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Abstract

This research aimed to (1) develop prototype of patient information leaflet (PIL)
for 4 non-steroidal anti-inflammatory drugs (NSAIDS) : aspirin-special controlled drug,
aspirin—dangerous drug, naproxen, and naproxen sodium, according to new Food and
Drug Administration (FDA) guideline on PIL 2013 (2) review problems relating to FDA guideline
2013 and (3) test the understanding of users on PIL by identifying information position
and providing correct answer for 15 questions which were categorized into 3 types : i) fact ii)
action required and iii) explanation of action. Usability test was conducted in Thai people
who graduated at not higher than high school grade 12 (Mattayom 6). Each NSAID leaflet
was tested in 22 subjects. Test criteria were at least 80% of study population could identify

the position of information on PIL and at least 80% of those who could locate the information
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gave correct answer. Results showed that only Aspirin PIL (special controlled drug) met
the test criteria. Other PILs that failed to pass the test because users were unable to identify
the information position and did not understand the information. Considering the usability
for all 4 PILs based on 5 components, memorability in the format of PILs was found as

well as user’s satisfaction in usage. However the problems were: the ease of learnability

for first—time user on locating the information, many usage errors, usage efficiency of some
PILs about information understanding. Therefore, all 4 PILs should be revised and user

test should be conducted to further develop the prototype of PILs.

Keywords: Naproxen, Patient information leaflets, Aspirin
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