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Verification of Feasibility of Post-marketing Monitoring and Discussion of Signal Detec-
tion Methods: Maeyashiki A*', Akahane M*', Sugiura H*!, Onitake K*2, Ohkusa Y3, Okabe N**,
Hasegawa A**. Yamaguchi K '3, Ushijima Y . Suzuki T*. Imamura T*'

Signal detection methods using data, such as adverse drug reactions reporting, have been deve-
loped for post-marketing drugs. These methods have been examined in Japan by the Pharmaceuti-
cals and Medical Devices Agency. However, no survey method has been established to study the
food borne health disorder resulting from post-marketing foods. In this study, we utilized the post-
marketing surveillance for the early detection of food horne health disorder and examined the

feasibility of post-marketing monitoring. We obtained consent from the union members of the

Rk ‘
34-8521 BT VA SIS 840 i

cine
840 Shijo, Kashihara, Nara, 634~852[, Japan

'Department of Public Health, Health Management
and Policy. Nara Medical University School of Medi-

i3

Trah il e i >R ET ol REIL OO & 5 7 L BRI B Ol

Japanese Consumers™ Co-operative Union (JCCU) and collected product purchase data at the
JCCL o condnet a daily health survey using Internit questionnaires. We calculated the signal de-
teetion indexes for some combinations of foods and symptoms. referring to the procedures for ad-
verse drug reaction, and detected several signals that indicated health disorder. Our resulls demon-
strate the feasibility of post-marketing monitoring. In the future, we will determine the threshold
of alert about health problems using vavious signal detection methods to improve tae precision ol
analysis based on post-marketing monitoring.
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A method of Post Marketing Monitoring (PMM) of food products and

its confirmation
IMAMURA TOMOAKI" AKAHANE MANABU" ONITAKE KAZUO? SUGIURA HIROAKI"
OHKUSA YASUSHI” HASEGAWA ATSUSHI® USHUIMA YUMIKO"
SUZUKI TOMOYUKI®
Nara Medical University” Japanese Consumers' Co-operative Union”
Infectious Disease Surveillance Center” Mitsubishi Research Institute, Inc”

[Objective] To confirm the availability of carly detection of acute discase like food-poisoning outbreak caused by intake of
commercial food products by post marketing monitoring (PMM).

[Methods] In cooperation with Japanese Consumers® Cooperative Union, a health survey was conducted for about 1500
union members who were registered as monitors. The health survey items were diarrhea and vomiting. We developed the
method to detect acute disease by Early Aberration Reporting System (EARS) used in CDC (U.S.A.), and to find the
suspected causative food products by screening with signal detection methods for PMM, which have already been conducted
for adverse drug reactions. By using the methods, health survey data and product purchase information were analyzed.

[Results] By analysis of the obtained data, doubtful datcs when some sort of acute disease happened were detected, and
several food products were picked up by the screening process.

[Discussion] The results demonstrated that some suspected causative food products could be detected by our method. The
causal relationships between the symptoms and the food products, however, were not proved, since the data was not enough.
The method will be developed for real-time alert system of PMM.

Keywords: Post Marketing Monitoring, health survey, Internet Questionnaires
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The feasibility of mutual influence of pollen scatter and purchase of

some foods on increase of the prevalence of rash
Maeyashiki Akie” Akahane Manabu” Sugiura Hiroaki” Onitake Kazuo”
Hasegawa Atsushi® Suzuki Tomoyuki” Imamura Tomoaki"
Department of Public Health,Health Management and Policy,Nara Medical University School of Medicine”
Japanese Consumers’ Co-operative Union(JCCU)” Mitsubishi Research Institute, Inc”

[Objective] We developed a post-marketing survey to study food-borne ' disorders. In this study, we performed
post-marketing surveillance to detect the prevalence of food-bornc rash and assessed whether poilen increases the

prevalence of food-borne rash.

[Methods] We obtained consent and collected product purchase data from the Japanese Consumers’ Co-operative Union
(JCCU) to conduct a daily health survey using internet questionnaires. The survey was performed from January 20 to April
30, 2010. The pollen count during the survey period was obtained from Ministry of the Environment, Japan. We analyzed
the prevalence of rash on the basis of the purchase data for certain foods and pollen count. Statistical analyses were

conducted using the chi-square test.

[Results] During the study period, the prevalence of rash increased on purchase of eggs and milk. The prevalence of rash
markedly increased from the day the large amounts of pollen were suddenly scattered.

[Discussion and Conclusion] Our results demonstrate the feasibility of post-marketing monitoring for detecting the
prevalence of food-borne rash. The combination of pollen scatter and purchase of certain foods such as eggs and milk may

increase the prevalence of rash during early spring.

Keywords: Rash, Pollen, Post Marketing MonitoringHealth, Internet Questionnaires, Health survey
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