SAFEGUARD VITAL ANTIMICROBIALS FOR HUMAN HEALTH
Antimicrobial resistance (AMR) is the natural process through which microorganisms become resistant to
the antimicrobials designed to treat them.1 Although AMR is a natural process, the overuse and misuse of
antimicrobials can quickly accelerate it. In the EU, AMR causes an estimated 33,000 deaths per year 2
and unless further action is taken, AMR could cause 390,000 deaths per year in Europe by 2050 and 10
million deaths globally, which is more than the projected number of deaths caused by cancer and
diabetes combined.3 This situation is especially worrying in the case of last-resort antibiotics that are used
to treat infections that are resistant to common antibiotics.

How does the food-producing sector contribute to AMR in Europe?
In livestock farming antimicrobials are not only used to treat infected animals. They are also used for
growth promotion and the prevention of diseases in uninfected food animals.4 Using antibiotics for growth
promotion has been banned in the EU since 2006 but this practice continues in other parts of the world,
especially in developing countries.
In 2018, 6,431 tonnes of antimicrobials were used in food production in Europe. 5 Between 2017 and
2030, antimicrobial sales for food production in Europe are projected to increase by around 6.7%. 6 The
overuse and misuse of antibiotics in farming is associated with a growing number of resistant bacteria
that can spread to humans through direct contact when handling, transporting, or processing food
animals or through the environment.7 8
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Case study: Pigs and colistin
Due to profitability, piglets are commonly weaned early from their mothers. 13 This leads to stress and neonatal
diarrhea, which needs to be treated with antibiotics.14 Colistin is used to both treat and prevent post-weaning
diarrhea in groups of animals. This is particularly concerning because colistin is a last-resort treatment for lifethreatening human infections caused by carbapenem-resistant Enterobacteriaceae. Alternative prevention
and treatment measures, such as later weaning, would reduce and remove the need to use last-resort
antibiotics in animal husbandry.
The new Veterinary Medicinal Products Regulation enters into force in January 2022. It is a key EU
instrument in the fight against AMR. This new legislation includes specific measures that ensure
responsible use of antimicrobials in animals, such as reserving certain key antimicrobials for human
health. In a delegated act, the European Commission has proposed criteria to identify these reserve
antimicrobials, but we are concerned that these criteria might not be ambitious enough to sufficiently
safeguard vital antimicrobials for human health.
On 13 July, the ENVI Committee of the European Parliament approved a motion for a resolution objecting
to the EU Commission’s delegated act. In September, this objection will be voted upon in plenary. We call
on you to vote in favour of this objection to ensure that the rules to ban unnecessary use of antimicrobials
in animals are effective enough to protect human health in the face of growing AMR.

Why should you support the objection to the delegated act?
AMR has been identified as one of top 10 global public health threats to human health 15. It is therefore
essential that the criteria provide the right framework to safeguard the effectiveness of key antimicrobials,
which are often the last-resort tools healthcare professionals can use to fight drug-resistant infections in
humans.
To maintain the effectiveness of antimicrobials for human medical therapies, the delegated act must set
out clearly formulated criteria. The current draft published by the European Commission, lacks clarity,
especially in the following points:
1. The delegated act sets out three different criteria for the designation of antimicrobials reserved for
humans, all of which need to be met in all species for antimicrobials to receive this designation.
This implies that critically important antimicrobials with the highest priority for humans (according
to the WHO), could continue to be widely used in animals, including in intensive animal farming regardless of whether their use is essential or not.
2. Criterion B 1 (a-b) requires scientific evidence that transmission of resistance from animal
sources to humans is “significant” for antimicrobials authorised for animal use and “likely
significant” for antimicrobials not authorised for animal use. This sets the bar far higher than the
WHO’s second criterion to categorise antimicrobial classes used in human medicine as “critically
important”, “highly important”, or ‘important”. WHO’s criterion states that the transmission of
organisms that cause disease or their genes does not need to be demonstrated, and that the
potential for such transmission to exist is sufficient evidence.
3. Criterion C attempts to establish whether or not an antibiotic is essential for animal health.
However, it does not apply the designation of “non-essential for animal health” to antimicrobials

that could be substituted with improved farming practices and animal husbandry. Some
antimicrobials are used only to sustain irresponsible farming practices, such as colistin in pigs
weaned too early. Allowing these antibiotics to be used only because of poor husbandry practices
is unacceptable.

Will this objection affect companion animals?
The care of individual animals or pets will not be jeopardised by the objection to the delegated act. On the
contrary, the objection explicitly calls for an exception for the treatment of individual animals. The motion
aims at reducing the large quantities of reserve antibiotics that are administered to groups of healthy
animals in farming due to unsustainable practices. If the objection passes the plenary session, the
European Commission will have to submit a new proposal on how the intended improvements presented
in the objection could be incorporated into the delegated act. The essential treatment of companion or
individual farm animals will remain unaffected.
In its current form, it is the delegated act that potentially threatens the treatment of companion animals
with certain antimicrobial agents. It is possible that some active substances from the Highest Priority
Critically Important Antimicrobials for Humans group be banned for use in animal health, including for the
treatment of individual animals. The actual danger for companion and individual farm animals, therefore
lies in the current imprecise design of the Veterinary Medicines Regulation and of the delegated act
currently in question.
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