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Many vaccines for the prevention of infectious diseases are intended for healthy people, and often for specific populations
such as infants and the elderly. Therefore, clinical trials during development require a different perspective from that of
therapeutic drugs.
In this study, specific issues for non-clinical and clinical evaluation of vaccines for the prevention of infectious diseases were
extracted and organized based on the internationalization of vaccine development and the actual clinical use of vaccines in
Japan. In addition, industry, government, and academia discussed and shared policies for dealing with the issues identified,
taking into consideration the latest immunological research results and international consistency. Based on the discussions,
a draft guideline revision and a draft Q&A on the evaluation of vaccines for the prevention of infectious diseases were
proposed.
(1) Non-clinical study guidelines

The MHLW conducted public comments on the draft guideline agreed with PMDA in FY2021, and considered responses to
the opinions obtained.
(2) Clinical Trial Guideline
A draft policy related to the revision of the Clinical Trial Guideline was organized and agreed with PMDA. In addition, public
comments were made by the MHLW, and responses to the comments received were discussed.
(3) Non-clinical study guideline Q&A
Through the exchange of opinions with PMDA and industry on the revision of the guideline for non-clinical studies, and
through public comments on the guideline revision, further explanations of issues were raised (necessity of re-performing
non-clinical studies when a manufacturing method is changed, non-clinical studies on vaccines containing adjuvants,
necessity of cumulative tolerance studies, etc.).
After reviewing the provisions in domestic and foreign guidelines and review reports, we formulated a draft response to
each issue and discussed the contents with PMDA and industry.
(4) Clinical Trial Guideline Q&A
Through the exchange of opinions with PMDA and industry on the revision of the clinical trial guideline and public comments
on the guideline revision, issues requiring further explanation were identified (the necessity of Japanese adult Phase | trials
for pediatric vaccines whose development is leading overseas, points to consider in the development of combination
vaccines, etc. ). After reviewing the provisions in domestic and foreign guidelines and the review reports, a draft response
to each issue was formulated and the contents were discussed with PMDA.
(5) Examination of Routine Immunization

Regarding vaccines positioned as routine vaccinations, we examined review reports, RMPs, fact sheets, and documents

and minutes at the relevant councils. The contents necessary to position vaccines as routine vaccinations were examined.
After comparing the contents of the discussions on vaccinating vaccines routinely in the U.S., we discussed issues and points
to be improved in the consideration of routine vaccination in Japan.
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