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Medicated feed 
 
Impact Assessment (SWD (2014) 271, SWD (2014) 272 (summary)) of a Commission proposal for Regulation of the 
European Parliament and of the Council on the manufacture, placing on the market and use of medicated feed and 
repealing Council Directive 90/167/EEC (COM (2014) 556) 

 
Background 
This note seeks to provide an initial analysis of the strengths and weaknesses of the European Commission's 
Impact Assessment (IA) accompanying the above proposal, submitted on 10 September 2014 and referred to 
the European Parliament’s Committee on Agriculture and Rural Development. 

The proposal on medicated feed, together with the parallel proposal on veterinary medicines, is part of an 
overarching goal of the Commission to address the problem of rising threats from antimicrobial resistance in 
the EU. The revision of the medicated feed legislation is also linked to the Commission’s efforts to strengthen 
the internal market, and foster industrial competitiveness, innovation, and economic growth (IA, p. 8). Both 
the European Parliament, in its Resolutions of 27 October 20111 and 11 December 20122 on public health and 
microbial challenges, and the Council in 20123, have called for a European response to these issues. 

As a result, it was decided to take action to review the medicated feed rules in order ‘to harmonise at a high 
safety level the manufacture, marketing and use of medicated feed and intermediary products within the 
EU’ (Exp. Mem. of the proposal, p. 2). The proposal would also repeal the existing Directive 90/167/EEC, 
which establishes the rules according to which medicated animal feed is manufactured, placed on the 
market and used in the EU. This Directive has to be adapted to the functioning of the internal market, as well 
as to a number of other developments which need to be addressed, for example, different interpretation and 
application of it among the Member States, no standards in approving production plants, no information on 
carry-over of medicated feed between batches or on medicated feed for pets, etc. 

The scope of the proposed Regulation includes the manufacture, placing on the market and use of medicated 
feed for pets and food-producing animals. It should be noted that the proposal ‘does not apply to veterinary 
medicinal products used as the medicinal component of medicated feed (‘medicated premixes’), which are 
dealt with under the veterinary medicinal products legislation’ (Exp. Mem., p. 4). 

Medicated feed is defined as ‘a mixture of one or more veterinary medicinal products or intermediate 
products with one or more feeds which is ready to be directly fed to animals without further processing’ 
(Article 2 of the proposal). The IA explains that it is concerned with one specific way of administering veterinary 
medicinal products to animals, namely, via feed. Other ways of giving medicine to animals include ointments, 

                                                           
1  European Parliament resolution of 27 October 2011 on the public health threat of antimicrobial resistance 
2011/2848(RSP). 
2 European Parliament resolution of 11 December 2012 on the Microbial Challenge – Rising threats from Antimicrobial 
Resistance (2012/2041(INI). 
3 Council conclusions on the impact of antimicrobial resistance in the human health sector and in the veterinary sector – 
a ‘One Health’ perspective, 22 June, 2012. 

http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2011/2848(rsp)
http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2011/2848(rsp)
http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2012/2041(ini)
http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2012/2041(ini)
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tinctures, injections, oral powders or via drinking water and are not covered by this IA, but rather by the IA 
accompanying the parallel proposal on veterinary medicinal products4 (IA, p. 6). 

Regarding the size of the internal market for medicated feed, there are ‘1600 authorised operators and 4000 
compound feed sites in total’, employing more than 110 000 persons, among medicated feed producers 
(generally SMEs) in the EU. Countries with the biggest number of approved operators for manufacturing and 
placing on the market of medicated feed are Austria, Italy, UK, Spain, and France (IA, p. 51). Countries with 
the highest production of medicated feed (between 800 and 1000 hundreds of tonnes) are Spain, France, and 
Italy. Medicated feed is largely used among big groups of animals, especially pigs and poultry (IA, pp. 9-12). 

Problem definition 
The IA identifies four main problems in the area of medicated feed: 

1. Presence of residues of veterinary medicines in feed. 
2. Imprecise dosage of veterinary medicines. 
3. Barriers to expand the production and intra EU trade of medicated feed. 
4. Impossible market access of medicated feed for pets. 

 
The IA explains that medicated feed can be manufactured in animal feed plants/feed mills, on farms by 
farmers themselves under prescription by a veterinarian, and by mobile mixers, such as lorries. ‘Member 
States' regimes are different both for veterinary medicinal products (generally national authorisations) and 
for medicated feed (no harmonisation at all).’ (IA, p. 13). 

