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1. The UK Veterinary Medicines Market
a. Size of the UK veterinary medicines market
Veterinary medicines are a small market in comparison to human pharmaceuticals, representing approximately 2-3% by value; this figure is commensurate across Europe. NOAH member companies represent more than 97% of the UK animal medicines market. The overall UK veterinary medicines market is estimated to be worth approximately £870 million in sales annually, encompassing all licensed medicines, vaccines and other licensed veterinary medicines used in both companion and food-producing animals.
b. Size of the companion animal medicines market
Around 60% of the licensed veterinary medicines market relates to medicines for companion animals. Of these, the vast majority of products require a prescription from a vet in order to be supplied. Based on an overall market value of £870 million per annum, the companion animal market would equate to approximately £522 million in sales annually.
c. Size of the UK anti-parasitic medicines market
It is estimated that 25% of the companion animal veterinary medicines market is made up of sales of anti-parasitic medicines. This would equate to an estimated £130.5 million in sales annually. This, however, includes sales of all anti-parasitic medicines, including those available only with a prescription from a vet. This figure of an estimated £130.5 million in sales annually is not limited to spot-on treatments or products containing fipronil and imidacloprid only. A recent survey commissioned by NOAH demonsrated that 60% of dogs in Great Britain and 27% of British cats are treated with products other than spot-on ectoparasiticides (MG&A, NOAH, 2026).
d. Volumes of antiparasitic veterinary medicines, including fipronil and imidacloprid sold in the UK
NOAH does not collect sales data at the level of individual active substances because this is commercially confidential information and outside the scope of a trade association. It is normal commercial practice that businesses do not disclose and share detailed granular data about where their products are being sold and in what quantities.  Detailed sales volumes for fipronil and imidacloprid containing veterinary medicines are held by Marketing Authorisation Holders.  The Veterinary Medicines Directorate (VMD) does hold data in the form of sales data submitted by Marketing Authorisation Holders for Pharmacovigilance purposes. These data are not collected for the purpose of monitoring national usage of companion animal parasiticides and are not subject to independent verification. 
It is important to note that sales volumes alone do not equate to environmental exposure, as exposure depends on factors including the type of animal, the number of animals treated, formulation, route of administration, frequency of use, disposal pathways and environmental fate.

2. How Veterinary Medicines are assessed for User/Human Safety
Before a veterinary medicine can be authorised in the UK, it undergoes a comprehensive assessment by the Veterinary Medicines Directorate.
For user safety, applicants must provide detailed data evaluating risks to:
· Veterinary surgeons and nurses.
· Pet owners administering medicines.
· Farmers and animal handlers.
· Other people who may come into contact with treated animals.
The assessment includes:
1. Hazard identification: determining the intrinsic toxicological properties of the active substance and formulation.
2. Exposure assessment: evaluating likely exposure during storage, administration and handling.
3. Risk characterisation: combining hazard and exposure information to determine whether risks are acceptable.
4. Risk mitigation: introducing measures such as protective gloves, hand-washing requirements, restrictions on use, child-resistant packaging and warning statements.
An assessment of the risk from the Veterinary Medicinal Product (VMP) to those handling and administering it or being exposed via contact with a treated animal, considers the following aspects: 
· Establishing Toxicological Reference Values (TRVs) for all scenarios
· An appraisal of the inherent toxicity of the VMP and the identification of the most relevant toxicological reference values (TRVs);
· An appraisal of how and when the user will be exposed to the VMP – identifying the different exposure scenarios and estimating user exposure for each scenario;
· Assessment of the level of risk by establishing margins of exposure (MOEs) based on a comparison of the exposure levels with the toxicological reference values;
· The proposal of appropriate and practical risk mitigation measures where appropriate

