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Controlling a Veterinary Medicine 

Across Its Whole Life

How a good regulatory system exercises control from the first laboratory study to the last batch withdrawn from the market.
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THE SHAPE OF THE JOURNEY

A medicine's life, end to end

BEFORE THE MARKET

01 Foundations

02 Development and 

evidence

03 Assessment and 

authorisation

ONTO THE MARKET

04 Manufacture

05 Batch release

06 Distribution and supply

IN THE MARKET

07 Surveillance and testing

08 Use and safety 

monitoring

09 Change and exit

Control is continuous. A decision taken at one stage is only as good as the checks that follow it.
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FIRST PRINCIPLES

What it means to control a product

Control is not paperwork. At every stage a good system needs three things at once, 

and it is weak wherever one of them is missing.

1 Authority

A clear legal power to decide, to require, to enter, to sample and to stop. 

Without it, the best science has no effect.

2 Evidence

Decisions rest on data the regulator has seen and can defend, held to standards 

published before the application arrives.

3 The ability to act

Approvals can be varied, suspended or withdrawn, products recalled and 

destroyed, and the action verified afterwards.
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STAGE 01

Foundations: the rules of the game

Before a single product is assessed, the system has to exist in 
law. Legislation defines which products and technologies are 
regulated, which institutions do the regulating and what 
powers they hold. Where several bodies share the work, the 
law also sets out how they coordinate so that a company 
never faces two contradictory answers.

This is the least visible stage and the one that limits everything 
else.

WHAT THE REGULATOR IS DOING

Defining the scope

Which products, from pharmaceuticals to vaccines, 

ectoparasiticides and medicated feed.

Assigning the powers

Mandates, roles, enforcement powers and the channels 

between institutions.

Setting the standards

Guidelines developed, kept current and published for 

everyone to work to.
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STAGE 01  ·  FOUNDATIONS

Regulatory principles that apply here

Nothing without a legal basis

Every regulatory action needs a provision 

behind it. Where the law is drafted but not 

enacted, the result is uncertainty and 

inconsistent enforcement.

One system, no contradictions

Central and peripheral bodies work to the 

same regulations, standards and procedures, 

with coordination channels written into the 

law.

Regulate at arm's length

The authority is independent of researchers, 

manufacturers, distributors and the 

procurement system, with declared interests 

and a published code of conduct.

Decisions can be challenged

There is a defined basis for complaints and 

appeals, heard independently of the body 

that made the original decision.

Those affected, including industry, the veterinary profession and civil society, should be consulted when the rules are written.

5



STAGE 02

Development and evidence

Long before an application arrives, the regulator shapes the 
evidence that will support it. Studies are themselves 
regulated. Data requirements for quality, safety and efficacy 
are published in advance, and the maximum residue limits 
that govern food producing species are established with their 
own data requirements.

Setting the standard early is what makes the later decision 
defensible.

WHAT THE REGULATOR IS DOING

Regulating studies

Provisions for conduct of studies, so that data are generated 

to a known standard (GLP, GCP).

Publishing requirements

Guidelines on quality, safety for people, target species and 

the environment, and efficacy.

Setting residue limits

Maximum residue limits established, with defined data 

requirements behind them.
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STAGE 02  ·  DEVELOPMENT AND EVIDENCE

Regulatory principles that apply here

Standards are published in advance

Applicants should know the requirements in 

advance. Guidelines are developed, 

recognised, kept up to date and made 

publicly available.

Safety is assessed in the round

Human safety, target species safety and 

environmental safety are separate questions, 

and each needs its own evidence.

Food safety limits come first

For food producing species, residue limits 

and withdrawal periods are the bridge 

between animal treatment and the human 

food chain.

Proportionate to the product

Requirements match the risk and novelty of 

the product. Well established substances 

need not carry the evidence burden of a 

genuinely new one.
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STAGE 03

Assessment and authorisation

The authorisation decision is the gate. A product may only be 
manufactured, imported, distributed, sold or supplied once it 
has been assessed and approved. The dossier is examined for 
quality, safety and efficacy, and the product information is 
approved as part of the same decision.

Where expertise is thin, the authority may draw on the 
assessments or decisions of others, but the decision and the 
accountability remain its own.

WHAT THE REGULATOR IS DOING

Assessing the dossier

Documented procedures and tools for the quality, safety and 

efficacy parts of the application.

