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Contribution of EMA and the EU network to veterinary medicines
science and regulation

CVMP role and responsibilities
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Vice-chair of CVMP
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Committee for Veterinary Medicinal Products

EUROPEAN MEDICINES AGENCY o Al EU member states + Norway and Iceland

SCIENCE MEDICINES HEALTH

0 e Scientific committee of the EMA

* 5 members based on expertise
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Role of the CVMP

Evaluating applications
for medicines

(/l LAKEMEDELSVERKET

Evaluating residue limits

Contribute to
development of
medicines




Role of the CVMP 0 e L

* Independent from industry
* Do not perform any studies

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




CVMP Working parties

» Scientific groups with expertise
in specific fields

« Members from the network

 Draft guidance documents and
support CVMP on scientific
matters

Efficacy
Pharmaco- Immuno-
vigilance logicals

Novel
ESUAvet therapies and
technologies

a5
3Rs \ CVMP , Safety
£

Quality Risk
Assessment

Scientific
Advice

Antimicrobials




Life cycle of medicines

Research and

development

The CVMP is involved in all
stages of the life cycle of a
veterinary medicinal product

Withdrawal

Continuous
development
Variations

Safety surveillance
Pharmacovigilance
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Research and development

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)
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New applications for medicines

« Regulation (EU) 2019/6
describes content and format

« Same structure and principles

as for human medicines Quality

« The applicant provides data

« 210 days of assessment + Safety  Efficacy
clock stops
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The MA procedure
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Teams of experts
Multinational assessment teams
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The MA procedure
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The MA procedure

Clock stop
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The MA procedure

e N 4 - N s
Rapporteurs Rapporteurs
assessment assessment
report; Questions to report
CVMP i Applicant Responses to _
Submission ADDoiNts Peer Review questions Peer Review CVMP Sy European
by Applicant 5 PP ) CVMP Agreed and from CVMP Opinion Commission
APPOTEEUTS comments ad?:?/tl\(jli 2y Applicant comments
Discussion by Discussion by Commission decision
CVMmP CVMP
\_ A\ AN A\ AN VAN AN /

Benefit-risk balance
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Post-authorisation

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
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Post-authorisation

Changes in Regulation

Pharmacovigilance = S)20oc-rew

systems

« 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
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Signal Management

Safety surveillance
\ Pharmacovigilance

MAH

-Assessment of signal

. b Pth\:g Signal > -Proposal for action
) EElENE -To CVMP via variation

& Potential outcomes
-Changes to Product Information

-Risk Management Measures
-Close monitoring
EMA/NCA -Post-marketing surveillance

A
bl -Targeted Signal Management study
0} -CVMP/PhVWP assesses and

-Communication of information
decides on action

to veterinarians

Adverse Event reports
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Signal Management

Safety surveillance
Pharmacovigilance

MAH
-Assessment of signal

Phvig — Signal -Proposal for action
-To CVMP via variation

DEIE]EHS
% Potential outcomes

-Changes to Product Information
-Risk Management Measures

&
-Close monitoring
A EMA/NCA -Post-marketing surveillance
@g} % ﬁ -Targeted Signal Management study
-CVMP/PhVWP assesses and -Communication of information
05 decides on action to veterinarians

Adverse Event reports

Positive
benefit-risk balance
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The CVMP provides guidance ="

ESUAvet

technologies

. CVMmP

3Rs

* To help companies developing medicines — e

Quality Envronmental sk

* To help assessors and harmonise evaluations

« Working Parties draft guidance — Discussion and adoption
by CVMP

« Qperational Expert Groups address certain topics requiring
specific expertise, e.g. bacteriophage guideline

(/l LAKEMEDELSVERKET




Wider collaborations and contributions

2y U.S. FOOD & DRUG

European

Cormmistion \\yede

EMA and the CVMP collaborates
eﬂ/Qfﬂ, with and contributes to the work

" % of a number of European and
international actors riECHA

\w/ Food and Agriculture Organization
of the United Nations
@)) World Organisation
for Animal Health
CODEX ALIMENTARIUS Founded s OIF
INTERNATIONAL FOOD STANDARDS

ADMINISTRATION
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Wider collaborations and contributions

European
Commission

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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- Ref. pees202251044977 1310772022

EUROPEAN COMM‘SS\ON
D\RE(.T()RATE GENERAL FOR HEALTH AND £FOOD SAFETY

pirectorate G =T pmpal\.dn:ss n food, anima and plants
Unit G1- Anl nimal Hﬂ\

Head of Unit

Brussels;
SANTE/G'Z/\DC/:\((Z(\ZZ)S(\IWO&

ede

EUROPEA
N
FOOD SAFETY AUTHORIT
Y

Tak .
els

Subject: Request for 2 scient'\ﬁ: opinion on vacc‘maﬁon aga'mst highly pa(hogen'\c
avian influenza

Dear DI Ernesto Licband Criado,

1 would like submit 2 formal 1€ que o EFSA for a scientific opinion on yaccination
gamst \gh\y pamoge nic avian 1% infl (ﬂPA\)

Scientif

: ic opini

hlghl pinion on vac : |

y pathogenic avian i(i:?lﬁgon against
nza

HPAL vmlses n wild birds pos® a s'\gn'\ﬁcam challeng® to misk managers taking 1010
-y of infectio® Jated 10 the i

account (hc recurT cm high 18 of n' for poultry- co! migration season
i1d bird: he rec! years, ¢ HPAL epidem! casons 11
erity. The '\d b wild

protect poultry from 10 ection
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Wider collaborations and contributions

VICH......

VICH GL11 (QuaLITY)
January 2007
Reyision ¢ Siep 9 VICH GL 43 (TARGET ANIMAL SAFETY) - PHARMACEUTICALS

\ /ICH rechnical g s For Implementation at Step 7 July 2008
For implementation at Step 7

VICH GL36 (R2) (SAFETY - MICROBIOLOGICAL ADI)
Fobruary 2019

Second Revision at Step 9

For Implemontation at Stop 7

IMPURITIES IN NEW VETERINARY MEDICINAL

STUDIES TO EVALUATE THE SAFETY OF PRoDUCTS (REVISION) TARGET ANIMAL SAFETY FOR VETERINARY
RESIDUES OF VETERINARY DRUGS IN HUMAN ‘ PHARMACEUTICAL PRODUCTS
Foop:
GENERAL APPROACH TO ESTABLISH A
MICROBIOLOGICAL ADI

‘ Development of international
L| VicH scientific guidance for @

VICH GL9 (GCP)
June 2000 VICH GLS (ECOToxicITY PHASE I)

eg

June 2000

For implemontaton xSt 7 V et e ri n a ry m e d i Ci n e S Forimplmanaton s Sop

Goob CLINICAL PRACTICE ENVIRONMENTAL IMPACT ASSESSMENT
(E1As) FOR VETERINARY MEDICINAL
PropucTs (VMPs) - PHASE |

Recommended for Implementation
at Step 7 of the VICH Process
on 15 June 2000

by the VICH Steering Committee Recommended for Implementation

atStep 7 of the VICH Process
on 15 June 2000
by the VICH Steering Committee
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Keeping our knowledge up to date

Interested
Perties Workshops
meetings
Focus Group
meetings SUNES
Scientific Horizon
Advice, ITF scanning
Public
consultation of Trainings

documents

EU Network Training Centre —
platform for training within the network

Work plan for activities
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‘Thank you
for your
attention

Any questions?
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