Products are only authorised when the regulator, in the UK the Veterinary Medicines Directorate (VMD), concludes that the benefit-risk balance is positive and that risks to users can be appropriately managed.
The assessment does not end at authorisation. Pharmacovigilance systems require companies to monitor and report suspected adverse events and emerging safety information throughout the product's lifecycle. Regulatory authorities can amend, suspend or revoke authorisations if new evidence alters the benefit-risk balance.
The VMD has reported the frequency of adverse events involving humans and some active ingredients in anti-parasitic medicines here (VMD, 2023):
[image: ]
Full and detailed information on the user (human) safety assessment process that has been applied to the authorisation of the products that are subject to these discussions can be found via the European Medicines Agency Committee for Veterinary Medicinal Products (CVMP) guidelines (EMA, 2018). 

3. Industry Investment in Research on Human Health Risk
During the evidence session, a member of the Committee asked for information on how much money the industry is putting into research on human health risk. NOAH does not hold data on the levels of UK based research on these matters.
As described during the session, both here in the UK and globally, the animal health industry is a small sector. This means that much of the research is undertaken on a European or global basis and will not be specific to the UK market. 
UK and European animal health companies spend an average of 7.8% of revenue on Research and Development (R and D), that reflects approximately €700 million spent per year in this region (AnimalhealthEurope 2024). A significant portion of that R&D investment is spent on producing the necessary safety and other studies for product approval, as well as expenditure on post-approval studies conducted by companies to ensure their products continue to meet regulatory standards. This expenditure relates to their entire portfolios and is not directly related to parasiticide veterinary medicines. As a trade organization, we do not hold detailed, granular data of that nature. 

4. Information regarding declining levels of fipronil in UK waters
During the evidence session there was discussion regarding declining levels of imidacloprid in UK waters, but the opportunity to discuss fipronil in this context did not arise. NOAH wishes to draw the Committee’s attention to unpublished data, with peer reviewed publication being pursued, which demonstrates declining levels of fipronil in UK waters. The data contained in the report can be made available following its acceptance for publication.

· Fipronil concentrations in UK surface waters are generally low and the available monitoring data indicate that concentrations have declined since 2016.
· Elevated concentrations (≥20 ng/L) were highly spatially clustered, with a small number of monitoring locations accounting for a disproportionate fraction of higher concentration observations. This pattern suggests that localised sources and catchment-specific factors play an important role in determining environmental occurrence and is inconsistent with a uniformly distributed national contamination pattern.
· The available monitoring data includes samples analysed by either LC-MS (Liquid Chromatography Mass Spectrometry) or GC-MS (Gas Chromatography-Mass Spectrometry). LC-MS monitoring indicated a substantial reduction in annual average concentrations between 2016 and 2024, while reconstruction of the wider GC-MS monitoring network showed that approximately 99% of 1,505 samples collected in 2024 were below the analytical detection limit of 10 ng/L.
· Published assessments have largely relied on datasets containing only concentrations reported above analytical detection limits. Reconstruction of missing sampling events and incorporation of non-detect observations identified 1,909 LC-MS and 15,657 GC-MS observations below analytical detection limits between 2016 and 2024.
· While veterinary flea treatment products represent a plausible environmental pathway, several observations suggest that environmental occurrence cannot presently be attributed exclusively, or with confidence predominantly, to companion animal use. 
· Elevated concentrations were concentrated within a small number of catchments, hotspot locations were associated with wastewater and non-water company effluent discharges, and wastewater monitoring data did not exhibit the seasonal patterns that might be expected if concentrations were driven primarily by peak flea-treatment use (Brown, 2026).

Please note that as the data referred to above is unpublished, not all NOAH member companies have reviewed the data.

5. VICH and Industry Participation
Please see the separate document that has been provided describing industry participation in VICH. 

