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The French Agency for Veteri-
nary Medicinal Products (ANMV),
part of ANSES, is the compe-
tent authority for assessing and
managing risks associated with
veterinary medicinal products in
France. It assesses national and
European marketing authorisation
(MA) applications for veterinary
medicinal products, as well as
European dossiers on acceptable
maximum residue limits in foods
of animal origin. It issues MAs
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manufacturing, operation, whole-
sale distribution and export, and
also certifies exports of veterinary
medicinal products.

It monitors the risk of adverse
effects and problems with market
availability of veterinary medicinal
products, verifies product quality
and advertising, and inspects vet-
erinary pharmaceutical establish-
ments. Lastly, it is a collaborating
centre for the World Organisation
for Animal Health (OIE).

“The French
Agency for
Veterinary
Medicinal
Products verifies
product quality
and advertising,

for veterinary medicinal products,
authorises clinical trials, imports,
temporary use and the opening of
establishments for pharmaceutical

and inspects
veterinary
pharmaceutical
establishments.”

SECOND ANMV DAY: A MEETING
WITH STAKEHOLDERS

On 15 October 2019, the ANMV organised its second one-day meeting with 100
people representing all its stakeholders in the veterinary medicinal product line:
veterinary pharmaceutical manufacturers, wholesale distributors, veterinarians,
livestock farmers and OIE representatives. The morning saw presentations on the
latest developments in the new veterinary regulations, the legal status of veterinary
medicinal products and borderline products, and a review of the revision of withdrawal
periods. The presentations were interspersed with brief items on Brexit impact and
veterinary medicinal product advertising, and an update on work on the impact of
biocidal products on veterinary drug distribution in drinking water. The afternoon was
devoted to workshops on “Antibiotic use: what indicators? For what purposes?”;
“Twenty years of pharmacovigilance: what expectations and outlook for veterinary
pharmacovigilance?” and “The Advisory Committee for Veterinary Medicinal Products:
assessment of its first term and reflection on the orientations and prospects for its
second term”. This very full day gave each stakeholder a chance to exchange ideas
and identify promising areas of work to be explored.
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Contextv

At the European level, 2019 was mainly char-
acterised by:

= the entry into force of the legislative package
relating to veterinary medicinal products, com-
prising three European regulations. This was
followed by the start of work on adopting the
delegated and implementing acts necessary
for its application, through the establishment
of expert working groups at the European
Medicines Agency (EMA) in which the ANMV
participated, and negotiation meetings at the
European Commission. At the same time, EMA
and the European Commission also set up
expert groups to develop the databases and
IT tools provided for in the regulations;

=> the continuation of preparatory work for the
implementation of Brexit, in particular a study
of the impact of a no-deal UK withdrawal on
the availability of veterinary medicinal products
in France;

“In 2019, the ANMV
also underwent
some structural
changes, with the
move to its new
premises and an
overhaul of its
organisation.”

KEY FIGURES

MARKETING
AUTHORISATIONS
MAS

MAs issued

import authorisations issued

INSPECTION
AND MARKET
SURVEILLANCE

inspections of pharmaceutical
establishments

quality control tests performed

on 89 veterinary medicinal
products

PHARMACOVIGILANCE

adverse effect reports recorded, of
which 2,428 were considered serious
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Work undertaken
and key eventsv

In 2019, veterinary pharmaco-
vigilance work carried out as
part of a thesis defence was
finalised. Based on retrospective
studies of declarations, this work
focused on the nephrotoxicity
of veterinary medecines in dogs
and cats and serious side effects

"For the first

of vaccines in cats. A study was
also conducted on post-vaccinal
events in horses reported over a
three-year period (2016-2018).
In 2019, the ANMV issued calls
for vigilance when using veterinary
medicines containing altrenogest
for humans, as well as a reminder

of the serious secondary risks
of administering permethrin to
cats, which should be avoided
at all costs.

time in France,
an eprinomectin

In connection with a call for expressions of interest
(EPRIBELE project), a veterinary thesis on a method

o for detecting suspected inefficacy of eprinomectin

resi St an t administered topically to dairy goats was defended

3 in October. The experimental study conducted on six
Trichostrongylus/ . P 1y oonduoted

dairy goat farms detected an eprinomectin-resistant

Tela d orsa g 'i a Trichostrongylus/Teladorsagia population for the first

time in France, and proposed a method for detecting
the inefficacy of eprinomectin in dairy goats with the
help of a faecal egg-count reduction test that can
be used to document cases for pharmacovigilance.

