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The diphtheria immunization incident occurred in Kyoto and Shimane in 1948 known as “the Kyoto-Shimane diphtheria
tragedy” is the largest accident in the history resulting 84 deaths exceeding the famous Lubeck incident of BCG inoculation in
1930. However, since this incident happened during the chaos under allied occupation after the World War II, the cause of the
incident had not been studied much to the detail. This accident was caused by incompletely detoxified diphtheria toxoid. The
reason why this toxic material was distributed for inoculation passing through assays has been believed because the
manufacturer submitted four batches as a single lot and the random sampling failed to represent the toxicity. Through the
critical review of prefectural and governmental documents as well as the GHQ documents of occupation forces, study revealed
that the cause of the incident was in the inappropriate sampling. Many lots were found toxic at that time but not reported to the
public. Toxoid lots judged as safe material by the improper sampling were shipped for the immunization. The background of
the incident is the difficulty in the production of the toxoid. The immunization plan initiated by the GHQ had been delayed for
more than 2 years and the emergency period of diphtheria epidemics was already over when the inoculation was actually came
into operation. The trial on the incident sentenced guilty to the production company and not guilty to the inspector. Such trial

result might have promoted the insensitive structures of ministry of health against drug-induced disasters.
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