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Summary

Diquafosol ophthalmic solution is used clinically for dry eye in Asian countries, with

a dosage of 6 times daily (hereinafter referred to as DQS). DE-089C is a newly

developed long-acting formulation of diquafosol ophthalmic solution with less frequent

administration (3 times daily). The purpose of this study was to evaluate compliance
with DE-089C (3 times daily), compared with DQS (6 times daily).
This was a randomized, multicenter, open-label, crossover, comparative study.

Eligible patients with dry eye were randomly assigned to two switching groups with
equal ratios : DE-089C treated first and DQS later, or DQS first and DE-089C later.
The treatment period was 4 weeks, with the first period as period 1 (2 weeks) and

the second period after crossover as period 2 (2 weeks). The primary endpoints

were the complete compliance rate for eye drop instillations evaluated using the
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patient diary and a response to the questionnaire survey on the burden of eye drop
instillation.

Sixty patients with dry eye were included in this study. In periods 1 and 2, the
proportion of patients with dry eye who fully complied with the number of eye drop
instillations specified in the study protocol, was 80.0% and 89.7% for DE-089C and
70.0% and 66.7% for DQS, respectively. The results of the statistical test in patients
in which the compliance status (complete or incomplete) was changed between
periods 1 and 2 showed that significantly more patients were completely compliant
with the number of instillations with DE-089C than with DQS (p=0.0406, Exact
Mainland-Gart test). Most patients (88.1%) responded that DQS was more burdensome
to drop than DE-089C when comparing the two eye drops.

Compliance to DE-089C were better than those to DQS.

(ZHH : 202344 H18H)
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