Approving the words

The summary of product characteristics, leaflet, packaging 

and labelling are approved too.

Confirming the maker

Good manufacturing practice evidence forms part of the 

authorisation decision.
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STAGE 03  ·  ASSESSMENT AND AUTHORISATION

Regulatory principles that apply here

Approval rests on evidence, not origin

The same criteria apply regardless of whether 

the product is domestic or imported or made 

by a public or a private company.

The label is part of the approval

What the product claims, which species it 

treats, and its withdrawal periods are 

regulated as tightly as its composition.

Predictable and time bound

Timelines are defined, published and tracked, 

so applicants can plan and the authority can 

be held to its own standards.

Reliance is a strategy, not a shortcut

Recognising another authority's report or 

decision is legitimate where the criteria are 

written down. Accountability stays at home.

Emergency and special situations need their own defined route, so that urgency does not become an excuse for no route at all.
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THE HEART OF THE DECISION

Three questions, and the words that carry them

Every authorisation is an answer to the same three questions. The fourth element, the 

product information, is how those answers reach the person holding the bottle.

Quality Is it what it says it is, made consistently, and stable for its shelf life?

Safety Is it safe for the animal, the handler, the consumer and the 

environment?

Efficacy Does it do what is claimed, in the species and at the dose 

proposed?

Product information

The summary of product characteristics, leaflet, packaging and labelling translate the assessment into instructions that can actually be 

followed on a farm or in a practice. If they are wrong or unclear, a correct scientific decision still fails in use.
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STAGE 04

Manufacture

A product approved on paper still has to be made correctly, 
batch after batch. Manufacturers hold a licence granted on 
demonstrated compliance with good manufacturing practice, 
confirmed by inspection rather than by declaration.

Inspectors need real powers: to enter premises at any 
reasonable time, to collect evidence and samples, and to act 
on what they find.

WHAT THE REGULATOR IS DOING

Licensing the site

A licence issued, varied, suspended or revoked by the 

authority, with inspection before it is granted.

Inspecting by risk

Inspection planning based on quality risk management rather 

than a fixed rota.

Grading what is found

Findings categorised by risk, so that response is proportionate 

and comparable.
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STAGE 04  ·  MANUFACTURE

Regulatory principles that apply here

A licence is earned, not issued

Compliance with good practice is confirmed 

by inspection before a licence is granted or 

re-granted and again after any substantial 

modification.

Inspect where the risk is

Planning, frequency and depth follow quality 

risk management. Inspections may be 

announced or unannounced, domestic or 

overseas.

Inspectors need real powers

Rights of entry at any reasonable time and to 

collect evidence and samples are what make 

an inspection more than a guided tour.

Findings are graded, not just listed

Critical, major and other findings drive 

proportionate follow up and reports are peer 

reviewed before they are issued.

The same criteria apply to domestic and foreign, public and private establishments alike.
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A PRINCIPLE WORTH PAUSING ON

Risk, not routine

Regulatory effort is finite. Directing it by risk is what allows a small authority to give meaningful assurance across a large 

supply chain.

Where to look

Inspection and sampling plans weighted 

towards products, sites and supply routes 

where failure would matter most.

How hard to look

Depth of assessment matched to novelty 

and risk, from full evaluation to reliance on 

work already done elsewhere.

How to respond

Findings graded by consequence, so that a 

critical deficiency and an administrative slip 

do not attract the same response.

When to act fast

Written criteria and a risk management plan 

for the circumstances in which routine 

processes will not be enough.
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STAGE 05

Independent batch release

For vaccines and other immunological products, approval of 
the product is not enough. These are biological materials with 
inherent variability, so assurance is given batch by batch, 
independently of the manufacturer, before release onto the 
market.

The depth of that check is a judgement, not a fixed rule.

WHAT THE REGULATOR IS DOING

Reviewing the record

Summary protocols examined against the marketing 

authorisation for each batch.

Testing where needed

Full or selected independent testing, chosen according to the 

product and its history.

Watching consistency

Batch to batch consistency analysed over time, not just batch 

by batch in isolation.
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STAGE 05  ·  INDEPENDENT BATCH RELEASE

Regulatory principles that apply here

Independent of the maker

The assurance has value precisely because it 

does not come from the manufacturer's own 

quality function.

