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In this study, we scientifically verified whether there was any difference in patients' awareness of
compliance depending on the length and shortness of the confirmation interval using the "periodic
confirmation sheet" for thalidomide drugs, and examined more appropriate drug safety management
procedures. While safety has been emphasized since the introduction of drug safety management procedures,
simplification of appropriate drug safety management procedures to reduce the burden on patients and
healthcare professionals, which has not been done so far, was examined in a prospective intervention cluster
randomized non-inferiority-controlled trial. The subjects included patients who had received either
thalidomide, lenalidomide, or pomalidomide treatment for more than one year at the beginning of the study,
but did not include female patients B who had no chance of becoming pregnant. Thus, male patient A (male
myeloma patients with possible semen-mediated teratogenicity over 18 years of age) and female patient C
(female patients with the possibility of pregnancy) were included in 31 institutions with 215 participants
(208 men and 7 C women).

Subjects randomly clustered the group of patients who used periodic confirmation slips in the conventional
confirmation period (hereinafter referred to as the "non-extended group") and the patient group that extended
the confirmation period to 4 months or 6 months in units of cooperating facilities rather than on a subject
basis.

There were no cases of pregnancy as a safety concern. As a result, in the analysis test results including
Question 7 in the research proposal, the percentage of those who answered all the questions correctly in the
first time was 69.8% in the whole by extension, and the ratio improved to 73.5% in the second time. By group,
62.7% —74.6% in the non-extended group, 75.9% — 79.3% in the 4-month extended group, and 6 months
extended In the group it was 70.4% — 69.4%. By facility size, the percentage of correct answers to all
questions tended to be slightly lower in hospitals with 499 beds or less.

In the 24-week comprehension questionnaire, the percentage of correct answers to all 6 questions 1-6,
excluding Question 7 to confirm behavior change, was 87.0%. By group, it was 89.8% in the non-extended
group, 87.9% in the 4-month group, and 84.7% in the 6-month group. Comparing the percentage of correct
answers to all 6 questions at the beginning of the exam (1st time) and the 2nd time, the percentage of correct
answers in the second time (84.7-89.8%) was higher than the first time (82.7-83.1%) in all groups. It was high,
and among them, the larger the hospital, the higher the accuracy rate. Non-inferiority was also shown by the
mixed-effect model in patient groups whose confirmation period was extended to 4 or 6 months. In the future,
it seems that male patient A and female patient C can also fill in the periodic confirmation form once every

4 or 6 months.



