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Committee for Veterinary Medicinal Products
• Scientific committee of the EMA
• All EU member states + Norway and Iceland
• 5 members based on expertise
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Role of the CVMP

Evaluating applications 
for medicines

Evaluating residue limits
Contribute to 

development of
medicines
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• Independent from industry

• Do not perform any studies

• Medical companies and the 
production of medicines are
controlled by inspections

Role of the CVMP
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CVMP Working parties

CVMP

Efficacy
Immuno-
logicals

Novel
therapies and 
technologies

Safety

Environmental
Risk 

Assessment

Scientific 
AdviceAntimicrobials

Quality

3Rs

ESUAvet

Pharmaco-
vigilance

• Scientific groups with expertise 
in specific fields

• Members from the network 

• Draft guidance documents and 
support CVMP on scientific 
matters
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Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal

Life cycle of medicines

The CVMP is involved in all 
stages of the life cycle of a 
veterinary medicinal product
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CVMP and the EMA provide support to companies
developing medicines through

o Scientific advice
− Scientific Advice Working Party 
− Specific questions concerning development of a product

o Innovation Task Force (ITF)
− Discussion platform at early stages of product development

o Development of guidance (scientific and regulatory)

Research and development
Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal
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• Regulation (EU) 2019/6 
describes content and format 

• Same structure and principles
as for human medicines

• The applicant provides data
• 210 days of assessment + 

clock stops

New applications for medicines
Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal

Quality

Safety Efficacy
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Submission 
by Applicant

CVMP 
appoints

Rapporteurs

Rapporteurs
assessment

report;
Peer Review

CVMP 
comments

Discussion by 
CVMP

Questions to 
Applicant

Agreed and 
adopted by 

CVMP

Responses to 
questions

from 
Applicant

Rapporteurs
assessment

report
Peer Review

CVMP 
comments

Discussion by 
CVMP

CVMP 
Opinion

Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal

Commission decision

The MA procedure

Teams of experts
Multinational assessment teams
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Everything that happens after authorisation

• Variations - changes to the authorisation

• Referrals - to resolve issues for example:
− concerns over the safety or benefit-risk balance 

− disagreements among Member States on the use of the medicine

Post-authorisation
Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal
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Pharmacovigilance

• Continuous monitoring of safety of medicines

• Use of medicines in practice in larger numbers of animals makes it possible
to detect rare events that are not seen in studies in the application

• Adverse event reports is the primary information source

Post-authorisation
Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal

Changes in Regulation
(EU) 2019/6 – new 

roles, processes and 
systems
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Signal Management
Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal

PhVig
Database Signal

EMA/NCA
-Targeted Signal Management
-CVMP/PhVWP assesses and 
decides on action

MAH 
-Assessment of signal
-Proposal for action
-To CVMP via variation

Adverse Event reports

Potential outcomes
-Changes to Product Information
-Risk Management Measures
-Close monitoring
-Post-marketing surveillance
study
-Communication of information     
to veterinarians
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Signal Management
Research and 
development

Marketing 
Authorisation 

Application

Safety surveillance
Pharmacovigilance

Continuous
development

Variations

Withdrawal

PhVig
Database Signal

MAH 
-Assessment of signal
-Proposal for action
-To CVMP via variation

Potential outcomes
-Changes to Product Information
-Risk Management Measures
-Close monitoring
-Post-marketing surveillance
study
-Communication of information     
to veterinarians

Positive 
benefit-risk balance

EMA/NCA
-Targeted Signal Management
-CVMP/PhVWP assesses and 
decides on action

Adverse Event reports
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• To help companies developing medicines

• To help assessors and harmonise evaluations

• Working Parties draft guidance → Discussion and adoption 
by CVMP

• Operational Expert Groups address certain topics requiring
specific expertise, e.g. bacteriophage guideline

The CVMP provides guidance
CVMP

Efficacy
Immuno-
logicals

Novel therapies
and 

technologies

Safety

Environmental Risk 
Assessment

Scientific 
Advice

Antimicrobials

Quality

3Rs

ESUAvet

Pharmaco-
vigilance
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EMA and the CVMP collaborates
with and contributes to the work
of a number of European and 
international actors

Wider collaborations and contributions
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Wider collaborations and contributions

Guidance documents and scientific
recommendations relating to the 
implementation of Regulation (EU) 2019/6 
• List of antimicrobials reserved for humans
• Collection of data on antimicrobials used in animals
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Taking part in expert panels
• Scientific opinion on vaccination against

highly pathogenic avian influenza

Wider collaborations and contributions
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Development of international 
scientific guidance for 
veterinary medicines

Wider collaborations and contributions
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CVMPPublic 
consultation of

documents

Scientific 
Advice, ITF

Focus Group 
meetings

Interested
Perties

meetings
Workshops

Surveys

Horizon 
scanning

Trainings

Keeping our knowledge up to date

Work plan for activities

EU Network Training Centre –
platform for training within the network
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We are part of a network
– collaboration is our strength
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Any questions?

Thank you
for your
attention
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