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Testosterone enanthate
(Xyosted—Antares Pharma)
FDA approves first S.C. testosterone enanthate
injection for once-weekly, at-home
self-administration

Antares Pharma announced FDA approval of
testosterone enanthate, the first testosterone
replacement therapy for conditions associated with a
deficiency or absence of endogenous testosterone in
adult males.
The product is self-administered subcutaneously once
weekly at home with an easy-to-use, single-dose,
disposable QuickShot auto injector. It comes in three
dosage strengths: 50 mg, 75 mg, and 100 mg.
In Phase III clinical trials, the product was shown to
produce physiologically normal levels of testosterone
with a narrow peak-to-trough ratio. According to the
principal investigator, the S.C. dosing removes transfer
concerns commonly associated with gels and potentially
reduces the need for in-office injection procedures that
may require more frequent patient visits.
The product can cause blood pressure elevations that
can increase the risk for major adverse cardiovascular
events (MACE), including nonfatal myocardial infarction,
nonfatal stroke and cardiovascular death, with greater
risk for MACE in patients with cardiovascular risk factors
or established cardiovascular disease.
The most commonly reported adverse reactions in
clinical trials were hematocrit increases, hypertension,
prostate-specific antigen increases, injection-site
bruising, and headache.
Recommended dosage is 100–400 mg every 4 weeks.

Source URL:
http://aphanet.org/new-drug-approvals/fda-approves-first-sc-testosterone-enanthate-injection-once-weekly-home-self

APhA DrugInfoLine is an official publication of, and is owned and copyrighted by the American Pharmacists
Association, the national professional society of pharmacists. Materials in APhA DrugInfoLine do not neces- sarily
represent the policy, recommendations, or endorsement of APhA. The publisher, authors, editors, reviewers, and
contributors have taken care to ensure that information contained in APhA DrugInfoLine is accurate and current;
however, they shall have no liability to any person or entity with regard to claims, losses, or damages caused or alleged

page 1 / 2

to be caused, directly or indirectly, by use of any information contained in the publication. All decisions about drug
therapy must be based on the independent judgment of the clinician. Copyright Â© 2000â€“2011, American
Pharmacists Association. All rights reserved.

page 2 / 2
Powered by TCPDF (www.tcpdf.org)

