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The purpose of this research is to promote the proper use of pharmacist only OTC medicines.
We examined the feasibility of (D the label (i.e. the package insert) comprehension study (LCS)
and @ the actual use trials (AUT) for pharmacist only OTC medicines in Japan .

(D The label comprehension study

In FY 2014, in order to prepare questions and protocols for the LCS, we collected information
on the LCS in the United States and the user testing in the United Kingdom. In addition, we
prepared a draft of study protocl for the LCS.

In FY 2015, we reviewed the content of the package insert and the study protocol. Then, we
conducted the LCS in multiple classes of OTC medicine (antiviral drugs, antiallergic drugs, H2
blocker drugs, antipyretic analgesics). In addition, we conducted a comparative LCS study on
Famotidine, among the package inserts in the United States, the United Kingdom and Japan.

In FY 2016, the LCS of these drugs were continued. Furthermore, we examined the feasibility
of conducting the LCS based on "Guidance on the Label Comprehension Studies of Package
Inserts for Pharmacist only OTC Medicines" issued by Evaluation and Licensing Division,
Pharmaceutical Safety and Environmental Health Bureau, Ministry of Health, Labor and
Welfare.

@ The actual use trials (AUT)

In FY 2014, we prepared posters, enlightenment cards, homepages, documents for informed

consent, questionnaires, and access by QR code, etc. Furthermore, through these series of steps,
we started a questionnaire survey targeting general consumers and accumulated cases.
In FY 2014 — FY 2015, we started the trial after making the protocol for the AUT on the
antiallergic drug (pharmacist only OTC medicine) and preparation before the start of the trial.
In FY 2016, we drew up the draft guideline on implementation of the AUT, by reflecting the
findings obtained from the experience of planning and implementing the AUT of the medicine

and the collected information on the overseas AUT.
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