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Consideration of the Regulatory Issues
for Vaccine Adjuvants in Japan

AN - 3
Mineo MATSUMOTO

Abstract

In Japan, the position of the vaccine adjuvants in the pharmaceutical regulation has not been
established, although both the EU and the US have adopted specific positions with regard to the reg-
ulation of vaccine adjuvants. In Japan, adjuvants are currently classified into excipients according to
the Japanese Pharmacopoeia. However, the novel adjuvants that exceed category of excipients (which
must be harmless and should not show any pharmacological effects) have induced regulatory prob-
lems. These include 1) the necessity of a statement in every review report that the adjuvant should
not be used in other drug products like a general excipient, but used only for vaccine products, 2)
limitation of the safety information assigned for adjuvants in the common technical document (CTD),
3) no requirement of GMP compliance, 4} concerns about requiring excessive, or conversely, insuffi-
cient toxicological evaluation for adjuvants, and 5) concerns about the delay of the timing of toxicity
studies needed for adjuvants (e.g., genotoxicity studies) as compared with the stages of clinical trials
of vaccines. It should be noted that no vaccine adjuvant has yet been authorized in its own right;
adjuvants have been approved as components of vaccine products in all three regions. Therefore,
it does not seem realistic to regard adjuvants'as one of the active components of a vaccine. Instead,
we hereby propose that the appropriate position for adjuvants as different from excipients be newly
established in Japan, which is consistent with the regulation of both the EU and the US.
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