population has
been detected”

In June, the European Pharma-
copoeia Commission adopted 43
monographs and chapters by the
group of experts in charge of vet-
erinary vaccine monographs (15V)
subsequent to implementation
of a new approach to managing
foreign agents in immunological

veterinary medicinal products.
This work was carried out over six
years in conjunction with EMA’s
Immunology Working Party (IWP),
in a context of international har-
monisation (VICH). The ANMV
has chaired the 15V group for the
past eight years. 15V is tasked

with drafting and revising the
European Pharmacopoeia’s
monographs and chapters on
veterinary vaccines and immu-
nosera.
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EU-US AGREEMENT ON MUTUAL RECOGNITION:
THE ANMV AUDITS THE FDA

From 10 to 14 June 2019, the ANMV conducted an audit of the US Food and Drug
Administration (FDA), mandated by the European Commission. The audit team consisted
of three inspectors from ltaly, Germany and Poland, led by the head of the ANMV’s
Inspection Unit. This audit took place as part of the extension of the Agreement on
mutual recognition between the European Union and the United States to include the
veterinary field. The Agreement concerns inspections carried out on drug manufacturing
sites in the respective territories. This major agreement between the EU and the
FDA updates the historic 1998 text and strengthens relations on both sides of the
Atlantic, with a view to better streamlining the resources devoted to inspections and
deploying more resources to other regions of the world where active substances and
medicines are produced. As a result, US inspectors will no longer have to come to
inspect veterinary drug manufacturing establishments located in the European Union
for exports to the United States. This agreement will increase access to high-quality,
safe and effective medicines regardless of where they are manufactured and will make
it easier to prioritise inspections of the highest risk sites.

“These data enable a more accurate
assessment of antimicrobial use

in different animal species receiving
antimicrobials in medicated feed”

As part of the mandatory report-
ing of antimicrobial sales by
retailers of veterinary medici-
nal products, in July 2019 the
ANMYV published its first report
providing an initial analysis of the
data supplied by manufacturers
and distributors of medicated
feed. These data enable a more
accurate assessment of antimi-
crobial use in different animal

species receiving antimicrobials
in medicated feed.

The ANMV played an active role
in European work on antimicrobial
resistance, in particular on the
categorisation of antimicrobials
(Antimicrobial Expert Group -
AMEG) and on the delegated
acts provided for by the new
European regulations (collection
of usage data, establishment of

the list of antimicrobials reserved
for human use only).

Further afield, the ANMV contin-
ued to participate in international
groups working on the subject:
OIE Working Group on Antimicro-
bial Resistance, United Nations
InterAgency Coordination Group,
Codex Alimentarius Task Force
on Antimicrobial Resistance.
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As an OIE Collaborating Centre for Veterinary
Medicinal Products, the ANMV contributed its
expertise particularly in the field of antimicrobial
resistance by participating in the Working Group’s
activities during the general session in May, as
well as in development of the antimicrobial use
surveillance database. In addition, 2019 saw the
launch of the sixth training cycle for OIE national
focal points for veterinary products, on the topics
of veterinary medicinal product quality, pharma-
covigilance and autogenous vaccines. Besides
supporting the drafting of this cycle’s scientific
programme, the ANMV took part in the first two

meetings held: one in Addis Ababa (Ethiopia) for
English-speaking African countries, and the other in
Lomé (Togo) for French-speaking African countries.

Under the bilateral agreements it has signed, the
ANMV received a delegation from the China Institute
of Veterinary Drug Control (IVDC) in 2019, in order
to take stock of their cooperation agreement, which
will be renewed for a further five-year period starting
in 2020. The Agency also hosted Chinese experts
for training on several topics. Lastly, exchanges
with Thailand continued this year on the themes
of drug quality control, antimicrobial resistance
and autogenous vaccines.

“The exchanges with Thailand continued
this year on the themes of drug quality
control, antimicrobial resistance and

autogenous vaccines.”

The ANMV moved into its new
premises at the heart of the Bio-
Agropolis centre of excellence
in Javené, near Fougéres, on
1 April 2019. The building was
inaugurated on 23 May 2019 in
the presence of Roger Genet,
Director General of ANSES; Loig
Chesnais-Girard, President of
the Brittany Regional Council;
Jean-Luc Chenut, President of
the llle-et-Vilaine Departmental
Council; and Jean-Pierre Orand,
Director of the ANMV.

