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products.

We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com.

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of
their respective owners.

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express
written consent of OptumRXx.

RxNews® is published by the OptumRx Clinical Services Department.

©2019 Optum, Inc. All rights reserved.


file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/
https://www.medicines360.org/2019/10/28/fda-approves-medicines360s-liletta/
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/206229s008lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/206229s008lbl.pdf

