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English
Annual reports of suspected adverse events following immunization (AEFI) number of 1,000-1,400

from medical institutions and 500-1,000 from manufacturers and distributors (excluding duplicates of
those from medical institutions) are reported. A diagram-making tool has been created which can
extract and analyze reported symptoms and mortality based on laws and ordinances from this huge
amount of information, and as a result it is possible to easily create diagrams with a unified format in
a short time, and to analyze and compare long-term data. Thrombocytopenic purpura (ITP) was
examined from cases reported as AEFI (FY2013 to 2016). There were 118 reports of ITP from
medical institutions, of which 66 cases were males (55.9%) and 60% were 0-1 year of age. There were
many cases of Hib, PCV and MR vaccination. Onset was within 7 days after vaccination in 41.5%
(range: 0 days to 22 months), and tended to be fewer in July to September. Researcher Dr. Masaki
Ochiai analyzed ITP cases reported by marketing authorization holders. There were 40-46 cases per
year, at 0-1 year of age, with 2-3 months after birth particularly numerous and many reports were seen
after vaccinations containing PCV or Hib. When the number of reports per 100,000 inoculations was
estimated for the number of each vaccination, based on the usual number of immunization recipients,
it was 0.49 after the first PCV and Hib vaccination, which was almost the same as 0.50 after the first
MR vaccination. No abnormal accumulation in a specific lot of vaccine was seen.

Next, a case-control study with cases of thrombocytopenic purpura in a 1:2 ratio (case:control) was
performed to examine the relationship of ITP and vaccination. Researcher Dr. Takashi Nakano was
involved in planning and research design from a pediatrician's point of view. Cases of adverse events
after vaccination were also gathered from the experiences affiliated facilities. Cases of ITP were
collected by researcher Dr. Masaaki Mori using a network of medical institutions in Kanagawa
Prefecture, and researcher Dr. Rie Koshida in the 3 prefectures of Ishikawa, Fukui and Toyama.
Researcher Dr. Yoshinori Yasui was involved in planning and research design from the perspective of
an internist. All of the doctors encouraged their own facility as well as other facilities to cooperate in
case registration. Research representatives requested internal medical institutions and hematologists at
affiliated medical institutions nationwide to conduct the survey. As a result, the number of subjects
analyzed were 178, combining children and adults. Researcher Dr. Zentaro Yamagata conducted
analysis from an epidemiological point of view. The odds ratio (95% confidence interval) for onset of
ITP within 28 days after vaccination was 1.45 (0.67-3.16) for all vaccines, 2.20 (0.64-7.51) for live
vaccine, 1.15 (0.50-2.64) for inactivated vaccine. A similar tendency was also observed in multivariate
analysis and in analysis limited to children less than 18 years of age. Although there is no statistically
significant difference, epidemiological study suggests that there is a risk of ITP onset after live
vaccination, while there is almost no such risk after inactivated vaccination.

The researcher Dr. Ichiro Kurane has collected and examined domestic and overseas information
contributing to the analysis of ITP, and has translated materials on evaluation of AEFI provided by
WHO and the improvement of safety surveys, making clear that they are useful in Japan. The
researcher Dr. Masaaki Mori, using a literature retrieval system, searched for cases of ITP after
vaccination, and summarized them by age, presence of underlying disease, type of vaccine, number of

days after vaccination until onset, minimum platelet count, treatment and outcome. In addition, in



order to improve the vaccine adverse events reporting system (VAERS) in Japan and contribute to its
future development, researchers Dr. Tomimasa Sunagawa and Dr. Hajime Kamiya investigated the
systems overseas. Investigation of AEFI surveillance in foreign countries (US, Singapore, Australia),
confirmed the need for a database to analyze the causal relation between immunization and adverse
events in Japan. In addition, information was collected from the West and South Korea, and how to
build a database to create and analyze AEFI hypotheses in Japan was examined. On a trial basis, ITP
onset and vaccination histories were collected at a survey site (ML-flu) where 1% of Japanese
pediatricians participate, and it was suggested that it function as a database. Adverse events were
monitored in the group which was inoculated with MCV4 in order to confirm the safety of the new
vaccine after its introduction. Researcher Dr. Rie Koshida conducted a questionnaire survey of 448
vaccinating medical institutions in Kanazawa City (272 responses, 60.7% response rate). 17.3% of
doctors had experienced vaccination mistakes, and 15.1% of doctors had examined cases of suspected
adverse events. Awareness of the Vaccine Adverse Events Reporting System was 87.5%, but
understanding of the reporting method was inadequate, with half confusing it with the Relief System
for Injury to Health with Vaccination. The degree of understanding differed depending on the field of
medical care. A leaflet was created to promote understanding of the system and of the specific
reporting methods. Researcher Dr. Yoshinori Yasui conducted a questionnaire survey on the website
Infectious Disease/ Immunization Navigation about awareness of vaccination (1880 responses) and
AEFT (1296 responses). It was revealed that parents' awareness of simultaneous administration of
vaccines varied and that it was not well understood, and that people refer to information from mother
and child heath notebooks/vaccination notebooks and doctors.
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