Effort matched to the product

The strategy reflects the nature of the 

vaccine, its production history and safety 

profile, and other available evidence of 

quality.

Trends matter as much as results

Consistency between batches reveals drift 

that no single passing result would show.

Recognise good work done elsewhere

Certificates from another competent 

authority may be accepted, provided the 

acceptance policy and criteria are 

documented.
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STAGE 06

Distribution and supply

Between the factory and the animal sits a chain of importers, 
wholesalers, distributors, repackagers and retailers. Each 
should hold a licence, and each is a point at which quality can 
be lost or a falsified product introduced.

Control at the border matters as much as control at the 
factory gate.

WHAT THE REGULATOR IS DOING

Licensing the chain

Distributors, wholesalers, importers, exporters and retailers 

licensed on good distribution practice.

Controlling imports

Authorisations for import, with regulatory presence at 

designated entry and exit points.

Protecting the product

Good distribution practice, including cold chain management, 

applied along the whole route.
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STAGE 06  ·  DISTRIBUTION AND SUPPLY

Regulatory principles that apply here

Only licensed hands

Every actor in the chain operates under a 

licence granted on demonstrated compliance 

and notifies the authority of significant 

changes.

Control at the border

Import and export are regulated activities 

with their own authorisations, guidance and 

permanent regulatory presence at 

designated ports.

Quality has to survive the journey

Good distribution practice, including cold 

chain management, protects a product that 

was made correctly from being ruined in 

transit.

Traceable to the batch

Records that allow a specific batch to be 

followed and, if necessary, recalled from 

every point it reached.

A published register of licensed establishments lets purchasers check who they are buying from.
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STAGE 07

Surveillance and testing

Once products are on sale, the regulator needs its own view of 
what is actually out there. Samples are drawn from across the 
supply chain and tested independently, complaints and market 
reports are reviewed and promotional material is checked 
against what was approved.

This is the reality test for every earlier decision.

WHAT THE REGULATOR IS DOING

Sampling the market

A risk-based surveillance programme drawing samples from 

different points in the chain.

Testing independently

Quality testing by a national control laboratory or by external 

laboratories acting for the authority.

Checking the claims

Promotion and advertising, including material aimed at 

professionals, reviewed against the approved information.
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STAGE 07  ·  SURVEILLANCE AND TESTING

Regulatory principles that apply here

Sample where it matters

A surveillance programme targeted by risk 

finds more than one that samples evenly and 

uses scarce laboratory capacity well.

Test independently

The authority needs access to a laboratory it 

can direct, whether its own or external, with 

validated methods and qualified reference 

standards.

Make it easy to report

The public and professionals need a 

straightforward route to report a suspect 

product and to know their report was 

received.

Control the message

Promotion is regulated because a correct 

label is undermined by marketing that 

implies something else.

Out of specification results need a documented route of their own, including a retest policy, so findings are neither buried nor overstated.
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THE HARDEST TEST OF A SYSTEM

Substandard and falsified products

Falsified products are the clearest case where all the principles have to work together. Detection alone achieves nothing 

without the power and the machinery to respond.

1 Prevent

Licensed supply chains, border control 

and traceability that make entry 

difficult in the first place.

2 Detect

Risk based sampling, laboratory testing, 

complaint handling and reports from 

the public and the profession.

3 Respond

A rapid alert system, recall to the right 

level of the distribution chain, and safe 

storage and destruction.

4 Verify and tell

Documented confirmation that batch 

traceable action was taken, and 

communication to other authorities 

and networks.

Speed is the whole point. A recall system that works in three days and one that works in three months are different systems.
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STAGE 08

Use and safety monitoring

Rare effects appear only when a product is used widely, in real 
conditions, by people who did not run the trials. 
Pharmacovigilance detects, assesses, understands and 
prevents adverse effects and other problems once the product 
is in use.

Residue monitoring runs alongside it, checking that 
withdrawal periods work in practice as well as on paper.

WHAT THE REGULATOR IS DOING

Collecting reports

Adverse events in animals, reactions in people, environmental 

incidents and residue findings.

Turning data into decisions

Signals investigated, benefit and risk reassessed, and 

regulatory action taken where needed.

