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OVERVIEW 
In 2014, the Commission presented a proposal for a regulation on medicated feed with the aim to 
update and harmonise rules that dated from 1990 and were laid out in a directive. Patchy national 
implementation was causing difficulties for producers, animal holders and the single market. 

Due to the strong correlation between the proposal on medicated feed and the draft regulation on 
veterinary medicinal products, legislative work on both acts was being coordinated to assure 
consistency between their provisions. Parliament and Council reached agreement on the text of the 
proposal in June 2018. The final act was signed in December 2018 and entered into force on 
27 January 2019. The new rules apply from 28 January 2022. 

Regulation (EU) 2019/4 of 11 December 2018 on the manufacture, placing on the market and use of 
medicated feed lays down updated rules for the production, use and marketing of medicated feed; 
these rules apply across the EU. An important aim is to help tackle the issue of antimicrobial 
resistance, a growing threat to human health worldwide. The regulation introduces stronger 
requirements for producers and animal keepers, prohibits the preventive use of antibiotics in 
healthy animals and reiterates that antibiotics should not be used to enhance the performance of 
animals – a stance that the Parliament has strongly upheld. 
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Introduction 
On 10 September 2014, the Commission adopted a proposal for a regulation on the manufacture, 
placing on the market and use of medicated feed, and repealing Council Directive 90/167/EEC. It 
justified the move with the need to modernise the rules dating from 1990 and eliminate the 
ambiguities in a number of provisions that caused divergence in national implementation. This was 
creating confusion among operators and obstacles in the single market. The proposal was 
presented in a package (the animal medicines package) together with another two thematically 
linked proposals for regulations: on veterinary medicinal products and on medicinal products for 
human and veterinary use. Parliament and Council reached agreement on the proposal in June 
2018, the final act was signed in December 2018. The regulation entered into force on 27 January 
2019, repealing the existing directive and harmonising the rules and their implementation across 
the EU. The new rules apply from 28 January 2022. 

Context 
Medicated feed is a mixture of a veterinary medicinal product (or products) and feed (or feeds) that 
is prepared for marketing and intended to be fed to animals without further processing. Medicated 
feed is mainly used to treat large groups of animals, where individual veterinary treatment would 
be too difficult or impossible. Its advantage lies in the ease of administration. Medicated feed is 
generally used for livestock, notably pigs and poultry (of the approximately 800 million farm animals 
in the EU, some 140 million are pigs and 450 million laying hens1). The use of medicated feed for 
pets is much less frequent and this market is of minor importance, despite the large number of pets 
in the EU (roughly 200 million, of which 63 million dogs and 72 million cats).2 Ultimately, the extent 
to which medicated feed is used depends on factors such as cost-effectiveness, availability of the 
feed, policy and regulations at national level. All of these vary significantly between Member States. 

Medicated feed must be manufactured by approved manufacturers (in feed mills), on the basis of 
an approved veterinary medicinal product intended for this purpose (premix). It is mostly 
compound feed manufacturers who produce medicated feed. However, this is only a minor part of 
the production of compound feed (depending on the Member State, ranging from as low as 0.1 % 
to 9 %),3 and is considered a special service to clients by the feed manufacturers. 

By derogation, Member States may permit the preparation of medicated feed (with an authorised 
premix) on the farm where it is needed, to be mixed by animal holders themselves or by authorised 
mobile mixers, i.e. operators using a specially equipped lorry. 

Medicine is usually administered to sick animals in order to cure a disease (therapeutic use). 
Sometimes, to control the spread of a disease, the treatment is extended to other animals in the 
herd that may be infected (metaphylactic use). The medicine can also be given to avoid the 
occurrence of the disease in the first place (preventive or prophylactic use). Antimicrobials are 
among the veterinary drugs used in medicated feed. The use of antibiotics as growth promoters to 
enhance production has been prohibited in the EU since 2006.4 

Incorrect use of antimicrobials can lead to antimicrobial resistance. Notably, at low-level exposure, 
the microorganism can adapt and become resistant to the drug. The risks of resistance may increase 
when animals are fed ordinary feed contaminated with drugs. This is known as cross-contamination 
or carry-over to non-target feed (feed not intended to contain a veterinary drug), and can occur 
during production, transport or storage, or on the farm. Antimicrobial resistance is a serious risk to 
public and animal health. 

