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wa ¢ Innovation : A challenge for national competent
authorities

* New veterinary regulation (2019/6) gives a central role to EMA (art 42) for all innovative
VMPs as new active substances, biotechnological processes and novel therapies

(a) veterinary medicinal products developed by means of one of the following biotechnological processes: (i) recombinant DNA technology; (ii) controlled expression of genes coding for biologically active proteins in prokaryotes and eukaryotes including
transformed mammalian cells; (iii) hybridoma and monoclonal antibody methods;

(b) veterinary medicinal products intended primarily for use as performance enhancers in order to promote the growth of treated animals or to increase yields from treated animals;
(c) veterinary medicinal products containing an active substance which has not been authorised as a veterinary medicinal product within the Union at the date of the submission of the application;
(d) biological veterinary medicinal products which contain or consist of engineered allogeneic tissues or cells;

(e) novel therapy veterinary medicinal products : gene therapy, regenerative medicine, tissue engineering, blood product therapy, phage therapy; (b) a veterinary medicinal product issued from nanotechnologies; or (c) any other
therapy which is considered as a nascent field in veterinary medicine.

* Challenge : How to remain up to date, be prepared for the assessment of this innovative
dossier and play a part in fostering innovation at a national level?

 Relationship with the stakeholders (industry, start-up and academia, veterinary, others NCA’s)

* A tiny national “sandbox”
* Article 110 : emergency authorisation
* Article 2 : tailor made veterinary medicinal products (out of scope of 2019/6)

French agency for veterinary medicinal products 2 March 2025
gency i P Classified as public by the European Medicines Agency



1. Relationship with stakeholders as a key point
to foster innovation
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Industry, start-up and academia
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mar ¢ Meetings with industry representatives

dité
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Differents types of meetings :

Meeting with the French VMP industry representatives
(SIMV) Number of meetings

45
*Annual day + 4 general meeting + 6 thematic 40

meetings / year 35

*NAMs, AMR, GCP, inspection, international,... 22
Meetings requested by firms : 2
Pre submission meeting !
Overview of their pipeline 1

0

R&D project overview at an early stage
2016 2017 2018 2019 2020 2021 2022 2023 2024

o

1
=]

u

- Gu:dlng to go to ITF/Scientific Advice to EMA M BIO projects W PHARMA projects

Specific meeting for a POC study design
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industry »

e Participation in webinars organised by learned societies, congress

* Annual participation in the « Biofit » congress

* Animal health: Presented projects are innovations with a very broad theme in
relation to animal well-being and health (diagnosis, prevention, vaccine,
therapy, medical device, connected health, etc.).

* Knowledge of the pipeline in a very early stage
* Early orientation of the stakeholders especially on legal requirements and clinical trials

* (Clinical trials

* Some innovative fields can’t be investigated by traditional experimental
models (cancerology, stem cells ...)

* Authorisation in FR for these POC studies under clinical trial status (no GMP
batch, GCP-like study)

war o Meeting with « start-up + academia + &% Biofit ==

FOSTERIM
INMOVATION
& TRAMSFER

ANIMAL HEALTH

Vaccine | Canine cancer | Tumor vasculature

(1)
Point of Care | Diagnostic test | Fast AST

Oral melanoma | Squamous cell carcinoma | Immunotherapy

(1]
SVCV | Vaccine platform | Host-pathogen model

Influenza A virus | Vaccine | HSN1

Bacterial infections | Antibiofic resistance | Pyoderma

MNasal vaccines | Delivery system | Platform

Dairy | Monitering | Detection

French agency for veterinary medicinal products
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=me  «  Relationship with veterinary association and
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therapeutical gaps identification
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Feedback 2022-2024 25% to 67% : solved or in process to be solved (green color)

Number of « unmet medical needs » by species * 4 meetings/year with our

07/2022_07/2024 Veterinary expert committee
20 * Y practicioners
n * % academics

3 « A meeting every two years for

15
n . each group of species with vet
specialists (ruminants, pets, pigs,

3 i 10 poultry, fish,..)

