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Can we properly locate safety information associat-

ed with Kampo products in VigiAccess? : Coverage

by WHO international drug monitoring system
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School, University of Tsukuba, *Division of Kampo Pharma-
ceutical Sciences, Nihon Pharmaceutical University, ‘Faculty
of Health Sciences, Tokyo Ariake University of Medical and
Health Sciences
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Background : The global drug safety database, VigiBase,
is maintained by the Uppsala Monitoring Centre (UMC)
on the basis of Individual Case Safety Reports (ICSRs)
from designated national pharmacovigilance centres of
over 110 countries. VigiAccess was released in Apr 2015 to
make some elements of VigiBase accessible for general
public.

Objective : To examine the contents and issues related to
Kampo products in VigiAccess. .

Method : With VigiAccess we investigated the number of
ICSRs on 148 Kampo products approved for prescription
drugs in Japan, using the Standard Kampo Formula
Nomenclature (SKFN, 2005). For operational efficiency,
we utilized STORK (Standards of Reporting Kampo
Products, http://mpdb.nibiohn.go.jp/stork).

Results : Eighty-eight formula (59%) showed at least one
ICSR. Top five items with the number of ICSRs were as
follows : shakuyakukanzoto (149), yokukansan (133),
bofutsushosan (109), orengedokuto (88), and daikenchuto
(63). Search screen also presented the number of ICSRs
by categories of adverse drug reactions, regions, age,
reported year as well as active ingredients (Als), but Als
are different from herbal components stated in 17th
edition of Japanese Pharmacopoeia (JP17). Out of the
remaining 60 formula, 15 returned “0” ISCR together with
Als and 45 presented “Not Found” without any informa-
tion. . '

Discussion : First, there were no records of shosaikoto in
spite that its serious safety problem including death cases
was reported in 1990s in Japan, which might be misleading.
Second, we cannot determine whether a formula shown in
VigiAccess is equivalent to that of the same name in Japan.
Conclusion : It is good news that those who are unable to
handle the Japanese language hadve an English environ-
ment to access to safety information of Kampo products.
However, to make it really function as a reliable portal site,
UMC, Japanese national pharmacovigilance centre, and
relevant institutions should work cooperatively and
improve VigiAccess.

BEFRZHE Jpn J Clin Pharmacol Ther 48 Suppl 2017