Repealing Directive 90/167/EEC 
Originally, the conditions for manufacturing, placing on the market and use of medicated feed were 
laid down in Directive 90/167/EEC (the Medicated Feed Directive).5 

http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1462870553998&uri=CELEX:52014PC0556
https://www.consilium.europa.eu/en/policies/animal-medicines-health-package/
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1462873934149&uri=CELEX:52014PC0558
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52014PC0557
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52014PC0557
http://ecdc.europa.eu/en/healthtopics/antimicrobial_resistance/basic_facts/Pages/factsheet_experts.aspx
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1462184541488&uri=CELEX:31990L0167
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This directive provided, among other things, that: 

 medicated feed had to be manufactured only with authorised premixes;  
 the manufacturing premises had to be approved by national authorities;  
 medicated feed could be supplied to animal holders only against prescription from a 

veterinarian;  
 the medicated feed manufacturer was responsible for the quality of the products, for 

the homogeneity of the mix and for preventing contamination of non-target feed;  
 the manufacturer had to keep records of the veterinary medicines they used and the 

feed they produced;  
 when medicated feed was used in animals intended for human consumption, these 

animals could not be slaughtered before the end of the withdrawal period set for the 
active substances; 

 Member States could authorise the manufacture of medicated feed on farms;  
 Member States had to ensure that there are no obstacles to intra-EU trade in 

medicated feed. 

The directive did not, however, provide common criteria for: 

 the approval of production premises; 
 the homogeneity of feed; 
 anticipated production; 
 the carry-over between medicated feed and non-target feed. 

Moreover, it did not address anticipated production (i.e. the manufacturing of medicated feed prior 
to the issuance of a veterinary prescription and its storage until someone places an order for it) and 
it was also silent on medicated feed for pets. While requiring that medicated feed had to be 
manufactured in approved plants, the directive allowed a derogation for preparing such feed 
directly on the farm, with an authorised premix, giving only a general requirement that medicated 
feed should be sufficiently homogenous. 

According to the European Commission's impact assessment, some Member States authorise on-
farm mixing, while others do not, on the assumption that quality cannot be ensured. Only a few 
Member States authorise mobile mixers, concerned about insufficient precision of the incorporation 
of medicine into the feed.  

As regards carry-over, the directive stipulated that undesirable interaction between veterinary 
medicines and feed should be ruled out. Different approaches were taken by the Member States.  

Preparation of the proposal 
The Commission worked on the revision of the medicated feed legislation for several years. In 2009 
and 2010, this legislation was the subject of an external evaluation by the Food Chain Evaluation 
Consortium (FCEC).  

Based on this evaluation, as well as on consultations with stakeholders, experts, advisory 
committees, Member States and citizens, the Commission published an impact assessment of the 
proposal in September 2014. Of the options analysed, an EU regulation with detailed rules was 
considered the best way to achieve the set objectives. 

The impact assessment identified four main problems that would need to be addressed in the 
revised legislation:  

 residues of veterinary medicines (in particular antibiotics) in ordinary feed, resulting 
from carry-over during production or from contamination on farms;  

 imprecise dosage of veterinary medicines, resulting from poor homogeneity of 
medicated feed; 

https://ec.europa.eu/food/system/files/2016-10/gmo_rep-stud_2010_report_eval-gm.pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52014SC0271&from=EN
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 barriers to intra-EU trade in medicated feed, resulting from diverging national 
interpretations; 

 impossible market access for medicated feed for pets. 