The IA informs that tolerance levels of residues of veterinary medicines in feed are very different in various 
Member States, eight of which have adopted a ‘zero tolerance’ policy5. 

Regarding the problem of imprecise dosage, the IA warns that in about one third of the Member States costs 
for medicated feed production are preventive in the sense that high costs for the compound feed producers 
keep them away from participating in the medicated feed market. For example, in Germany totally 
separated production lines have to be installed for compound feed and medicated feed. Alternative, less 
precise routes of administering medicines to animals are used6, leading to imprecise dosages (IA, p. 20). 
Directive 90/167 sets out rules of homogenous incorporation of the medicines in animal feed in order to 
avoid the risk of carry-over of the medicines; however, the extent to which Member States implement this 
varies significantly.  

Barriers to trade include the fact that medicated feed producers have to undergo specific national procedures 
in order to be able to trade their products in other EU Member States. Moreover, most medicated feed 
companies are SMEs, and they are not in a position to be able to research requirements of individual 
Member States, thus cross-border trade is limited. (IA, p. 22)  

Finally, the scope of Directive 90/167 is limited regarding medicated feed for pets. Also, Member States have 
different practices in this area, as some of them are not sure if medicated feed legislation can be applied to 
pets given that it is part of the CAP. The IA points out that medicated pet food is only available in three 
Member States, and stresses that this is ‘potentially a very large and untapped business opportunity’ (IA, 
p. 24). 

Objectives of the legislative proposal 
The Proposal on medicated feed is part of a more global objective of the Commission to address the problem 
of microbial resistance, laid down in its Road Map ‘Action Plan Against the rising threats from 
Antimicrobial resistance’.  

                                                           
4 2014/0257 (COD). 
5 Austria, Germany, Greece, Hungary, Italy, Luxembourg, Poland, Slovenia. 
6 For example, oral powders are dosed per hand by the farmers, no dosage devices are used (IA, p. 20). 

http://ec.europa.eu/health/antimicrobial_resistance/policy/index_en.htm
http://ec.europa.eu/health/antimicrobial_resistance/policy/index_en.htm
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The main aim behind the revision of the medicated feed rules is to harmonise the manufacture, marketing 
and use of medicated feed and intermediate products in the EU at a high safety level and to reflect the 
technical progress in this field (Expl. Mem., p. 2). 

The IA mentions the following general objectives of the proposal, without giving more detailed 
explanations: 

(1) the smooth functioning of a competitive and innovative internal market for medicated feed whilst  

(2) ensuring a high level of protection of animal and public health.’ (IA, p. 26) 

The specific objectives mentioned in the IA (p. 26) are the following: 
• Overcome the zero-tolerance for unavoidable carry-over of veterinary medicines. 
• Make medicated feed available to farmers and pet owners at a competitive price. 
• Curb antimicrobial resistance (AMR) risk from residual and sub-therapeutic administration of 

antimicrobials. 
• Improve animal health by precise dosage of oral veterinary medicines. 
• Remove barriers for innovative, ’novel‘, medicated feed. 

The specific objectives coincide with the drivers to the problems described in the IA. 

Range of options considered 
The IA presents three options:  

Option 1 – the baseline scenario. 
Option 2 – amending of Directive 90/167 combined with ’soft law’. 
Option 3 – new EU Regulation with detailed rules. 

Option 1 – Baseline scenario: according to the IA, this would mean that ‘antimicrobial resistance is not 
adequately addressed and less and less animals are treated with high quality medicated feed’, because 
medicated feed cannot be offered at competitive prices or is not offered at all due to rigid requirements in 
the Member States (IA, p. 28). Moreover, Member States would continue to apply various interpretations of 
the rules of the Directive, for example, regarding manufacturing and use of medicated feed, or homogeneity 
or residues of veterinary medicines in feed (IA, p. 29). 

Option 2 – ‘The existing Directive 90/167 regarding provisions on production, use and marketing of 
medicated feed will keep its general character and still be subject to varying national interpretation and 
implementation.’ This option is based on the internal market, and it includes pets in its scope, as well as 
modernises the integration of feed and veterinary medicines into the legislation (IA, p. 36). Meanwhile, the 
IA says that the scope of Directive would be clarified , presumably with regard to pets, although this is not 
entirely clear, in order to ‘remove barriers for innovative medicated feed applications’, as well as ‘to improve 
the internal market and the public health’.  

