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Abstract

A special survey of patients with type 2 diabetes was conducted to investigate the
frequency of hypoglycaemia during long-term administration (=1 year) of sitagliptin/
ipragliflozin combination tablets (SU]ANU‘@ Combination Tablets) for the approved
indication and dosage in routine clinical practice. The survey also investigated the
use of this combination tablet and the frequency of adverse drug reaction (ADR) in
subsets of patients with renal impairment or hepatic impairment. Of 704 patients in-
cluded in the safety population, 211 patients (30.0%) had renal impairment and 139
patients (19.7%) had hepatic impairment. ADRs (66 events) occurred in 43 patients
(6.1%). The most common ADRs were diabetes mellitus (reported as worsening of
events), pollakiuria, thirst, glycosylated haemoglobin increased, and weight increased,
which occurred in three patients each (0.4%). Hypoglycaemia was not reported as
an ADR, but hypoglycaemia was reported as a non-serious adverse event in one pa-
tient. ADRs occurred in 9.5% of patients (20/211) with renal impairment and in 4.8%
of patients (23/479) without renal impairment. ADRs occurred in 7.2% of patients
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(10/139) with hepatic impairment and in 6.0% of patients (33/553) without hepatic
impairment. In terms of the types of events, there were no noteworthy ADRs in pa-
tients with renal impairment or hepatic impairment. In conclusion, no new safety sig-
nals were identified in patients with type 2 diabetes during long-term administration

of sitagliptin/ipragliflozin combination tablets in routine clinical practice.
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