EPRS published an initial appraisal of this impact assessment in 2015. Judging it generally 
reasonable, the appraisal pointed out that the possible impact was not always fully explored (for 
example costs to farmers and pet owners), that alternatives could have been better balanced and 
more options included. It also noted that neither the relationship between the proposal and the 
existing rules, nor the streamlining of legislation that would be achieved, were sufficiently 
explained. 

The changes the new legislation will bring 
Regulation (EU) 2019/4 repeals and replaces Directive 90/167/EEC. Most provisions are retained, 
many of them clarified. The main changes introduced aim to tackle the problems that were 
identified in the 2010 evaluation and the 2015 impact assessment. 

The legislator addressed the problem of barriers to intra-EU trade in medicated feed by choosing 
the legal form of a regulation. Rules harmonised at EU level should improve clarity and legal 
certainty and facilitate activity in the single market. The scope of the regulation is extended to non-
food producing animals, to include medicated feed for pets. Furthermore, anticipated production 
is explicitly allowed EU-wide, as are mobile mixers and on-farm manufacturing of medicated feed. 
To reduce the risk of antimicrobial resistance, rules on carry-over and preventive use of antibiotics 
are regulated. The limits for carry-over of veterinary medicines into non-target feed are set 
explicitly. Limits for specific active substances will be established by delegated acts. In the absence 
of specific values, general limits will apply depending on risk: for antimicrobials, 1 % of the active 
substance in the last produced batch of medicated feed; 3 % for other active substances. Preventive 
use of medicated feed containing antimicrobials is prohibited: the supply of such feed is restricted 
to quantities required for two weeks. Criteria for the homogeneity of medicated will be 
established by the Commission in implementing acts. 

Advisory committees 
The European Economic and Social Committee (EESC) adopted its opinion on both proposals for 
regulations on 21 January 2015. Regarding medicated feed, the committee welcomed the extension 
of the scope to non-food-producing animals and the allowance for anticipated production. It also 
seconded the prohibition of routine preventive use of antimicrobials, but believed that such use 
should be allowed when necessary, in cases identified by Member States. It pointed out that carry-
over of the active substance is a reality, and that permitted levels must not be set at a value the 
industry cannot attain. Furthermore, it considered that medicated feed should also be available for 
minor species and aquaculture. It recommended establishing concrete criteria for the homogeneity 
of medicated feed and including provisions on the protection of workers. The EESC also called for 
greater value to be attached to the role of the veterinarian or skilled professional. 

The European Committee of the Regions decided not to issue an opinion. 

National parliaments 
The deadline for the submission of reasoned opinions on the grounds of subsidiarity was 
11 November 2014. Of the 16 national parliaments that made information about their scrutiny of 
the proposal available, none raised objections as to its compliance with the principle of subsidiarity. 

Stakeholder views6 
The European Feed Manufacturers' Federation (FEFAC) welcomed the publication of the proposals 
in September 2014 and the intended harmonisation of rules, but noted that the proposals did not 

http://www.europarl.europa.eu/RegData/etudes/BRIE/2015/528815/EPRS_BRI%282015%29528815_EN.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32019R0004
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52014AE5960
https://webapi2016.cor.europa.eu/v1/documents/cor-2014-05891-12-00-nb-tra-en.doc/content
http://www.ipex.eu/IPEXL-WEB/dossier/document/COM20140556.do#dossier-COD20140255
https://fefac.eu/priorities/animal-nutrition-innovation/enhancing-animal-health-welfare/
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provide for a consistent framework for all veterinary medicines regardless of their route of 
administration (for instance, prohibition of preventive use in the proposal on medicated feed but 
lack of equivalent restrictions for oral powders etc. in the proposal on veterinary medicinal 
products). It pointed out that, for feed producers, manufacturing medicated feed is a service to 
farmers and not a commercial objective. FEFAC welcomed a number of provisions such as the 
possibility for anticipated production, the acknowledgement of an unavoidable carry-over and the 
introducing of its maximum levels. However, it was concerned that some requirements (such as 
excessive maximum carry-over levels) could make producers stop manufacturing medicated feed. 

