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Evaluation of revision of the inspection standard for the live

Newcastle disease virus vaccine

Bing-Yi Chen

Abstract

According to the Animal Drugs Control Act, domestically manufactured or
imported Newcastle disease live virus vaccines (NDV) must undergo batch testing in
accordance with the Newcastle disease live virus vaccine inspection standards
announced by Ministry of Agriculture. The inspection standard was announced in
1975 and has amended four times. The purpose of this amendment of the testing
standards is to implant the principles of the 3Rs (Reduction, Replacement, and
Refinement) in laboratory animals. It was to refer to inspection standards of the
United States, Europe, Japan, the Association of Southeast Asian Nations, and the
People's Republic of China to conduct the virus content test and potency test of 35
batches of live NDV vaccines and 30 batches of live NDV and infectious bronchitis
virus (IBV) mixed vaccines. The virus content test was to calculate the 509
embryo infective dose value (EIDsp) after the vaccine virus was diluted and injected
into specific pathogen-free (SPF) chicken embryo eggs. The potency test was to
calculate the survival rate of chickens after being challenged with the virulent NDV
strain (Sato strain) 2 weeks after immunization. The test results showed that the virus
titer of the vaccine reached more than 10° EIDsg per dose, and the survival rate of
chickens challenged with the virulent NDV coulded reach more than 80%. It was
suggested that the virus content test could replace the potency test, which could
reduces 12 chickens used for the potency test, and it could prevent the chickens from
the stress caused by the virus challenge. The amendment of the safety test suggested
that 10 doses of vaccines should be immunized, and the number of immunized
chickens should be reduced from 15 to 10. The results of this amendment of the
inspection standard were that the number of chickens tested for each batch of the live
NDV vaccine could be reduced from 27 to 10, a reduction of about 63% of chickens,
which was in line with the spirit of reduction and refinement in the scientific use of
experimental animals.



