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Abstract

To establish standards for veterinay medical products (VMP) is one of the most important task to quality
control of VMP. The potency test of the veterinary tetanus toxoid had been assayed against to standard toxoid
distributed by National Institute of Infectious Diseases in the national assay. To establish the standard tetanus toxoid
adsorbed, we outsourced the manufacturing of the candidate toxoid (freeze-dried) to the Chemo-Sero-Therapeutic
Research Institute (Kaketsuken) and evaluated the potency. Four laboratories including National Veterinary Assay
Laboratory conducted the potency test based on the mouse challenge test to measure the titer of the toxoid. The titer
of candidate toxoid was calculated to be 160 IU/vial with the statistical analysis, and we concluded that it was

suitable as the standard tetanus toxoid.
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Table 1. The scores assigned to the time death and symptoms of the challenged mice

Symptoms Score

Death on 1st day
Death on 2nd day
Death on 3rd day

Death on 4th-7th day

Severe tetanusl)

Mild tetanus®
)

o B~ W WNPE O

No tetanus®

2 Difficulty of moving, tonic spasm or respiratory distress.
2 Local spasm of the abdominal muscle in opposite side to the site of injection, or mouse's body bends to the injected side.

% No specific symptoms.

Table 2. Titer of candidates evaluated by parallel line assay in several places

Assay 1 Assay 2 Assay 3
0, 0, 0,
Laboratory Relative Cor?f?d/gnce Relative Cor?f?d/eonce Relative Cor?f?d/znce
potency interval potency interval potency interval
A —* —* 99 71.3-133.3 190.3 141.5-260.9
B 179.1 123.8-265.0 162.3 113.2-235.1 151 103.0-223.1
C 185.7 137.6-255.2 134.9 93.1-193.4 203.8 134.4-324.5
D 160.4 112.9-229.6 188.7 139.7-260.0 148 104.7-209.3

* Invalid data
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Figurel: Example of parallel line assay (Laboratory D, Assay 2)
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Figure2 : Log-potency of each assay
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