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Ligrev® (sildenafil) — New drug approval

e On April 28, 2023, the FDA approved CMP Pharma’s Ligrev (sildenafil) oral suspension, for the
treatment of pulmonary arterial hypertension (PAH) (World Health Organization [WHO] Group I) in
adults to improve exercise ability and delay clinical worsening.

e Sildenafil is available generically as oral 25 mg, 50 mg and 100 mg tablets, oral 20 mq tablet, oral
powder for suspension, and injection.

— Sildenafil oral 25 mg, 50 mg, and 100 mg tablets are approved for the treatment of
erectile dysfunction.

— Sildenafil oral 20 mg tablet, oral powder for suspension, and injection carry the same
indication as Ligrev.

— Revatio® (sildenafil) brand product carries the indication for PAH treatment in pediatric
patients 1 to 17 years of age.

e The approval of Ligrev was based on efficacy trials conducted with Revatio.

e Ligrev is contraindicated in patients with concomitant use of organic nitrates in any form, either
regularly or intermittently, because of the greater risk of hypotension; concomitant use of
Adempas® (riociguat). Phosphodiesterase-5 (PDE-5) inhibitors, including sildenafil, may potentiate
the hypotensive effects of Adempas; and known hypersensitivity to sildenafil or any component of
the oral suspension.

e Warnings and precautions for Ligrev include hypotension, worsening pulmonary vascular
occlusive disease, epistaxis, visual loss, hearing loss, combination with other PDE-5 inhibitors,
priapism, and vaso-occlusive crisis in patients with pulmonary hypertension secondary to sickle
cell disease.

e The most common adverse reactions with Ligrev use were headache, dyspepsia, flushing, pain in
limb, myalgia, back pain and diarrhea.

e The recommended dosage of Ligrev is 20 mg orally three times a day.

e CMP Pharma’s launch plans for Ligrev are pending. Ligrev will be available as a 10 mg/mL oral
suspension.

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/2023/214952Orig1s000ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/214952s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=b48630b1-5208-4d00-b56f-21701f223758
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=187de471-3e79-44ed-b560-0f8b2d549f74
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2ef4d02f-76ee-4f67-9f4f-1cd554decb31
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2ef4d02f-76ee-4f67-9f4f-1cd554decb31
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=bb92d686-a81e-4b91-8048-693af0534cb3
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f158fe10-d5dc-4432-b2c9-fc665401291b
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=7b57509a-3d5d-41d4-8fed-1471e26372a3

