
New Drug Approvals

Type 2 diabetes mellitus

Glucose-dependent insulinotropic polypeptide (GIP) receptor and
glucagon-like peptide-1 (GLP-1) receptor agonist

 Subcutaneous injection

 Mounjaro is FDA-approved as adjunct therapy to diet and exercise for adults with
type 2 diabetes mellitus to improve glycemic control. Mounjaro should be injected subcutane-
ously into the abdomen, thigh, or upper arm, with a starting dose of 2.5mg once weekly.
Following 4 weeks, the dose should then be increased to 5mg once weekly. The dose can then
be titrated up 4 weeks later by 2.5mg increments if additional glycemic control is needed
(maximum dose of 15mg once weekly). Mounjaro carries a Boxed Warning for risk of thyroid
C-cell tumors and is contraindicated in patients with a personal or family history of medullary
thyroid carcinoma or Multiple Endocrine Neoplasia syndrome type 2. Mounjaro carries labeled
warnings for pancreatitis, hypoglycemia with concomitant use of insulin secretagogues or
insulin, hypersensitivity reactions, acute kidney injury, severe gastrointestinal disease, diabetic
retinopathy complications in patients with a history of diabetic retinopathy, and acute gall-
bladder disease. Blood glucose, hemoglobin A1c (HbA1c), and body weight should be moni-
tored throughout therapy. If co-administering Mounjaro with insulin secretagogues or insulin,
their doses should be lowered to reduce the risk of hypoglycemia. Mounjaro may impact the
absorption of oral medications if co-administered, as it delays gastric emptying, so caution is
advised. The most common adverse reactions (≥5%) reported with Mounjaro were nausea,
diarrhea, decreased appetite, vomiting, constipation, dyspepsia, and abdominal pain.
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 Helicobacter Pylori infection

Penicillin antibiotic and potassium-competitive acid blocker

Pack of tablets and capsules

 Voquezna Dual Pak is FDA-approved for treating adults with  infection. Voquezna Dual Pak should be
taken as vonoprazan 20mg by mouth twice daily (morning and evening) and amoxicillin 1000mg by mouth three times daily
(morning, midday, and evening) for 14 days. Voquezna Dual Pak carries labeled warnings for hypersensitivity reactions, severe
cutaneous adverse reactions, -associated diarrhea, rash in patients with mononucleosis, interactions with
diagnostic investigations for neuroendocrine tumors, and development of drug-resistant bacteria. Liver function tests and
renal function (SCr/BUN) should be monitored throughout therapy. Coadministration of strong or moderate CYP3A
inducers, probenecid, or allopurinol with Voquezna Dual Pak may impact the efficacy of Voquezna Dual Pak or increase the
risk for adverse reactions. Voquezna Dual Pak also has the potential to interact with antiretrovirals, specific CYP3A substrates
where small concentration changes may lead to serious toxicities, oral anticoagulants, CYP2C19 substrates, chromogranin A
(CgA) test for neuroendocrine tumors, glucose tests, and other drugs. The most common adverse reactions (≥2%) reported
with Voquezna Dual Pak were diarrhea, abdominal pain, vulvovaginal candidiasis, and nasopharyngitis.

Helicobacter Pylori infection

 Penicillin antibiotic, macrolide antibiotic, and potassium-competitive acid blocker

Pack of tablets and capsules

Voquezna Triple Pak is FDA-approved for treating adults with  infection. Voquezna Triple Pak should be
taken as vonoprazan 20mg, amoxicillin 1000mg, and clarithromycin 500mg each by mouth and each twice daily (morning and
evening, 12 hours apart) for 14 days. Voquezna Triple Pak carries labeled warnings for hypersensitivity reactions, severe
cutaneous adverse reactions, -associated diarrhea, rash in patients with mononucleosis, interactions with
diagnostic investigations for neuroendocrine tumors, development of drug-resistant bacteria, QT prolongation, hepatotox-
icity, serious adverse reactions due to drug interactions with clarithromycin, embryo-fetal toxicity, and exacerbation of
myasthenia gravis. Liver function tests and renal function (SCr/BUN) should be monitored throughout therapy. Coadministra-
tion of strong or moderate CYP3A inducers, probenecid, allopurinol, omeprazole, itraconazole, or antivirals with Voquezna
Triple Pak may impact the efficacy of Voquezna Triple Pak or increase the risk for adverse reactions. Voquezna Triple Pak
also has the potential to interact with antiretrovirals, specific CYP3A substrates where small concentration changes may lead
to serious toxicities, oral anticoagulants, CYP2C19 substrates, antiarrhythmics, colchicine, antipsychotics, tolterodine, benzo-
diazepines, calcium channel blockers, ergot alkaloids, hypoglycemic agents, lipid-lowering agents, phosphodiesterase inhibi-
tors, other CYP3A based interactions, P-glycoprotein substrates, drugs metabolized by CYP450 isoforms other than CYP3A,
theophylline, CgA test for neuroendocrine tumors, glucose tests, and other drugs. The most common adverse reactions
(≥2%) reported with Voquezna Triple Pak were dysgeusia, diarrhea, vulvovaginal candidiasis, headache, abdominal pain, and
hypertension.



Plaque psoriasis

 Aryl hydrocarbon receptor agonist

Topical cream

Vtama is FDA-approved for treating adults with plaque psoriasis. Vtama should
be applied topically as a thin layer once daily to affected areas. No labeled warnings are
outlined, laboratory monitoring is not necessary, and no drug interactions are outlined. The
most common adverse reactions (≥1%) reported with Vtama were folliculitis, nasophar-
yngitis, contact dermatitis, headache, pruritus, and influenza.
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Recently Approved Drug Combinations, Dosage Forms/Strengths,
Indications, and Biosimilars

Current
Drug Shortages

The following
shortages have been
recently identified by
the FDA:

●Diazepam rectal gel
●Mannitol injection
●Methylprednisolone

acetate injection

For additional
information on drug
shortages, please
contact the Center for
Drug Information &
Evidence-Based
Practice.
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