B
111
W Ny &
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Gaps in Cattle sector
{ U Hearing of 30/05/23

incl. absence or

Impact on ATM use
limited alternatives

MAJOR

Absence of topical ATB with MA in France for:
BIEN. E'RI: { - - Ocular infections
ANIMAL 1) => complex import of VMPs with MA in other Eu M
= => cascade use of intra mammary or of possible

I ointments for horses or dogs @
B -Wounds, infected teat lesions

Paramphistomosis & dicrocoeliosis:
no VMPs for those indications in cattle
=> need for specific depletion studies to

precise efficient dosage and appropriate WP )

Antipyretics per os: Q)
cascade use possible with paracetamol for pigs

but prohibition of off-label use in
specifications of certain integrators

BIEN-ETRE
ANlMAL
SRR

Tranquilizers per os:

no LMR status for acepromazine
=> forbidden cascade use

no long acting analgesics

such as butorphanol)

Anses-ANMV/ Market Surveil and Phar igil Unit

Field needs on new products :
maping of unmet medical needs by
species in France

* reseau-francais-sante-
animale.net/le-
rfsa/cartographie-des-
gaps-therapeutiques/

French agency for veterinary medicinal products
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https://www.reseau-francais-sante-animale.net/le-rfsa/cartographie-des-gaps-therapeutiques/
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=w «  Relationship with NCAs

s anses

e Within our mother agency (ANSES)

* Strong network of reference laboratories :

*  Research on strains including new vaccines (ASF,
vaccination for wildlife, studies for minor species,...)

e Others NCA’s :

* ANSM (french human medecine agency): Strong
relationships with our human colleagues

*  Workshops on novel therapies (phagotherapy, monoclonal
antibodies,...)

* Workshop on ERA
*  MNAT project on quality
* GIO (Innovation and orientation platform)
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2016

ANMV meetings with industry

Number of meetings

| . TFE'

2017 2018 2019 2020 2021 2022 2023 2024

Projeté

Start Up

W BIO projects W PHARMA projects

430
377
337
277

W 2020 (4 mois)

2021 2022

ANSM GIO meetings

= Centre Académique

Gitleprcraire GIO

2023

2024

French agency for veterinary medicinal products

Classified as public by the European Medicines Agency

11

March 2025



EX

REPUBLIQUE \
FRANGAISE L Y4
e anses

Zgdité
Fraternité | l

Strong relationship with stakeholders (industry,
academia, start-up, veterinary) according to our
deontology rules appears to be a key point :

- To guiding, supporting and facilitating
innovation

- For NCA being ready and agile to assess novel
therapy dossier .

J

French agency for veterinary medicinal products
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A tiny innovative « sandbox » for NCAs :
Health situation (art 110) and tailor made VMP
(art 2.1)

French agency for veterinary medicinal products 13 March 2025



EX
REPUBLIQUE
FRANCAISE

1. Health situation (art
110)
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2019/6
Articles

Art 8

Art 25

Art 116

Art 110-2

anses

Common VMP

Decentralised or Centralised
national

Complete MA : An application for a marketing authorisation shall contain the
following

MA under exceptionals circunstances : By way of derogation from point (b) of
Article 8(1), in exceptional circumstances related to animal or public health, an
applicant may submit an application which does not meet all requirements of that
point, for which the benefit of the immediate availability on the market of the
veterinary medicinal product concerned to the animal or public health outweighs

the risk inherent in the fact that certain quality, safety or efficacy documentation
has not been provided.

Health situation : By way of derogation from Article 106(1), a competent authority Import
may allow the use in its territory of veterinary medicinal products not authorised in  [RELLEECIT)
that Member State, where the situation of animal or public health so requires, and "fmm.EU
the marketing of those veterinary medicinal products is authorised in another Countzes
Member State.

Emergency authorisation : By way of derogation from Article 106(1) of this
Regulation, and in the absence of a veterinary medicinal product as referred to in
Article 116 of this Regulation, in the event of an outbreak of a listed disease as
referred to in Article 5 of Regulation (EU) 2016/429 or an emerging disease as
referred to in Article 6 of that Regulation, a competent authority may allow the use
of an immunological veterinary medicinal product not authorised within the
Union.