6. Pets Not Registered with a Veterinary Practice- up to date figures
There is no central register of pets in the UK and therefore no definitive figure for the number of animals not registered with a veterinary practice. During the evidence session, NOAH referred to a 2023 report. We would like to draw the Committee’s attention to a more recent report, with more up to date figures. 
The PDSA’s 2025 Paw Report states that 10% of dogs in the UK and 15% of cats are not registered with a veterinary practice. When applied against the same report’s estimates of the dog population (11.1 million) and cat population (10.5 million), this means that 1.11 million dogs and 1.575 million cats, (a total of 2.675 million pets), are not registered with a veterinary practice (PDSA, 2025). 

7. Post-Authorisation Monitoring of Environmental Concerns
The environmental assessment of a veterinary medicine does not end when a product is authorised. Companies have ongoing obligations to monitor emerging evidence and to report information to the regulatory authorities that may affect the benefit-risk balance of a product.
This monitoring draws on multiple sources, including:
· Pharmacovigilance reports received from a range of sources, including vets, the general public.
· Scientific literature surveillance.
· New toxicological or ecotoxicological research.
· Information from global regulators, academia and other stakeholders.
Marketing Authorisation Holders are required to notify the VMD of information that could affect a product's safety profile. Where new evidence emerges, companies may submit data to the VMD who will then  assess whether any regulatory action is required.
Potential regulatory responses may include:
· Updates to product information.
· Additional warnings or risk mitigation measures.
· Changes to conditions of use.
· Requests for further studies.
· Reassessment of the environmental risk profile.
· In exceptional circumstances, suspension or withdrawal of an authorisation.
The trigger for regulatory action is not simply the detection of a substance in the environment. Rather, regulators consider the totality of evidence, including environmental concentrations, ecological relevance, exposure pathways, uncertainties and whether a change to the benefit-risk balance has occurred.
The animal health industry supports ongoing monitoring and believes decisions should continue to be based on robust scientific evidence and proportionate risk assessment.


8. Environmental Risk Assessment Framework for Veterinary Medicines
Environmental risk assessment (ERA) forms part of the authorisation process for veterinary medicines. 
The regulatory framework distinguishes between products used in food-producing animals and those used in companion animals. Environmental exposure from the treatment of livestock is considered to be higher, given that the animals are intensively reared and the entire herd/flock can be treated (depending on the nature of product/disease). By contrast, companion animals are not intensively reared, are generally lower in bodyweight (compared with livestock), are treated on an individual basis and consequently, the total amount of drug to which the environment is exposed is lower; because the primary environmental exposure pathways differ substantially.
This is reflected in international regulatory guidance developed through VICH and subsequently adopted by regulators in many parts of the world.
The legislation and guidance however, have never created an automatic exemption for companion animal products. The framework includes a provision often referred to as the ‘however clause’, which allows regulators to require a more in depth environmental assessment where there are grounds that a companion animal product could present an environmental risk. Consequently , regulators have overarching powers to request data from companies to assess if the benefit/risk balance of a product has changed and whether the marketing authorisation should be amended, suspended or withdrawn. This means that companion animal products can be subject to further environmental scrutiny where the characteristics of the active ingredient/product, use pattern or emerging evidence indicate that additional assessment is warranted.
NOAH recognises that scientific understanding of potential risks continues to evolve. If the UK Government or VMD were to consider a companion animal-specific environmental assessment framework, NOAH would engage constructively and support an evidence-based review of the available science, practical feasibility, proportionality and international alignment.

9. Product Packaging, Summary of Product Characteristics (SPCs) and Owner focussed Information
Product packaging, Summary of Product Characteristics (SPC), package leaflets, and labelling are all reviewed and approved by the VMD as part of the authorisation process for licensed veterinary medicines.
Marketing Authorisation Holders i.e. Companies cannot amend approved safety information, warnings, disposal advice, indications or directions for use. Any requests for changes must be submitted to the regulator through established variation procedures and are subject to regulatory review before implementation.
The approved SPC serves as the authoritative regulatory document and forms the basis for information included on labels and package leaflets.
Where new evidence emerges after authorisation, changes may include:
· Additional user safety warnings.
· Environmental precautions.
· Disposal instructions.
· Restrictions on use.
· Revised dosing recommendations.
· Clarifications regarding exposure reduction measures.
Changes may be initiated by regulators or proposed by Marketing Authorisation Holders following review of new scientific evidence. This system ensures that safety information remains subject to independent regulatory oversight and that changes are implemented consistently across all product information.
NOAH and its members understand that not all end users do read the current information provided, and NOAH and our members are open to dialogue with the VMD about what additional measures could be taken in relation to product labelling. These additional measures could include more prominent instructions on the packaging, the use of QR codes to direct pet owners to additional information online, and packaging inserts that prominently display important information.

