
Drug Pipeline MONTHLY UPDATE

NEW DRUG INFORMATION
 ● Cabenuva™ (cabotegravir and rilpivirine): The United States Food and Drug Administration (FDA) 

has approved ViiV Healthcare’s Cabenuva for treatment of HIV-1 infection in adults who are virologically 
suppressed (HIV-1 RNA <50 copies per mL) on a stable regimen, with no history of treatment failure, 
and with no known or suspected resistance to cabotegravir or rilpivirine. The Centers for Disease 
Control and Prevention estimated in 2018 that about 65% of people with HIV would qualify for use of 
Cabenuva; however, Kimberly Smith, head of research and development for ViiV Healthcare, estimated 
that overall, the injectable therapy may be appropriate for about 15% of people who have HIV.1 
Cabenuva is co-packaged as two separate, once-monthly intramuscular injections that are 
administered by a health professional. Prior to initiating treatment of Cabenuva, oral dosing of 
cabotegravir and rilpivirine should be administered for approximately one month to assess the 
tolerability of each therapy. The recommended initial dose of Cabenuva is 600mg of cabotegravir and 
900mg of rilpivirine given on the last day of oral lead-in dosing, then 400mg of cabotegravir and 
600mg of rilpivirine for subsequent doses. Cabenuva’s approval was based on two Phase 3 clinical 
trials, ATLAS and FLAIR, which demonstrated Cabenuva was effective in maintaining viral suppression 
compared to a daily oral three-drug regimen.2 In both studies, virologic suppression rates (HIV-1 RNA 
less than 50 copies/mL) were found to be similar between the two treatment arms at week 48. 
Additionally, nine out of ten patients in clinical trials preferred Cabenuva over their previous daily oral 
therapy. Cabenuva has launched with a wholesale acquisition price (WAC) of $3,960 per monthly 
injection and an initiation dose price of $5,940.1

 ● Vocabria™ (cabotegravir): ViiV Healthcare’s Vocabria was approved by the FDA for short-term 
treatment of HIV-1 infection in adults who are virologically stable and suppressed on a stable 
antiretroviral regimen with no history of treatment failure and no resistance to either drug, for use as an 
oral lead-in to assess tolerability of cabotegravir prior to initiating Cabenuva and as an oral therapy for 
patients who will miss planned injection dosing of Cabenuva. Vocabria is an oral tablet formulation of 
the integrase inhibitor for use in combination with oral rilpivirine tablets as a complete regimen. For the 
one-month oral lead in, recommended dosing is 30mg Vocabria and 25mg rilpivirine once daily with a 
meal. Vocabria has launched and will not have a WAC for the clinical pack due to cost being included in 
Cabenuva’s price.3

While the information in this newsletter is from sources we believe to be reliable, we do not warrant that the information in this document is free from error. Use it only as a guide. Statements 
regarding drugs or manufacturers are not intended as promotion; those statements should not be used to make assumptions about formulary status. Each trademarked drug name is the 
property of its respective owner.
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GENERIC DRUG INFORMATION 
 ● Levorphanol® 3mg: Sentynl Therapeutics has launched their generic version of Lannett’s Levorphanol for the treatment of pain.

Levorphanol sales in 2020 are unknown.

 ● Truvada® (emtricitabine/tenofovir disoproxil tabs, 100-150mg, 133-200mg, 167-250mg): Amneal Pharmaceuticals launched
their generic version of Gilead Sciences Truvada for the treatment of HIV-1 infection. Multiple manufacturers are set to launch after
180 days. Truvada (200-300mg) launched a generic in September 2020. Truvada low dose generated $13 million in U.S. annual
sales in 2020.

 ● Veletri® (epoprostenol for inj): Sun Pharmaceuticals launched their generic version of Actelion Pharmaceuticals’ Veletri for the
treatment of pulmonary arterial hypertension. Veletri generated $20 million in U.S. annual sales in 2020.

 ● Zyclara®3.75% (imiquimod): Taro has launched their generic version of Bausch Health’s Zyclara for the treatment of actinic
keratoses or external genital and perianal warts. An additional manufacturer is set to launch in 2021. Zyclara 3.75% generated less
than $10 million in U.S. annual sales in 2020.

 ● Foscavir inj® (foscarnet sodium): Fresenius Kabi USA launched their generic version of Novaplus/Hospira’s Foscavir for the
treatment of CMV retinitis and mucocutaneous acyclovir resistant HSV infections. Foscarvir injection generated $31 million in
U.S. annual sales in 2020.

 ● Qudexy XR® (topiramate ER capsule): Glenmark Pharmaceuticals launched their generic version of Upsher-Smith’s Qudexy XR for
the treatment of partial onset seizures and primary generalized tonic-clonic seizures, Lennox-Gastaut Syndrome (LGS), and
migraine prophylaxis. Qudexy XR generated $55 million in U.S. annual sales in 2020.

+ Specialty medication
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 ● Posimir™ (bupivacaine): The FDA has approved Durect’s Posimir for infiltration use in adults for
administration into the subacromial space under direct arthroscopic visualization to produce
post-surgical analgesia for up to 72 hours following arthroscopic subacromial decompression. Posimir
was approved based on clinical trial that demonstrated a statistically significant improvement in both
mean pain intensity (1.3 point, or 20%, reduction in mean pain intensity on a 0-10 point pain scale)
and total opioid rescue analgesia (a 67% reduction in IV morphine-equivalent rescue opioid use, from
a median of 12mg in the placebo group to 4mg in the Posimir group), administered within the first
72 hours after arthroscopic subacromial decompression surgery with an intact rotator cuff.4

The FDA’s Anesthetic and Analgesic Drug Products Advisory Committee (AADPAC) was split 6-6 on the
safety and efficacy of Posimir citing inconsistent results from clinical studies that do not consistently show
superiority.5 Despite Posimir’s approval for pain management for the first 72 hours following surgery,
Posimir does not exhibit much benefit after the first day of administration. This suggests the therapy’s
duration of action was limited to 12 to 24 hours.6 Posimir will launch second half of 2021 with pricing
to follow.