FEFAC also welcomed the result and the fact that the competent authorities acknowledge 
medicated feed as a safe and legitimate route of administration of medicines to sick farm animals 
subject to veterinary prescription. 

The Federation of Veterinarians of Europe (FVE) supported the provision that medicated feed may 
only be administered on veterinary prescription and suggested strengthening this requirement, in 
line with the proposal on veterinary medicines. Veterinarians should be the only qualified persons 
to issue a prescription. All use of medicated feed should be closely monitored. Preventive use of 
antimicrobials in feed should be allowed only in exceptional circumstances. FVE expressed concern 
over anticipated production, considering that this goes against the principles of responsible use and 
should be avoided. It also found that more research is necessary on the use of medicated feed in 
pets. 

The European Farmers and Cooperatives Association COPA-COGECA generally welcomed the aim 
to harmonise the rules and create – through a regulation – a level playing field for operators in the 
EU. It stressed the importance of the responsible use of antibiotics in the context of antimicrobial 
resistance. It furthermore stated that routine use of antimicrobials for prevention should not be 
permitted as a replacement for good hygiene practices, proper feed and appropriate 
environment;instead, it should be allowed under precise and defined conditions (always limited to 
the prescription of the veterinarian). The association also felt that the carry-over limit of 1 % for 
antimicrobial substances is disproportionate, not feasible, and should be revised based on scientific 
risk assessment.  

The Federation of European Companion Animal Veterinary Associations (FECAVA) did not support 
the new legislation. It pointed out that it can be difficult to ensure the correct dose of medicine 
when treating pets with medicated feed. Antimicrobials should never be included in medicated 
feed, as this can contribute to antimicrobial resistance. FECAVA stressed that further research is 
needed on the benefits and risks of medicated feed for pets and that there should be separate 
legislation for companion animals.  

The European Consumer Organisation BEUC welcomed the aim to tackle antibiotics in medicated 
feed by setting a carry-over limit of 1 % and prohibiting preventive use. BEUC believed, however, 
that a total ban on antibiotics in feed should be considered. 

After the co-legislators reached final agreement on the text, stakeholders' reactions were overall 
positive. AnimalHealthEurope welcomed the new rules, which, in its opinion, put the industry in a 
much better position to ensure availability of animal health products throughout Europe and to 
improve animal health management and animal welfare. The new rules are seen as a good tool to 
address antimicrobial resistance, while at the same time supporting innovation and reducing the 
administrative burden for the animal health sector. It also appreciated the provisions for companion 
animals that will help owners by offering new ways to treat chronic diseases. 

Legislative process 
The Commission proposal was published and submitted to the Parliament and the Council on 
10 September 2014. In Parliament, it was attributed to the Committee on Agriculture and Rural 
Development (AGRI) as the committee responsible, with the Committee on Environment, Public 

https://fve.org/publications/fve-inputs-id-acts-nvr/
https://www.copa-cogeca.eu/archive/download?ID=1335084
https://www.fecava.org/wp-content/uploads/2019/03/2015_04_Medicated-Feed-for-Companion-Animals_reflectionpaper.pdf
http://www.beuc.eu/publications/beuc-x-2015-052_pca_beucs_views_on_ecs_proposals_to_tackle_antibiotic_resistance.pdf
https://animalhealtheurope.eu/resources/press-releases/animalhealtheurope-welcomes-final-adoption-of-new-eu-rules-for-animal-medicines/
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1461833009301&uri=CELEX:52014PC0556
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Health and Food Safety (ENVI) as committee for opinion. Clara Eugenia Aguilera García (S&D, Spain) 
was appointed rapporteur. 

