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Definitions

Veterinary Medicinal Products are regulated Iin
Australia by the Australian Pesticides and
Veterinary Medicines Authority (APVMA)

This includes both Veterinary Chemical Products
and Veterinary Biological Products

A Veterinary biological is a product where the
active constituent comprises or is derived from a
living organism, with or without modification



Definitions

Immunobiological Chemical Produictone which
when administered provides, induces or changes
an immune response (e.g. vaccines, antisera,
antibodies, cytokines)

Biotechnology Chemical Productdeveloped by:
i Recombinant DNA Technology

i Controlled expression of genes coding for biological
active proteins

i Hybridoma and monoclonal antibody technologies



TGA Dossler Requirements
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APVMA Dossler
Reqguirements

Module 1: Application
Form & Summaries

Module 2: Chemistry
& Manufacturing

Module 3: Toxicology

Module 4: Metabolism
& Kinetics

Module 5: Residues &
Trade

Module 6;: OH&S

Module 7:
Environment

Module 8: Efficacy &
Safety

Module 9: Other
Trade

Module 10: Special
Data



APVMA Data Requirements

Differ with respect to:
i Type of product (chemical versus bioelogical)

i Intended speciégscompanion animal (horses,
dogs, cats) versus food producing species
(cattle, sheep, pigs, poultry, fish)

i New actives versus existing registered active
constituents



Areas of Overlap - Quality

Module 3: Quality (TGA) vs Module 2:
Chemistry & Manufacture (APVMA)

Significant area of overlap with very similar
data requirements

Veterinary Medicinal productsrequired to
be manufactured in accordance with Good
Manufacturing Principles (GMP)



Areas of Overlap I Safety
(Pre-clinical)
Module 4: Safety (TGA) vs Module 3:

Toxicology (APVMA)

Acute toxicity, repeat dose, s@hronic,
chronic/carcinogenicity, genotoxicity,
reproductive & developmental toxicitycommon
to TGA and APVMA requirements

GLP compliant studies

Safety/toxicology studieisusually not required for
biological products