Closing the loop

Feedback to vets, farmers and owners, supported by a risk 

communication plan.
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STAGE 08  ·  USE AND SAFETY MONITORING

Regulatory principles that apply here

Everyone has a duty to report

Distributors, importers, exporters, 

veterinarians, owners and consumers are all 

encouraged to report, and the duty of 

holders is set in law.

A signal must lead somewhere

Reports are investigated and interpreted on a 

schedule, with the authority able to require 

further safety or efficacy studies.

Benefit and risk are never settled

The balance is reviewed regularly against 

accumulating data, and authorisations are 

amended, suspended or withdrawn as the 

evidence moves.

Close the loop with the reporter

Regular feedback to those who report 

sustains the reporting culture the whole 

system depends on.

Serious safety concerns can erode public confidence quickly, which is why risk communication is planned rather than improvised.
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STAGE 09

Change and exit

Products change. Formulations are varied, indications 
extended, manufacturing sites moved, and eventually 
products are withdrawn or removed. A good system treats 
change as a regulated event rather than a private matter for 
the company.

The end of the lifecycle loops back to its beginning, because 
every change is a fresh, if smaller, assessment.

WHAT THE REGULATOR IS DOING

Assessing variations

Defined types and scope of variation, with the documentation 

required for each.

Reviewing periodically

Renewal or periodic review of authorisations, informed by 

safety data gathered in use.

Removing safely

Suspension, withdrawal or cancellation, with recall and 

verified destruction where needed.
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STAGE 09  ·  CHANGE AND EXIT

Regulatory principles that apply here

No silent changes

Variations are defined, categorised and 

assessed. A company cannot quietly alter a 

product the regulator approved.

Authorisation is not permanent

Whether through renewal at fixed intervals 

or through continuous surveillance, an 

approval is kept under review.

Act in proportion

The authority can withhold, suspend, 

withdraw or cancel, and the response should 

match the concern rather than reach 

automatically for the strongest tool.

Removal must be verified

Recall is followed by documented, batch 

traceable confirmation that the product was 

actually withdrawn or destroyed.
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RUNNING THROUGH EVERY STAGE

The principles that never leave

Certain principles are not tied to a moment in the lifecycle. They are the conditions under 

which every other decision is made well or badly.

Independence

Free of conflicts of interest, with 

declarations gathered and a code of 

conduct enforced.

Competence

Enough staff with defined job 

descriptions, annual training plans and 

verified training effectiveness.

Quality management

Processes identified and controlled, 

documents managed, audits held and 

corrective actions closed.

Proportionality

Risk directs where effort goes, how deep 

assessment runs and how firmly the 

authority responds.

Transparency

Rules, decisions and performance 

published, with confidential material 

properly protected.

Learning from results

Databases, indicators and reports that let 

the authority see its own performance 

and improve it.
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A PRINCIPLE MADE CONCRETE

What an open system publishes

Transparency is easy to agree with and easy to avoid. It becomes real when specific things are published, kept current, 

and easy to find.

Legislation, regulations and guidelines The list of authorised products, with 

product information

Summary assessment reports for 

approved products

The register of licensed establishments

Inspection outcomes, metrics and the list 

of inspectors

Fees, tariffs and the authority's budget

Service standards and response timelines Safety communications and recall notices

Publication is also a discipline. An authority that publishes its timelines tends to meet them.
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WORKING WITH OTHERS

Reliance done well

Authorities struggle to do everything from first principles. Reliance is how a system stays 

credible within its means, and it appears at almost every stage of the lifecycle.

Assessment Recognising or relying on marketing authorisation reports and 

decisions from other authorities.

Inspection Accepting foreign inspection outcomes and enforcement actions on 

a well-founded basis.

Testing and release Using external laboratories and accepting batch release certificates 

from another authority.

Three conditions

A documented policy with written criteria for when reliance is used.     ·     Legal provisions that permit it.     ·     Accountability for the 

outcome that stays with the national authority.
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IN SUMMARY

A loop, not a line

1 Control is continuous

Authorisation is a beginning. What follows it, in the factory, the supply chain 

and the field, decides whether the decision holds.

2 Every stage needs the same three things

The authority to act, the evidence to justify acting, and the practical means 

to make the action stick.

3 Evidence flows backwards

Surveillance and safety data return to the authorisation, which is why the 

last stage of the lifecycle is also the third.
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