10. Strengthening Point-of-Sale Advice
NOAH believes that effective parasite control should be supported by high-quality advice and responsible use guidance, regardless of how a product is obtained.
The animal health sector already benefits from multiple professional touchpoints, including veterinary surgeons, registered veterinary nurses, Suitably Qualified Persons (SQPs), pharmacists and trained retail staff.
Purchasing routes have evolved, however, particularly through online channels. NOAH therefore supports exploring opportunities to strengthen the consistency and visibility of advice provided at the point of sale.
Potential measures could include:
· Enhanced educational materials for owners.
· Improved online decision-support tools.
· Stronger signposting to professional advice.
· More consistent environmental stewardship messaging.
· Improved disposal guidance for packaging, pipettes, and unused medication.
· Better awareness of risk-based parasite control approaches.
Such measures should improve informed decision-making and responsible use of these important products.
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Overview of International Cooperation on Harmonisation of Technical Requirements for Registration of Veterinary Medicinal Products (VICH) and its role
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Summary
· Established in 1996, VICH (International Cooperation on Harmonisation of Technical Requirements for Registration of Veterinary Medicinal Products) was created to harmonise global regulatory requirements for veterinary medicines. (vichsec.org)

· It is a tripartite initiative that initially brought together the veterinary medicines regulatory authorities and Industry representations from the European Union, the United States and Japan (founding members).

· VICH is governed by a Steering Committee, which includes representatives of regulatory authorities and representatives of the animal health industry.

· In addition to these core members, a wider group of standing members (formerly known as observer) countries and regions participate (e.g. UK, Canada, Australia, New Zealand, South Africa, Switzerland), helping to support broader international alignment. The UK is represented by the regulatory body, the Veterinary Medicines Directorate (VMD) and NOAH.

· VICH produces harmonised guidelines covering safety (including human/user safety and environmental risk), quality, efficacy, and post‑authorisation pharmacovigilance.

· The governance of VICH is intentionally collaborative. Industry provides scientific and technical expertise while regulators have decision-making authority and retain their independence.

House of Lords Committee comments regarding regulatory capture
NOAH and our members firmly reject the assertion that industry participation in VICH represents regulatory capture. 
Animal health companies who develop products are required to submit data for independent regulatory assessment regarding safety, quality and efficacy. In that context, dialogue between animal health companies and regulators on technical requirements is a positive and necessary step, with the same approach being taken at The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) for human medicines.

Objectives of VICH
The key objectives of VICH are as follows:
· Establish and implement harmonised technical requirements for the registration of veterinary medicinal products in the VICH regions, which meet high quality, safety and efficacy standards and minimize the use of test animals and costs of product development. 
· Provide a basis for wider international harmonisation of technical requirements through outreach activities. 
· Monitor and maintain existing VICH guidelines, taking particular note of the ICH work programme and, where necessary, updating relevant VICH guidelines. 
· Ensure efficient processes for maintaining and monitoring consistent interpretation of data requirements following the implementation of VICH guidelines.
· By means of a constructive dialogue between regulatory authorities and industry, provide technical guidance enabling response to significant emerging global issues and science that impact on technical requirements within the VICH regions.

