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Strengthening Veterinary Medicines Regulation Worldwide
The Challenges
Veterinary medicines regulation underpins animal health, food safety and the global fight against antimicrobial resistance. Yet across every region, countries face a common set of challenges that weak or fragmented regulatory systems cannot address:
1. Antimicrobial resistance is driven in part by the uncontrolled use of veterinary antimicrobials. Without effective registration, pharmacovigilance and market surveillance, antimicrobials reach the market without proper evaluation and are used without monitoring — accelerating the development and spread of resistance.
1. Weak oversight empowers criminal networks to flood agricultural markets with substandard and falsified veterinary products (SFVPs) putting animal health, food safety, and public health at risk.
1. Fragmented and bureaucratic registration pathways create unpredictable and lengthy regulatory processes, putting off drug manufacturers and creating chronic shortages of essential veterinary therapeutics in the countries.
1. The absence of statutory emergency use authorisation routes delays biological defence responses during transboundary epidemiological outbreaks, leaving countries unable to access vaccines and treatments when they are needed most.
1. Failure to set and monitor withdrawal periods results in harmful residue levels in food of animal origin, threatening consumer health, AMR and undermining trade access for exporting countries.
1. Many countries lack the workforce capacity and institutional structures needed to regulate veterinary medicines effectively, hence the meagre human resources are thinly spread to cover all regulatory functions as they don’t have a mechanism to identify trusted regulators who have already approved the product that they can rely on.
These challenges are interconnected. A country with weak registration processes is also likely to struggle with SFVPs, AMR monitoring and residue control. Whilst WOAH’s Performance of Veterinary Services (PVS) Pathway evaluates the broader performance of Veterinary Services and the Veterinary Legislation Support Programme (VLSP) supports legislative reform, neither provides a detailed, function-level diagnostic specifically focused on the regulation of veterinary medicinal products.
The Solution: VMRA-SAT
The VMRA-SAT is a structured self-assessment tool, modelled on the WHO Global Benchmarking Tool for human medicines, that enables national veterinary medicines regulatory authorities to evaluate their maturity across eight core regulatory functions:
1. National regulatory system governance
1. Registration and marketing authorisation
1. Pharmacovigilance
1. Market surveillance and control
1. Licensing of establishments
1. Regulatory inspection
1. Laboratory testing
1. Batch release of biological products
The tool provides a clear, structured pathway from initial capability to advanced regulatory performance, enabling countries to identify their strengths and gaps, agree priorities, develop an institutional development plan, and track progress over time.
Key Features
1. Voluntary and country-owned - results remain with the country and are not published or used for ranking.
1. Self-assessment, not external audit - countries control the process and the pace.
1. Complementary to PVS and VLSP - fills the specific gap in veterinary medicines regulatory assessment.
1. Two versions available — a comprehensive desktop tool for detailed assessment and a simpler web-based preliminary tool for countries wanting a lighter-touch starting point.
1. Developed with WOAH, WHO and FAO support - aligned with existing international frameworks and standards.


How the VMRA-SAT Addresses the Challenges
	Challenge
	How VMRA-SAT Helps

	Antimicrobial resistance
	Assesses the regulatory functions that control veterinary antimicrobial use: registration, pharmacovigilance, market surveillance, and inspection. Directly supports the Global Action Plan on AMR and country-level National Action Plans.

	Substandard and falsified veterinary products
	Evaluates market surveillance capacity, laboratory testing, licensing of establishments and regulatory inspection. The functions that detect and remove SFVPs from the market.

	VMP availability
	Identifies bottlenecks in registration and marketing authorisation processes. Enables countries to streamline pathways without compromising quality, safety and efficacy.

	Emergency preparedness
	Assesses whether emergency use authorisation pathways exist and function. Enables countries to strengthen preparedness before an outbreak occurs.

	Food safety and trade
	Evaluates pharmacovigilance, residue monitoring and inspection functions that protect consumers and maintain trade access.

	Workforce capacity
	Provides evidence of specific capacity gaps that can be used to justify investment in training, recruitment, and institutional development.


Evidence from Pilot Countries
The VMRA-SAT has been piloted in 11 countries across four WOAH regions, strategically selected for diversity of regulatory maturity, geography, and income level:
1. Africa: Rwanda, Botswana, Kenya, Tanzania, Uganda, Zambia (part)
1. Americas: Mexico, Chile
1. Asia and Pacific: Australia, Thailand 
1. Europe: United Kingdom, France
Pilot countries report that the tool provides an actionable roadmap for improvement, helps make the case for targeted investment in regulatory capacity and offers a common language for discussing regulatory maturity with partners and donors.
Why Adoption by WOAH Matters
1. Establishes a global standard for veterinary medicines regulatory assessment, equivalent to the WHO GBT for human medicines.
1. Enables mutual reliance and regional harmonisation by providing comparable maturity assessments across countries.
1. Directly supports the WOAH Strategy on AMR, the Global Action Plan on AMR, and the 2024 UN Political Declaration on AMR.
1. Helps Member Countries mobilise donor funding by providing evidence-based assessments of regulatory needs.
1. Reinforces WOAH as the global leader in veterinary medicines regulatory capacity-building and standard-setting.
The Path to Adoption
1. May 2026: Side event at the 93rd General Session to introduce the VMRA-SAT to Delegates.
1. 2026–2027: Regional presentations, stakeholder consultation, and evidence consolidation.
1. May 2027: Resolution presented to the World Assembly of Delegates at the 94th General Session.
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For more information, visit the VMRA-SAT website: www.vmra-sat.org 
Contact: info@vmra-sat.org
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