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The importance of preventive vaccines is widely recognized in terms of improving health and
hygiene, reducing medical costs, and managing crises against emerging and re—emerging
infectious diseases
There are substantial difference in the development of preventive vaccines from that of
therapeutics: most of the preventive vaccines are administered to healthy people, often
infants and the elderly, and clinical efficacy is evaluated through the incidents of
infectious diseases. Non—clinical studies also require different perspectives than those
for therapeutic drugs, such as the selection of animal species, and the assessment of the
results. Therefore, revision of the guidelines for the clinical and non—clinical evaluation
of preventive vaccines are is quite significant
In this study, we extracted and organize current specific issues for non—clinical and
clinical evaluation of infectious disease preventive vaccines with a view to international
consistency based on the latest immunological research results, as well as guidelines
published by WHO and overseas regulatory authorities, ICH guidelines. Through the discussion
with industry, government and academia, we proposed a revised guideline and a Q&A proposal
regarding the evaluation of current infectious disease preventive vaccines

The major revisions are as follows.

(1) Non—clinical study guidelines
Points to consider regarding routes of administration used in non—clinical studies
Number of doses in repeated dose toxicity studies
Necessity of safety pharmacology study
Timing of reproductive toxicity studies and inclusion of women of childbearing potential
in clinical trials

Necessity of pharmacokinetic study



(2) Clinical trial guidelines
Control drug for efficacy evaluation of combination vaccine
Necessity of implementation of onset prevention test
Points to note when using overseas clinical trial data and conducting multinational
clinical trials
Items to consider when adding administration routes
Studies that should be conducted in the development of children, the elderly,
immunocompromised patients, etc.
(3) Non—clinical study guideline Q&A

Issues that require further explanation for the revised

We also discuss the issues which should be considered that should be considered in vaccine
development including feasibility of vaccination for pregnant women, the content required
for routine vaccination, and considerations regarding vaccine development in the event of

a pandemic. though not directly related to the revision of the guidelines



