Briefing Document
Veterinary Medicines Regulatory Authority Self-Assessment Tool, VMRA-SAT
1. Purpose
This briefing outlines what VMRA-SAT is, its main components, how it works in practice and its value proposition for veterinary medicines regulatory authorities and wider animal health systems.
2. What is VMRA-SAT?
VMRA-SAT is a structured, evidence based, country owned self-assessment and benchmarking tool for national veterinary medicines regulatory authorities. It is designed to help authorities review and strengthen their veterinary medicines regulatory systems in a systematic way.
It supports authorities to identify strengths, gaps and priorities for improvement and is intended to support reflection, planning and long-term system strengthening. Its use is voluntary and country led. The assessment process remains with the country and is not an external audit, inspection or ranking exercise.
VMRA-SAT was developed to address the need for a veterinary medicines specific tool that can assess the maturity of regulatory systems in a clear and consistent way. It is intended to complement existing WOAH support mechanisms and fill a recognised gap in the veterinary medicines regulatory space.
3. Components of VMRA-SAT
VMRA-SAT uses a structured assessment hierarchy based on functions, indicators and sub indicators. It comprises 8 regulatory functions, 13 indicator areas and 235 sub indicators.
Functions describe the major areas of regulatory activity that an authority is expected to have in place. Indicators translate a regulatory function into assessable areas such as legal provisions, governance arrangements, procedures, resources and operational practices. Sub indicators are the most granular level of assessment and are designed to be objectively verifiable through documentation, processes, records or observed practice.
The eight core functions are national regulatory system governance, registration and marketing authorisation, pharmacovigilance, market surveillance and control, licensing of establishments, regulatory inspection, laboratory testing and batch release of biological products.
Source material describing the functions in practical terms refers to governance, legal basis and organisational structure, dossier review, post market safety monitoring, enforcement against illegal or substandard and falsified products, licensing of manufacturers, importers and distributors, inspection of manufacturing and distribution sites, laboratory capability for quality verification, and official batch release of vaccine batches and biologicals.
Each sub indicator is assigned a pre designated maturity level reflecting the level of regulatory development it represents. The maturity scale shown in the source material is Pre Bronze, Bronze, Silver, Gold and Gold Plus.
Each of the eight functions is supported by a dedicated fact sheet explaining its scope, intent and expected outcomes and setting out how associated indicators and sub indicators are applied in practice.
4. How VMRA-SAT works
VMRA-SAT is implemented as a self-led assessment by the country itself, using its own staff. It helps the authority review its legal mandate, organisational arrangements, regulatory processes, workforce capacity and transparency in a systematic way.
The tool is available in two formats. The first is the Desktop Complete Self-assessment Tool, which supports a comprehensive assessment across all functions, indicators and sub indicators. The second is a web based preliminary self-assessment tool, designed as a lighter starting point for authorities with time, capacity or resource constraints.
The web-based version provides an early indicative view of regulatory maturity across all core functions and is intended to support progressive engagement. It is accessible on computers, tablets and smart phones with internet access. It does not replace the desktop tool.
For the desktop version, countries request access and receive a link to download the software and their country data file, together with installation instructions and access to training. Authorities are encouraged to complete the training before starting to use the tool.
The assessment produces a detailed maturity profile across all eight functions, identifying strengths and areas for improvement. Countries are encouraged to use the output to develop an institutional development plan that prioritises actions, sets timelines and supports resource mobilisation. The tool can be repeated periodically to track progress over time.
5. What VMRA-SAT addresses
VMRA-SAT is designed to help countries assess and strengthen the regulatory systems that address six interconnected challenges in veterinary medicines regulation. These are antimicrobial resistance linked to uncontrolled antimicrobial use, substandard and falsified veterinary products circulating on the market, chronic shortages caused by fragmented registration pathways, inability to access vaccines and treatments quickly during emergencies, harmful residues in food of animal origin, and insufficient workforce capacity to regulate effectively.
The tool assesses regulatory functions that are relevant to controlling veterinary antimicrobial use, including registration and marketing authorisation, pharmacovigilance, market surveillance and inspection.
6. Value proposition
For veterinary medicines regulatory authorities
VMRA-SAT provides a practical framework to review how regulatory activities are organised, resourced and delivered across the veterinary medicines lifecycle. It supports regulators to identify what is already in place, where the main gaps are, and what actions may be needed to strengthen the system over time. It provides a structured basis for reflection, priority setting and institutional development planning.
It supports authorities to move beyond ad hoc problem solving towards a more structured approach to planning, prioritisation and continuous improvement. It also supports internal coherence, consistency in regulatory decision making, and clearer communication of regulatory needs and progress to leadership, government and partners.


For Chief Veterinary Officers and senior leadership
VMRA-SAT provides a structured and evidence-based foundation that supports action on national priorities such as antimicrobial resistance, substandard and falsified veterinary products and access to quality assured medicines. By identifying strengths, gaps and priorities within the regulatory system, it supports targeted reforms, stronger oversight and improved regulatory performance in practice.
The outputs can support clearer dialogue with ministers, finance authorities and development partners on identified regulatory needs and priorities.
For authorities with limited resources
The web based preliminary version was developed to provide a lighter starting point for authorities that may find a full self-assessment difficult because of staffing, resource or documentation constraints. It is intended to be easier to use and accessible regardless of stage of development or resource level.
For international cooperation and system strengthening
VMRA-SAT is intended to complement existing WOAH support mechanisms and does not replace them. It supports a common framework for regulatory system assessment and can support benchmarking, cooperation and regulatory learning across authorities.
It focuses specifically on veterinary medicinal products and provides a detailed function level diagnostic that complements broader tools such as the PVS Pathway and the Veterinary Legislation Support Programme.
7. Use and testing
VMRA-SAT has been or is being piloted in countries across Africa, the Americas, Asia and Pacific, and Europe, including Rwanda, Botswana, Kenya, Tanzania, Uganda, Zambia, Mexico, Chile, Australia, Thailand, Indonesia and the United Kingdom.
Pilot feedback identifies value in helping authorities identify practical improvement actions, support honest self-reflection and provide a clearer basis for planning future development. Pilot feedback also highlights common implementation challenges, including the time and effort required, the human resources needed, the burden of gathering evidence, and the need for clearer interpretation of some indicators and scoring.
8. Summary
VMRA-SAT is a voluntary, country led, evidence based self-assessment and benchmarking tool designed specifically for veterinary medicines regulatory authorities. It is built around 8 regulatory functions, 13 indicator areas and 235 sub indicators, supported by maturity levels and function specific guidance. It enables countries to assess regulatory maturity, identify strengths and gaps, and use the results to support institutional development planning and long-term regulatory system strengthening.

