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The effectiveness of risk communication regarding drug safety information: A nationw
ide survey by the Japanese public health insurance claims data
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We evaluated the effectiveness of warning letters published by pharmaceutical regu
latory agencies in Japan on communication of drug safety and risk by quantitative analysis of the national
health insurance claims database (NHICD). We then explored what factors may have affected risk communicat
ion. The implementation rate of the hepatitis virus-monitoring test was only 1.6% of all MTX-administrated
RA patients, with little difference before and after the official announcement by warning letter. The imp
lementation rates of inpatient hepatitis B virus or hepatitis C virus monitoring in hospitals equipped wit
h drug information management room (DIMR) and drug safety information management systems (DSIMS) were high
er than those in hospitals without these systems. Thus, DIMRs and DSIMS efficiently transmit medication sa
fety information.



NDB

NDB

MTX

MTX

MTX

MTX

DI

MTX

A INAREE(%)

w ~
L on & onoW
| | 1 | |

-y
g k
| |

—_
1

0.5
0 T T 1 T T T — T T ]
1 2 3 4 5 6 7 8 9 10 11 12
R
NDB
204
184
R 16
B o14 Il DI1=%:L(N=16,249)
@ 124
K 101 B oi=5Y (N=8,156)
2 e
E 61 g DEBYPOER
4l RRLMIEHRS
N ERAHNEHY
(N=2,139)

MTXL 5 | MTX 1k oh | ¥
(N) (N) (%)

”gné_‘ag'” 22,686 3,201
( 1;': ﬁu—}?bl 1,286,948 105,142 8.1



Hanatani T, Sai K, Tohkin M
Segawa K, Kimura M, Hori K,
Kawakami J, Saito Y. A detection
algorithm for drug-induced liver
injury in medical information
databases using the Japanese
diagnostic scale and its comparison
with the Council for International
Organizations of Medical
Sciences/the Roussel Uclaf Causality
Assessment Method scale.
Pharmacoepidemiol Drug Saf. 2014
[Epub ahead of print]

Hanatani T, Sai K, Tohkin M,
Segawa K, Antoku Y, Nakashima N,
Yokoi H, Ohe K, Kimura M, Hori K,
Kawakami J, Saito Y. Evaluation of
two Japanese regulatory actions
using medical information
databases: a 'Dear Doctor' letter to
restrict oseltamivir use in teenagers,
and label change caution against
co-administration of omeprazole
with clopidogrel. J Clin Pharm Ther.
2014 [Epub ahead of print]

Sai K, Hanatani T, Azuma Y, Segawa
K, Tohkin M, Omatsu H, Makimoto
H, Hirai M, Saito Y. Development of
a detection algorithm for
statin-induced myopathy using
electronic medical records. J Clin
Pharm Ther. 2013 Jun;38(3): 230-5.

Hanatani T, Sai K, Tohkin M, SegawaK,
KimuraM, Hori K, Kawakami J, Saito Y.
An algorithm for the identification of
heparin-induced thrombocytopenia using
amedical information database. J Clin
Pharm Ther. 2013 Oct;38(5): 423-8.

Azuma Y, Hata K, Sai K, Udagawa R,
Hirakawa A, Tohkin M, RyushimaY,
Makino Y, Yokote N, Morikawa N,
Fujiwara Y, Saito Y, Yamamoto H.
Significant association between
hand-foot syndrome and efficacy of
capecitabine in patients with
metastatic breast cancer. Biol

Pharm Bull. 2012;35(5): 717-24.

DI
34

2013.12

HIT

16
2013
16
2013
133
)
33
2013 12
18
2011
0
0

8

8

2013

2012



http://www._phar.nagoya-cu.ac. jp/hp/dse/

@
TOHKIN  Masahiro

00270629



