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BRIDGING THE GAP
SEMGLEE - A NEW
INSULIN GLARGINE

FOR DIABETES
The FDA has approved Semglee (Mylan), an

insulin glargine product similar to Lantus, for
treatment of type 1 diabetes in children and adults and
type 2 diabetes in adults. Semglee is the second "follow-
on" insulin glargine product to become available in the
US; Basaglar, which is also similar to Lantus, was the
first. Lantus is a recombinant analog of human insulin
that forms microprecipitates in subcutaneous tissue,
prolonging its duration of action to a mean of about 24
hours with no pronounced peak effect.

CLINICAL STUDIES — FDA approval of Semglee
was based on the results of one open-label trial in 558
patients with type 1 diabetes (INSTRIDE 1) and one in
560 patients with type 2 diabetes (INSTRIDE 2).
Patients were randomized to receive once-daily treat-
ment with Semglee or Lantus in addition to mealtime
insulin lispro. In both trials, the mean decrease in A1C
levels from baseline to 24 weeks, the primary endpoint,
was similar with Semglee and Lantus.

ADVERSE EFFECTS — All insulins can cause
hypoglycemia and weight gain. Adverse effects of
Semglee are similar to those observed with other insulin
glargine products.
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PREGNANCY AND LACTATION — Poorly con-
trolled diabetes increases the risk of pre-eclampsia,
spontaneous  abortion, and preterm delivery.
Administration of insulin glargine to pregnant animals
has not been associated with fetal adverse developmen-
tal outcomes.

Insulin is a normal component of human breast milk
and adequate glycemic control is needed for milk
production. Women taking exogenous insulin, which
passes into breast milk, can breastfeed.

DOSAGE AND ADMINISTRATION — Semglee
should be injected subcutaneously once daily at the
same time each day. Patients receiving Lantus can
switch to Semglee at the same daily dosage.
CONCLUSION — Semglee, a "follow-on" version of
the long-acting insulin analog insulin glargine, offers a
lower-cost alternative to Lantus. Although similar in
efficacy and safety to Lantus, to date it has not been
approved by the FDA as an interchangeable product
and cannot be substituted for Lantus without permis-
sion from the prescriber.
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or confirmed COVIDI19 infection, so they can be
clinically managed at an early stage to reduce the
risk of bleeding. * Both vitamin K antagonists and
direct-acting oral anticoagulants (DOACs) may
interact with other medicines and if a patient using
these oral anticoagulants is also prescribed antibiot-
ics or antivirals, follow advice in the product
information for minimization of risk of potential
interactions — this includes INR monitoring in in
patients taking vitamin K antagonists who have
recently started new medicines if patients are
switched from warfarin to a DOAC, warfarin
treatment should be stopped before the DOACs is
started to reduce the risk of overanticoagulation and

Warfarin and other Anticoagulants:
Monitoring of Patients During the COVID-
19 Pandemic

Background: Warfarin, sold under the brand name
Coumadin among others, is a medication that is used as
an anticoagulant. It is commonly used to treat blood
clots such as deep vein thrombosis and pulmonary
embolism, and to prevent stroke in people who have
atrial fibrillation, valvular heart disease or artificial
heart valves.

Problem: Guidance has been published on monitoring
of patients on warfarin and other anticoagulants during
the COVID-19 pandemic.

Recommendations: Healthcare professionals are re-

2 bleeding.
minded that: * Patients taking vitamin K antagonists should be
# Acute illness may exaggerate the effect of warfarin reminded to carefully follow the instructions for use
and necessitate a dose reduction; patients on for anticoagulant medicines (including the patient
warfarin or other vitamin K antagonists should information leaflet).

therefore be asked to tell their GP or healthcare team feference:

if they have symptoms of, or confirmed, COVID-19 https://www.gov.uk/drug-safetyupdate/warfarin-and-
nfection. otheranticoagulants-monitoring-ofpatients-during-the-
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