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General batch safety tests for veterinary vaccines as the Laboratory Animal Batch Safety 
Test (LABST) or the Target Animal Batch Safety Test (TABST) are supposed to demonstrate 
that a vaccine does not cause abnormal local or systemic reactions. However, over the last 
25 years, the relevance of the TABST and LABST was questioned due to the introduction of 
more specific safety and purity tests, strict control of starting material and the introduction 
of Good Manufacturing Practice. Retrospective analysis of LABST and TABST data revealed 
that both tests are not able to detect batches causing safety problems and therefore are no 
longer justifiable. The LABST (or abnormal toxicity test) had already been removed from Euro-
pean Pharmacopoeia monographs for veterinary vaccines in 1997, and the TABST in a step-
wise approach until its complete deletion in 2013. However, outside of Europe and European 
Pharmacopoeia countries, general safety tests may still be required for batch release.

In 2008, Europe proposed to The International Cooperation on Harmonisation of Technical Re-
quirements for Registration of Veterinary Medicinal Products (VICH) to aim at harmonisation 
of general batch safety tests across the VICH regions (USA, Japan, Europe) in order to mini-
mise the need to perform separate studies for regulatory authorities of different countries. 
However, due to the great divergence in requirements between the regions it was agreed to 
adopt a phased approach. In 2014, VICH GL50 establishing harmonised criteria on data re-
quirements for waiving of the TABST for inactivated vaccines came into force. A comparable 
guideline for live vaccines (VICH GL55) together with an updated GL50(R) were published in 
2017 and came into force in May 2018. Since 2016, the VICH experts are working on a guide-
line on harmonisation of criteria for waiving the LABST for veterinary vaccines. The poster will 
summarise these developments.
References: 
VICH (2017) VICH GL50 Harmonisation of criteria to waive target animal batch safety testing for inactivated vac-
cines for veterinary use
VICH (2017) VICH GL55 Harmonisation of criteria to waive target animal batch safety testing for live vaccines for 
veterinary use

*Corresponding author: Marlies Halder, marlies.halder@ec.europa.eu, European Commission Joint Research Centre; Ispra (VA), Italy; phone:  
+39-0332-785550

Implementing non-animal approaches to human and veterinary vaccine testing :
Achieving scientific and regulatory success for rabies and beyond

National Institutes of Health - William H. Natcher Building - Bethesda, Maryland - October 16-17, 2018

IABS - Rue de la Vallée, 3 - 1204 Geneva - Switzerland
Tel : +41 22 301 10 36 - Fax : +41 22 301 10 37 - www.iabs.org

Return to the list