The ENVI opinion was adopted on 17 June 2015. It welcomed the intended harmonisation of rules 
and the extension of the scope to non-food-producing animals. The fight against antimicrobial 
resistance was considered a crucial point. The committee considered that use of antimicrobials in 
medicated feed needs to be reduced and the prophylactic use of medicated feed containing 
antimicrobials prohibited. Carry-over limits should be set on the basis of a scientific risk assessment 
conducted by the European Food Safety Authority (EFSA). Medicated feed should only be 
administered after examination, diagnosis and prescription by a veterinarian or another qualified 
professional, in accordance with applicable national law. 

The AGRI committee asked the Committee on Legal Affairs (JURI) for an opinion on the legal basis 
of the proposal. Where the Commission's proposal was based on Article 43 of the Treaty on the 
Functioning of the European Union (TFEU), the rapporteur preferred to reference only paragraph 2 
of this article, which empowers the Parliament and Council to establish the common organisation 
of agricultural markets and other provisions necessary for the pursuit of the objectives of the 
common agricultural policy. According to the JURI opinion, of the two paragraphs (2 and 3) of Article 
43 that could serve as the legal basis, paragraph 2 covers all aspects of the common agriculture 
policy included in the proposal, therefore this change would be appropriate. 

In the Council, the proposal was attributed to the Working Party on Agricultural Questions (Feeding 
stuffs). A progress report was published on 7 December 2015, according to which, in the text 
redrafted by the presidency, special attention was given to measures to fight antimicrobial 
resistance: specific prescription for medicated feed; obligatory measures to avoid carry-over; and a 
maximum level of active substances in non-target feed.  

The working party decided that, despite the different pace of work on the two proposals, they 
should continue to be treated as a package in order to ensure consistency.  

During the Agriculture and Fisheries Council of 15 December 2015, many delegations stressed the 
importance of the joint adoption of both acts and noted that fighting antimicrobial resistance was 
an essential element of both proposals. Some highlighted the need to prohibit online sales of 
veterinary medicines requiring a prescription, and to ensure consistency between internal rules and 
import rules. Following this discussions, the examination of the medicated feed proposal by the 
Council preparatory bodies was put on hold until sufficient progress was achieved on the proposal 
on veterinary medicinal products. 

In Parliament, the AGRI committee report was adopted on 15 March 2016. Amendments to the 
proposal concerned, among others, the following issues: 

 Scope. Where food-producing animals are mentioned in the text, references to non-
food-producing animals were inserted to reflect that the legislation applies to both 
groups. A new article was added, stating that the regulation will not apply to finished 
veterinary medicinal products administered through top dressing or in drinking 
water, and that the Commission should draw up a separate legislative proposal 
regulating the administration of veterinary medicines products through these routes. 

 Carry-over. Instead of requiring that carry-over should be avoided, it should be kept 
as low as reasonable. The Commission should establish a list of active substances for 
which specific limits must be adopted. The proposed general limits (1 % for 
antimicrobials and 3 % for other active substances) should be amended to 3 %, 
regardless of the active substance. A 1 % limit was found to be too stringent and not 
viable. 

 Antimicrobials. Prophylactic use of antimicrobials should be prohibited; 
antimicrobials should be used in exceptional cases only. This use should also be 
regulated under the veterinary medicines proposal. A provision allowing 

http://www.europarl.europa.eu/sides/getDoc.do?type=COMPARL&mode=XML&language=EN&reference=PE546.581&secondRef=02
http://www.europarl.europa.eu/sides/getDoc.do?type=COMPARL&mode=XML&language=EN&reference=PE564.927
http://data.consilium.europa.eu/doc/document/ST-14836-2015-INIT/en/pdf
http://bit.ly/28OaH2K
http://www.europarl.europa.eu/sides/getDoc.do?type=REPORT&mode=XML&reference=A8-2016-0075&language=EN
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metaphylactic use was added. The point about prohibiting the use of antibiotics as 
growth promoters was rewritten, so as to correctly reflect the fact that such a ban 
already applies and to stress that it should be strictly adhered to. 

