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Legal basis: ‘new’ veterinary Regulation (EU) 2019/6

« Repeals Directive 2001/82/EC
« Appliesfrom 28 January 2022
« Covers various aspects of VMPs

« Refers to legal acts to come

* One of them: Implementing act to establish
a list of substances which may be used in
food producing aquatic species under the
cascade Art 114(1)(b)(c)

[cascade = off-label use]
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Article 114(1) of Regulation (EU) 2019/6 - cascade for food
producing aquatic species

"[...] where there is no authorised VMP in a MS for an indication concerning a food
producing aquatic species, the veterinarian responsible may [...] treat the animals [...]
with [...]:

- a)a VMP authorised|...] in the relevant MS or in another MS for use in the same
or in another food producing aquatic species [...] and for the same indication or
for another indication

- b) ifthereis no VMP as referred to in a), a VMP authorised|...] in the
relevant MS or another MS for use with a food producing terrestrial species
containing a substance present in the list established in accordance with
paragraph 3 [...]
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Article 114(1) of Regulation (EU) 2019/6 - cascade for food
producing aquatic species (Ct'd)

- c) ifthereis no VMP as referred to in a) or b), a medicinal product for
human use authorised in accordance with Directive 2001/83/EC[...] and
containing a substance present in the list established in accordance with
paragraph 3 [...]

 d) ifthere is no medicinal product as referred toina) b) or c), a VMP
prepared extemporaneously/[...]”
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Article 114(3) of Regulation (EU) 2019/6

"The Commission shall, by means of implementing acts, at the latest within five
years from 28 January 2022, establish a list of substances used in VMPs
authorisedin the Union for use in food-producing terrestrial animal species or
substances contained in a medicinal product for human use authorised in the
Union in accordance with Directive 2001/83/EC or Regulation (EC) No 726/2004,
which may be used in food-producing aquatic species in accordance with
paragraph 1 of this Article. [...]”
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EC mandate to EMA

« EC requests the EMA to provide
scientific advice on the substances
that may be considered for inclusion
in ‘the list’ by 30 November 2024

5 Developments on substances for use in aquaculture under the cascade

EUROPEAN COMMISSION
DEECTORATEENER AL FOR EEA1 TH AND FOOD SAFETY

H Tar D G

Brmssels.
SANTE.DDG] D AP I003A41ETE5

Sent by e-mail only

Sulijects Implementing measures nnder Articke 1143) of Regulation (EL}
200900 a5 pegards substances used in veterinary medicinal produers
authorised im the Union for use in food-producing terrestrial animal
species or substaness contaimed fn o medical peoduct for human wse
authorised in the Union in accordance with Directive 2000 83EC or
Regulation (EC) Mo 7262004, which may be used in food-producing
aquatic species in accordance with Article 1141)

Dienr Ms Cooke

sslon 15 to establesh. b
v medicingl prodoees
species or substanc nal procuct for human use anthonised in
the Union in accordancs w & J01B3EC or Regolation (EC) Mo 7262004
which may be used m food-producing aquatic species in accordance with Article 114(1)
(“the liss”)

ammal

Twould like to request the Ageney to provide scienrific advies on the substaness that may
be comsidered for mehesion m the list. The Agency's assessment of those substances must
be based om the erteria lard down m Amicls 114(3)



https://www.ema.europa.eu/en/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/scientific-technical-recommendations-veterinary-medicines-regulation#substances-for-aquatic-species-7267
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Substances to be assessed against 3 main criteria (Art.
114(3) and EC mandate)

(a) risks to the environment if the food-producing aguatic species are treated with
those substances;

(b) impact on animal and public health if the food-producing aquatic species
affected cannot receive an antimicrobial listed in accordance with Article
107(6);

(c) availability or lack of availability of other medicinal products, treatments or
measures for prevention or treatment of diseases or certain indications in food-
producing aquatic species.”
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Additional elements to take into account as per EC mandate

« 1. “Overall objective of the VMP Regulation is to increase the availability of
VMPs while guaranteeing the highest level of publicand animal health and

environmental protection.

