Pharmaceutical and Medical Device Regulatory Science

{ EESEREEL X 25 MY —H VX }
Vol. 47, No. 6, 466~ 471 (2016)

LE7 M F—5ZBWREEERFONFKRE !
EILEZ U VEERGTERABRREL ET AN TF—IDOHR

B BT, B MET, R BT, LR KT, A fERT, R B
(A P27 11 B 20 H, =¥ PR 2843 A 30 H)

A Perspective of Pharmacovigilance Using the Healthcare Claim Database,

Based on Comparison with Sertraline Post Marketing Surveillance

Yuko ASAMI*"*, Kazuhiko KURIBAYASHI*?, Yoko HIRANO ™', Shigeru KITAZAKI*’,
| Yuji YAMAMOTO™? and Yoko FUJIMOTO ™!

Summary

In Japan, most new drugs or drugs approved for additional indications are required to conduct post marketing
surveillance (PMS). In addition to conventional PMS, pharmacoepidemiological studies have attracted attention
recently as a means of evaluating the efficacy and safety of drugs in clinical practice. In Japan, however, few large-
scale databases are available for pharmacoepidemiological studies.

Therefore, we examined the feasibility of using the large-scale health insurance claim database as a tool for
pharmacovigilance in Japan by comparing the data for patients prescribed sertraline with the sertraline PMS results.
We also explored the possibility of detecting safety signals in the claim database by means of sequence symmetry
analysis (SSA), which is a self-controlled study design.

Most characteristics of the patients were not so different between the claim database and the PMS, and the
differences that were found could be explained in terms of the characteristics of each data source. When the possibility
of detecting safety signals from the claim database was explored for diabetes mellitus, hyperlipidemia and
hyperthyroidism, we found no tendency for elevated risk of these events after exposure to sertraline, in accordance
with the PMS data and sertraline’s known safety profile.

We expect that the safety of other drugs could be examined similarly. It seems worthwhile to explore more
thoroughly how database research could contribute to pharmacovigilance in Japan.
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