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Indication

contraindications

Ketoacidosis

There have been postmarketing reports of
ketoacidosis, including diabetic ketoacidosis, in
patients with type 1 and type 2 diabetes
mellitus taking FORXIGA and other SGLT2
inhibitors, although a causal relationship has
not been established. FORXIGA is not
indicated

for the treatment of patients with type 1
diabetes mellitus.

Patients treated with FORXIGA who present
with signs and symptoms consistent with
ketoacidosis, including nausea, vomiting,
abdominal pain, malaise and shortness of
breath,

should be assessed for ketoacidosis, even if
blood glucose levels are below 14 mmol/l (250
mg/dl). If ketoacidosis is suspected,
discontinuation or temporary interruption of
FORXIGA

should be considered and the patient should
be promptly evaluated.

Predisposing factors to ketoacidosis include a
low beta-cell function reserve resulting from
pancreatic disorders (e.g., type 1 diabetes,
history of pancreatitis or pancreatic surgery),

Special Warnings and
Special Precautions for
Use




insulin dose reduction, reduced caloric intake
or increased insulin requirements due to
infections, illness or surgery and alcohol
abuse. FORXIGA should be used with caution

in these patients.

Urinary tract infections

Urinary tract infections were more frequently
reported for dapagliflozin 10 mg compared to
placebo in a pooled analysis up to 24 weeks
(see section 4.8). Pyelonephritis was
uncommon and occurred at a similar frequency
to control. Urinary glucose excretion may be
associated with an increased risk of urinary
tract infection; therefore, temporary interruption
of dapagliflozin should be considered when
treating pyelonephritis ,urosepsis or recurrent
urinary tract infections Patients with a prior history
should be advised of an increased risk of urinary
tract infections (see section 4.8).

Urosepsis and Pyelonephritis
There have been postmarketing reports of
serious urinary tract infections, including

urosepsis

and pyelonephritis, requiring hospitalization in
patients receiving FORXIGA and other
SGLT2 inhibitors. Treatment with SGLT2
inhibitors increases the risk for urinary tract
infections. Evaluate patients for signs and
symptoms of urinary tract infections and treat
promptly, if indicated (see section 4.8).

Interference with 1,5-anhydroglucitol

(1,5-AG) Assay

Monitoring glycemic control with 1,5-AG assay is not
recommended as measurements of 1,5AG are
unreliable in assessing glycemic control in patients
taking SGLT2 inhibitors. Use alternative methods to

monitor glycemic control.

pregnancy and Fertility,
Lactation

Adverse events
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