« 2. Substances included in the Annex to Commission Implementing Regulation (EU)
No 2022/1255 designating antimicrobials or groups of certain antimicrobials
reserved for treatment of certain infections in humans are prohibited for use
in animals and outside the scope of this mandate.

« 3. Pursuant article 114(6)[...] only the substances includedin Table 1 of the
Annex to Commission Regulation (EU) No 37/2010/...] should be assessed |[...]
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Point of departure (Art. 114(3) and EC mandate)

C s )
Substances used in VMP
authorised in the Union in Substances used in human
food producing terrestriall medicines authorised in the Union
species
\ \/ Y,
O
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... Additional elements to take into account as per EC mandate

4. Antimicrobials that could be recommended for a prohibition or conditions
of use in food-producing aquatic animals in the Agency'’s scientific advice
requested by the Commission in relation to Article 107(6) should be assessed
under the criteria [...]

« 5. Any scientific and technical evidence available that is relevant for the assessment
of risks to the environment/...]

6. Various production systems in the EU such as sea cages, ponds, raceways,
on-land recirculating aquaculture systems, and their specificities, as well as
various routes of administration or pharmaceutical forms should also be
taken into account/...]. In this respect, conditions of use and risk mitigation
measures for the protection of the environment could be proposed [...]”
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Ad-hoc expert group mandated by CVMP

Expert group appointed at July 2023 CVMP meeting '—‘

Objective of expert group: draft the scientific advice 9 experts

Timetable for expert group

secretariat by EMA

+ 1st meeting in September 2023

*  Monthly meetings (tbc)
« Draft scientific advice expected by September 2024

Timetable for CVMP

* Monthly updates
« Adoption of scientific advice by November 2024

« Submission of scientific advice to European Commission by(30 November 2024
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Thank you for your attention

Further information

European Medicines Agency
Domenico Scarlattilaan 6 « 1083 HS Amsterdam . The Netherlands
Telephone +31 (0)88 781 6000 Send us a question Go to www.ema.europa.eu/contact

Follow us on %' @EMA_News



Annexe
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EMA Scientific advice under Article 107(6)
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A few antimicrobials recommended
as ‘not to be used in food producing

aquaculture’ in this scientific advice :

+ Combination aminopenicillin — beta
lactamase inhibitor

- 3rd and 4th generation cephalosporins

+  Polymyxins

But criteria different from current
scientific advice
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15 June 2023
EMA/CVMP/151584/2021
Veterinary Medicines Division

Scientific advice under Article 107(6) of Regulation (EU)
2019/6 for the establishment of a list of antimicrobials
which shall not be used in accordance with Articles 112,
113 and 114 of the same Regulation or which shall only
be used in accordance with these articles subject to
certain conditions

Link



https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/scientific-technical-recommendations-veterinary-medicines-regulation
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Antimicrobials reserved for human use: Regulation 2022/1255
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Developi

COMMISSION IMPLEMENTING REGULATION (EU) 2022/1255
of 19 July 2022

designating antimicrobials or groups of antimicrobials reserved for ireatment of certain infections in
humans, in accordance with Regulation (EU) 2019/6 of the European Parliament and of the Council

{1) Antibiotics

(a)
(b)
fc)
(d
(e}
]
(4]
{h)
]
]
(ki
]
{m)
(n)
(o)
(ph
(q)
(r)

Carboxypenicillins
Ureidopenicillins
Ceftobiprole

Ceftaroline

Combinations of cephalosporins with beta-lactamase inhibitors
Siderophore cephalosporins
Carbapenems

Penems

Monobactams

Phosphonic acid derivates
Glycopeptides

Lipopeptides
Oxazolidinones
Fidaxomicin

Plazomicin

Glycyloyclines

Eravacycline

Omadacycline

(2) Antivirals

(a)
(b}
(e
d)
(e)
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{h)
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i
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(q)
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Amantadine
Baloxavir marboxil
Celgosivir
Favipiravir
Galidesivir
Lactimidomycin
Laninamivir
Methisazone/metisazone
Molnupiravir
Nitazoxanide
Oseltamivir
Peramivir
Ribavirin
Rimantadine
Tizoxanide
Triazavirin
Umifenovir

Zanamivir

(3] Antiprotozoals

{a) Nitazoxanide


https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R1255
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