o Art 110-2 : A tiny sandbox for vaccines

Innovative VMP

Decentralised national Centralised

French agency for veterinary medicinal products

Classified as public by the European Medicines Agency

15 March 2025



REPUBLIQUE \
FRANGAISE LV
s anses

Assessment of the Art 110 file : RESPONS VACCINE

- Regulatory innovation

- Authorisation of a
sequencial submission

- Flexibility

\\Pa ckage Leaﬂj/

Emerging disease as HPAI

Dossier structure: immunological VMP

Part 1
Summary of
Dossier

P

(1.A) Administrative
Information

(1.B) /
SPC, Label and

7 Part 2
Quality
Documentatio
L ¥

\

(2m)
Product description

(2.B)
Description of the
Manufacturing

(Compte tenu
temporaire o
positive du vact

jes du produit (RCP).
ANNEXE DE LA DECISION D’AUTORISATION TEMPORAIRE
D’UTILISATION
INFORMATIONS DISPONIBLES SUR LE MEDICAMENT VETERINAIRE
‘Date de validité de IAutorisation Temporaire ' Utiisation : 01/0412025
'NOM DU MEDICAMENT VETERINAIRE
CEVA RESPONS Al H5, SUSPENSION CONGELEE ET DILUANT POUR INJECTION

ITATIVE ET

Chaque dose de 0,2 mL contient

Substance(s) active
ARN

" Unite Relative

gique) par comparaison a

Part 3
Safety
Documentation

(3.A)
General
requirements

(3.8)
Pre-clinical trials

Part 4
Efficacy

Documentation

(4.8)
General

requirements

(4.8)

Pre-clinical Studies

. . Method
- Evaluation of benefit of —— — \
. . / 1.C \ Production and 3.C (4.0)
the Immedlate / Detailecl(am!.ICrit'\caI \ Cont;:;:efr?at;rting C\ini(cal'grials \C"“i‘:"'ma'5
. ege . . Summaries
availability > risks linked .0 o —
Control Tests during . y N
. N Environmental Risk
to lack of certain data i the manufacturing Assessment
i i (2.6)
- Very short timetable Administrative e
information Finished Procuct GMO
(2 3.6 O Full assessment part
Batch-to-batch i
Scientific e ciston Residue Tests,
Documentation o Sufficient but not
26 2H )
\ Statfi\ity)test/ Other information 1 O COmP|€te data prOVIded
\, /
N’
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Our main objectives:
. Taking the health situation into
account
- Making the best VMPs available
including innovative solutions
- In accordance with EU 2019/6
“”
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2. Tailor made VMP :
Example of
bacteriophages
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Q Article 2 : Scope : This regulation shall apply to veterinary medicinal products prepared

industrially or by a method involving an industrial process and intended to be placed
on the market.

* French regulation for “non industrially prepared VMP” :

Art. L. 5142-1-2 (Public health code) : The preparation of veterinary medicinal products not falling within the scope of Regulation (EU) 2019/6
of December 11, 2018, excluding extemporaneous preparations :
* Qualified person : is carried out by a qualified person or a company or organization employing a qualified person who has obtained an
authorization for this purpose issued by the French National Agency for Food, Environmental and Occupational Health Safety.
* Pharmacovigilance obligation : “This activity is subject to pharmacovigilance obligations,

* Specific GMPs : “It is carried out in compliance with good practice, the principles of which are laid down by decision of the Director
General of the ANSES

We are building
e==volutiona=ary

Exemple of use of this French regulatory sandbox : B isgesicals
* Authorisation of the first veterinary phage therapy
platform that enables the creation of tailor-made phage
therapies using the same production and analysis process.

But we also
have (GOOD
news

French agency for veterinary medicinal products 19

March 2025
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Manufacturing
process
e Diagnosis at field e |solation e Tailor-made
level e |dentification treatment :
* Sampling e Platform process « Cocktail » of

bacteriophages

Quality controls

Fi h f teri dicinal duct: 20 March 2025
rench agency for veterinary medicinal products Classified as public by the European Medicines Agency are
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Our main objectives:

.. - Fostering innovation at a local scale

- Making new tailored made solutions
available for vets

- Adquiring knowledge on these solutions for
assessment of future standardized product
derived from tailor made experience. "

French agency for veterinary medicinal products 21 March 2025
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Conclusion

’. - EMA is the pivot point for innovation in the VMP
field

- Relationship and trust with stakeholders is a key
component

- NCA can be “innovative” in a tiny space to
promote innovation at a national level and
improve their assessment experience

- My final thought : “A wider “regulatory
sandbox” would be useful at national level” ..

French agency for veterinary medicinal products 22 March 2025
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