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Summary

History of the Quality Control on Veterinary Vaccines
HIRAYAMA Noriol

Smallpox and Rinderpest are two infectious diseases which have been
eradicated from the earth. Vaccines had a very important role for these
eradications.

The safety and efficacy of vaccines are ensured by a quality control. The
quality control of veterinary vaccines in Japan has been conducted both by the
National Veterinary Assay Laboratory and the licensed manufacturers. This
document outlines the national assay of veterinary vaccines.

The national assay of veterinary vaccines commenced in 1948 in the National
Institute of Animal Health. At that time 19 vaccines were come under the assay.
The property, sterility, formaldehyde concentration and safety tests were
carried out in all vaccines, but the potency test was done in only 4 vaccines.

The National Veterinary Assay Laboratory was established in 1959 as an
official assay organization. When Minimum requirements for veterinary
biological products (MR) and national assay standard of biological products (NAS)
were enacted in 1972, the potency test was carried out in 19 of 29 vaccines listed
in the NAS. In completely revised MR and NAS in 1987, a kind of tests increased
and the potency tests were done in many vaccines.

Until the beginning of the 1990s it was tightened enforcement of the national
assay. After that a relaxation of controls has started. Some of tests were
gradually deleted from the national assay. For example, these tests were
physicochemical tests such as the humidity and vacuum tests in 1992, the pH
and abnormal toxicity tests in 1995, and the potency test of live vaccines in
2000. Since 2008, the national assay of vaccines produced under the seed lot
system has not been carried out in principles.

Three methods have been used as the potency test which is very important
to ensure the efficacy of vaccine. The most standard method is so-called



challenge test, in which vaccinated animals were challenged with a virulent
strain and then the survival rate was calculated. The second and third methods
are to measure the antibody level of vaccinated animals and quantity of the
protective antigen in vaccine. These potency tests are also outlined.
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