 The possibility for other qualified professionals to issue prescriptions, in accordance 
with national law, was clarified by adding this reference in the text. 

With the adoption of the report, the AGRI committee also voted on opening interinstitutional 
negotiations. It was decided that negotiations would start after the beginning of the trilogues on 
the proposal on veterinary medicinal products (which, following a partial vote in plenary in March 
2016 on amendments, had been referred back to the ENVI committee). Due to the slower pace of 
advancement on this piece of legislation, trilogues on medicated feed only began on 6 March 2018. 
On 19 June 2018, the co-legislators came to an agreement on a final compromise text, which was 
confirmed by the Council's Committee of Permanent Representatives (Coreper) on 27 June. 

Parliament approved the agreed text in its plenary session of 25 October 2018, by 583 votes in favour 
to 31 against and 6 abstentions. The Council endorsed it on 26 November. The legislative act, 
thereby adopted, was signed by the presidents of the Parliament and of the Council on 11 December 
2018. The regulation was published in the Official Journal of the EU on 7 January 2019 and entered 
into force on 27 January 2019. The new rules apply from 28 January 2022. 

Parliament insisted that medicinal treatments should never replace good husbandry, bio-security 
and management practices, highlighting that prevention is better than cure and calling for prudent 
use of antimicrobials, as expressed in the 'One Health' concept, endorsed by the WHO and the World 
Organisation for Animal Health. 

In addition, antibiotics must under no circumstances be used to enhance the performance of 
animals, and medicated feed containing antibiotics should always be prescribed by a veterinarian, 
following a proper physical examination of the health status of the animal or group of animals and 
only for a diagnosed disease.  

According to the new rules, preventive use of medicated feed containing antibiotics is banned. 
Metaphylactic use, that is, the treatment of a whole group of animals when only one is infected, will 
be allowed i) when it is not possible to confirm the presence of a diagnosed disease (only applicable 
to parasite infection); ii) and when there is no appropriate alternative and the risk of spreading the 
infection is high. 

Parliament strongly insisted on the extension of the new rules to all animal medicines administered 
orally, whether through feed or drinking water, including 'top dressing', and advised the 
Commission to consult the European Medicines Agency and establish appropriate rules. The final 
aim is the fight against antimicrobial resistance. The Parliament also called on the Commission to 
consult with the EFSA before commencing work on defining science-based specific maximum levels 
for cross-contaminations of various active medicinal substances. 

Last but not least, Parliament was keen to remind that inappropriate disposal of medical feed poses 
risk to the environment and contributes to antimicrobial resistance. 

As part of its implementation, the regulation requires the European Commission to adopt delegated 
and implementing acts. A list of these acts and documents regarding the progress of the work on 
this legislation is published on a dedicated Commission webpage. 

  

http://www.europarl.europa.eu/oeil/popups/summary.do?id=1427749&t=d&l=en
https://www.europarl.europa.eu/doceo/document/TA-8-2018-0422_EN.html#title1
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2019.004.01.0001.01.ENG
https://ec.europa.eu/food/animals/health/veterinary-medicines-and-medicated-feed/imp-regs-2019_en
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 Medicated feed: manufacture, placing on the market and use, European Parliament, 
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Assessment, March 2015. 
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4  Regulation (EC) No 1831/2003 of the European Parliament and of the Council of 22 September 2003 on additives for 

use in animal nutrition. 
5  Council Directive 90/167/EEC of 26 March 1990 laying down the conditions governing the preparation, placing on the 

market and use of medicated feeding stuffs in the Community. 
6  This section aims to provide a flavour of the debate and is not intended to be an exhaustive account of all different 

views on the proposal. Additional information can be found in related publications listed under 'EP supporting 
analysis'. 
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