In order to meet the new chal-
lenges facing the Agency and
rebalance the different core
departments, the ANMV decided
to reorganise its structure around
three core departments and three
units:

—> A Scientific Assessment Depart-
ment, a Licensing Department and
an Inspection, Market Surveillance
& Pharmacovigilance Department;

—> A European & International
Affairs Unit, a Regulatory Affairs
& General projects Unit and an
Antimicrobial Resistance Unit.

This restructuring has enabled
risk assessment to be better seg-
regated from risk management,
as is the case for other regulated
products within ANSES’s Regu-
lated Products Division.
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Outlook
and projects
initiatedv

The European regulations on veterinary medicinal
products and medicated feed provide for numerous
delegated and implementing acts. In order to prepare
these secondary acts, the European Commission
mandated EMA to provide scientific and technical
opinions. The work has been divided into four
packages according to the adoption deadlines
set out in the regulations. In 2019, five working
groups issued recommendations on the acts to
be adopted before the Regulation comes into

force, and eight groups started or are continuing
their work on the draft acts to be adopted upon
its entry into force. The ANMV’s experts have
been heavily involved in these groups, holding
several chairs and co-chairs. The ANMV is also
supporting its supervisory ministries at meetings
with the European Commission, and has been
involved in the proofreading of draft acts.

“The ANMV's experts
have been heavily
involved [...]) holding
several chairs and
co-chairs.”
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After 29 March 2017, the date on which the United
Kingdom announced its intention to leave the European
Union, the ANMV adopted an action plan in order to
strengthen its position within European bodies and the
network of agencies, mainly through a plan to bolster
its teams. In 2019, the ANMV continued to work with

MA holders whose dossiers did not yet comply with
European regulations, in order to reduce Brexit’s impact
on the availability of veterinary medecines in France.
The ANMV is now the Reference Member State for 139
mutual recognition and decentralised procedures previously
managed by the United Kingdom, i.e. for 22% of them.

“The ANMYV is now the
Reference Member State
for 139 mutual recognition
and decentralised
procedures previously
managed by the United
Kingdom.”

22%

e

RENEWAL OF THE ADVISORY COMMITTEE
FOR VETERINARY MEDICINAL PRODUCTS

ANSES issued a call for candidates to renew the Advisory Committee for Veterinary Medicinal
Products for a second term until 2022. The Committee is tasked with providing ANSES
and the ANMV with a cross-cutting view of the issues in the field that they could take into
account when making administrative decisions, in order to better manage the risks associated
with veterinary medicinal products. It therefore provides information and is consulted
on optimising the pharmacovigilance system, mainly in connection with the promotion,

collection and sharing of signals detected in this framework, the safe use of products
with regard to human and animal health and the risk to the environment, the conditions
of applicability of risk management measures with regard to marketing authorisations,
problems of veterinary drug availability, and its contribution to the identification of priority
topics for expert appraisals or studies to be conducted on veterinary medicinal products,
and how they are checked and monitored.
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OFFICIAL MEDICINES CONTROL LABORATORIES AUDIT

The ANMV Control Laboratory, which is part of the European Network of Official Medicines
Control Laboratories (OMCLs), received a team of two auditors from 2 to 4 July 2019 as part
of the Mutual Joint Audit conducted by the European Directorate for the Quality of Medicines
and Healthcare (EDMQ). This audit covered the scope of veterinary drug quality control and, in
particular, compliance with the ISO 17025 standard and OMCL guidelines. The team consisted
of an auditor from the Austrian OMCL and an auditor from the EDQM, the organisation that
oversees the OMCL network. The results of this audit led to the renewal of recognition by the
OMCL network. This audit highlighted the ANMV’s work and the robustness of its quality system.

WORK ON THE UNION PRODUCT DATABASE (UPD]

The development of a common database of veter-
inary medicinal products in the EU is enshrined in
Regulation (EU) 2019/6. EMA’s expert group, chaired
by an expert from the ANMYV, issued in late August
2019 its recommendations for the establishment
of this database. To ensure that it is interoperable
and interconnected with other European databases
and tools, this database will use the referentials and

organisations of the programme to overhaul
the European drugs databases (SPOR), and
will be the reference database for information
on veterinary medicinal products. The ANMV
is closely involved in the governance of these
projects at EMA level.
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Move into the new

ANMV building

PUBLICATIONS

US FDA inspection, led by an ANMV inspector, as part of
preparation for EU-US mutual recognition agreements
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Audit for renewal of accreditation Renewal of the members Second ANMV
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Medicines Control Laboratories (OMCLS) Veterinary Medicinal Products
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