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SGLT2(sodium-glucose cotransporter-2)
Inhibitors for Diabetes: Drug Safety
Communication - Regarding Rare
Occurrences of a Serious Infection of the
Genital Area

AUDIENCE: Patient, Endocrinology,
Health Professional, Pharmacy

ISSUE: FDA is warning that cases of a rare
but serious infection of the genitals and area
around the genitals have been reported with
the class of type 2 diabetes medicines called
sodium-glucose cotransporter-2 (SGLT2)
inhibitors. This serious rare infection, called
necrotizing fasciitis of the perineum, is also
referred to as Fournier's gangrene. We are
requiring a new warning about this risk to be
added to the prescribing information of all
SGLT?2 inhibitors and to the patient Medication
Guide.

BACKGROUND: SGLT2 inhibitors are
FDA-approved for use with diet and exercise
to lower blood sugar in adults with type 2
diabetes. SGLT?2 inhibitors lower blood sugar by
causing the kidneys to remove sugar from the
body through the urine. First approved in 2013,
medicines in the SGLT2 inhibitor class include
canagliflozin, dapagliflozin, empagliflozin,
and ertugliflozin (see FDA-Approved SGLT2
Inhibitors). In addition, empagliflozin is
approved to lower the risk of death from heart
attack and stroke in adults with type 2 diabetes
and heart disease. Untreated, type 2 diabetes can
lead to serious problems, including blindness,
nerve and kidney damage, and heart disease.

RECOMMENDATION: To read all of

the recommendations see the Drug Safety

Communication.

Patients should:

+ Seek medical attention immediately if
you experience any symptoms of tenderness,
redness, or swelling of the genitals or the area
from the genitals back to the rectum, and have a
fever above 100.4°F or a general feeling of being
unwell. These symptoms can worsen quickly, so
it is important to seek treatment right away.

* Read the patient Medication Guide
every time you receive a prescription for an
SGLT2 inhibitor because there may be new
or important additional information about
your drug. The Medication Guide explains the
benefits and risks associated with the medicine

Health care professionals should:

+ Assess patients for Fournier's gangrene
if they present with the symptoms described
above. If suspected, start treatment immediately
with broad-spectrum antibiotics and surgical
debridement if necessary.

+ Discontinue the SGLT2 inhibitor, closely
monitor blood glucose levels, and provide
appropriate alternative therapy for glycemic
control.

Read the MedWatch Safety Alert, including
a link to the FDA Drug Safety Communication,
at:

https://www.fda.gov/Drugs/DrugSafety/
ucm617360.htm

Sodium-glucose cotransporter 2 (SGLT2)
AR 5 PRI FH3E - 2B FDA RZME TS
EOFERENED) - DR R A S BB R
A B IUREEL o ELAF PR A T Yok 2 5 B 111
Rl PR M+ ST R PRVRHEHY » 2013
2B FDA R HES —{H SGLT2 I I A -

B 5 LAY R EE S canagliflozin
dapagliflozin * empagliflozin {1 ertugliflozin °
BE4h » empagliflozin 7% 3 B FDA #% i A
IR S0 —RURE PR IS B o lgolos 788 L Lo loms 2%
PERIFR RSB JabE o ARG S —ZUHE
RIS AT REAEEE R B OF T » RFE R ~ i
FIE AR o Ll -

EBI FDA BMEVL 2GR » HEHE
{5 P SGLT 2 I 1% HH B 22 B AL B F AR JH
o8 S AR A 2 B R 2y - L EE H
TR K2 RS R » AR e AY
EEME AR » 71# By Fournier's gangrene °
SEE FDA 22K EL#T & 58 AT A SGLT2 41
e B DL A FHEEFE R R

A ET S -

1. QNSRS BT Ar] A JE s B e s Y
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e @

2. TR B Ry BT SGLT2 HITHIIR -
A PR AR A P 3EE R - DI S Ik
S8 I AERE < FTRNE BEE R S L B St B A
b 2 AERHEEH

BREHEA BRI

1.5/ A B Bl fE R 3 AL
Fournier's gangrene 2 AJRETE °
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