Background and operations
VICH is a programme aimed at harmonising technical requirements for veterinary product registration between regulators. VICH was officially launched in 1996 by the three Founding Members; EU, Japan and USA. Several countries have since joined as Standing and Forum members. VICH was modelled on ICH (International Council for Harmonisation) created in 1990. ICH promotes harmonisation of preregistration technical requirements in the human health arena. A similar type of group related to animal feed brings together regulators and industry under FAO auspices.
VICH produces guidelines which are applied by the three Founding Members, and application by Standing member governments, is strongly encouraged. All guidelines are agreed by the Founding Members, after careful input over multiple years from the best available national experts on specific subjects, from VICH Founding Members, Standing and Forum Members, and industry. VICH guidelines are the result of input from the best specialists, working together to reach scientific and regulatory consensus. 
VICH, like ICH for the human medicines industry, was expressly set up to create a discussion forum between regulators, but also between regulators and industry. Harmonisation of the preregistration technical data requirements brings significant benefits to society: including less testing on animals, better availability of veterinary products in more countries to counter animal and zoonotic diseases, better use of public resources, etc. 
Regulated industries in almost all constituencies, engage with regulators to discuss non-product specific issues. For example, the EMA (European Medicines Agency) invites the human and animal health industries annually to discuss new technologies, innovations, processes and regulations. Other nations have similar approaches. Many regulators also invite others - like academics, NGO's, societal groups, etc. - to provide input. Such discussions are widely accepted and applied processes. These were deliberately created by governments to gather and exchange information and such initiatives have positive benefits. 

Participants 
Both VICH and ICH were set up by the governments of three aforementioned regions, and both have included industry representation through national trade associations from the start. Since their inception both VICH and ICH have evolved to include representatives of many other governments. In the case of VICH, 32 governments engage on a regular basis. The UK was represented by the European Commission and the European Medicines Agency prior to Brexit. After Brexit, the UK joined as a Standing Member. The UK government is represented by VMD.
It should be noted that the guidelines created by VICH are applied widely around the world - in the 32 countries and regions (EU27) involved in VICH, but also in countries who use VICH guidelines as foundation for their national approaches.


Transparency 
All written content related to VICH business is publicly available to all on its website, including meeting minutes. https://vichsec.org/

Recent discussions about parasite control products 
VICH Guideline 6 (Environmental Impact Assessment) has been a topic of discussion at recent VICH Steering Committee meetings. Minutes state that there is no consensus within the Steering Committee for updating this guideline as it relates to parasite control products. 
VICH Guideline 6 includes a provision often referred to as the ‘however clause’, which allows regulators to require a more in-depth environmental assessment where there are grounds (e.g. the characteristics of the compound being authorised) to believe that a companion animal product may present an environmental risk. 
Most regulatory bodies view VICH guidelines as a foundational reference rather than a strict endpoint. Several factors influence decisions about adopting new VICH guidelines, including differences in farming practices, animal breeds, disease burdens, and legislative or infrastructural needs. Flexibility is maintained, allowing deviations by countries if supported by scientifically sound justifications.

Addressing misconceptions 
The following points may help clarify possible misunderstandings about VICH:
· VICH does not discuss, assess or authorise individual veterinary medicines. Product authorisation and regulatory decisions remain the responsibility of national or regional regulators.
· VICH does not set global food safety standards. Food safety standards are addressed through bodies such as Codex Alimentarius and the Joint FAO/WHO Expert Committee on Food Additives (JECFA), although VICH may develop technical data requirements relevant to veterinary medicines.
· VICH guidelines do not override UK law. The UK’s veterinary medicines regulatory regime remains governed by UK legislation and implemented by the Veterinary Medicines Directorate.
· VICH has developed guidance relevant to environmental impact assessment, including Guideline 6 on Environmental impact assessment.
· Industry participation in VICH contributes technical and scientific expertise to guideline development. 
· Neither the VICH, nor industry has the authority to approve products or make regulatory decisions, this remains the sole prerogative of independent, national regulatory authorities, such as the VMD.
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