The IA also points out that, if the new legislation were to be an amendment of the existing Directive, it 
would be incompatible with the new proposal for a Regulation on veterinary medicines. For example, 
monitoring measures to fight antimicrobial resistance would apply also to medicated feed, but would be 
more difficult to implement. Also, import of medicated feed is regulated separately from the import of 
veterinary medicines (by a horizontal Regulation on official controls of food and feed). Industry would 
apply a voluntary European Feed Manufacturers’ Guide (EFMG), thus it would remain difficult for control 
authorities and Food and Veterinary Office of DG SANCO to control the manufacturers for their compliance 
to legislation (IA, p. 29-30). 

Option 3 – Clarifications of the scope of Directive 90/167, as well as streamlining with the veterinary 
medicines proposal, would be legally binding. This option also provides for manufacturing and distribution 
of pet food, in particular, to pet owners with chronically ill animals. Other provisions of this option include 
mixing technology and homogeneity; tightened standards for feed production, mobile and on-farm mixing; 
issuance of precise veterinary prescriptions and competence of the Member States authorities, tolerance 
levels for carry-over of veterinary medicines in non-medicated feed. (IA, pp. 30-31) 
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he IA mentions two discarded options: complete repeal of Directive 90/167 and no-stand-alone medicated 
feed law. In case of the removal of the existing Directive, the general feed and veterinary medicine 
legislation would apply to the manufacturing, marketing and use of medicated feed, but the status of 
medicated feed would be unclear; Member States would be totally independent to establish their own rules. 
In case of no-stand-alone medicated feed law, the substance of the Directive would be regulated between other 
existing legal acts (Feed Hygiene and Feed Marketing regulations, Directives on veterinary medicines and 
undesirable substances in feed). If the Directive were repealed, the problems described above would persist 
and deteriorate. Member States opposed the option of regulating medicated feed among existing rules, because 
medicated feed has a particular status due to its very strong link to veterinary medicines. (IA, p.32). 

The preferred option is Option 3, as it ‘would have the most positive impacts and provides the best way 
forward to achieve objectives for the EU’. Positive impacts include cost efficiency and economic growth of 
the medicated feed industry, as well as improved animal and public health (IA, p. 44).  

Scope of the Impact Assessment 
For each of the options, the IA analyses the economic impacts, impacts on animal and public health, as well 
as touching upon animal welfare, environment, subsidiarity and international trade. Qualitative evaluation 
dominates, with most data presented for the impacts of Option 3. This option is explained and described in 
more detail than the other two, making it difficult to draw direct comparisons.  

The economic impacts under Option 1 include costs of medicated feed production, market access and 
compliance and administrative costs. With huge differences of rules applied among the Member States, the 
producers continue to face different production costs (extra costs from EUR 1 to EUR 70 per tonne). Due to 
higher prices in some Member States, farmers have less access to medicated feed as a cure option. The IA 
warns that innovation in the field of medicated feed remains limited due to the ‘scattered and exclusive’ 
marketing environment. (IA, p. 33). 

Under Option 2, production costs of medicated feed would still differ significantly across Member States. 
Regarding market access, a clearer legal framework would improve the business environment. Option 2 also 
includes pets and a clarification that medicated feed can be given to individual animals. The market 
potential of medicated pet feed in the short term is described as EUR 50 million, and in the medium-term at 
around EUR one billion (Annex 8.13., p. 88). It is, however, not clear from the IA if these figures apply to the 
whole EU, as it also specifies that the market for medicated pet food would be opened in one third of 
Member States (IA, p. 36). 

Under Option 3, production costs would vary among Member States; for example, in Member States with 
currently low manufacturing standards, the costs of medicated feed would increase. The IA develops two 
sensitivity scenarios of calculations of these costs: if 50 per cent of current production were concerned by 
stronger standards, additional costs would be EUR 19 million; if 65 per cent of medicated feed were to face 
cost increases, additional costs would amount to EUR 24 million. While this effort to apply some sensitivity 
analysis is to be welcomed, the exact basis for these calculations is not explained in the IA, which simply 
mentions in Annex 8.13 that they come from the Food Chain Evaluation Consortium (FCEC) report and 
additional surveys. Regarding market access, it would be opened to new, innovative medicated feed products, 
like pet feed (with an additional profit margin of EUR 15 million in the short term). This revenue would be 
generated by pet owners who would pay for ‘a more convenient treatment of their pets’. Medicated feed 
would be made more attractive in the Member States with stringent national standards, and the potential 
revenue based on an additional 30-50 per cent of the current medicated feed quantities is estimated at EUR 11 
to 18.6 million. In turn, this nevertheless presumably represents an additional cost for farmers, which is not 
explicitly estimated, the IA simply explaining that farmers can choose alternative routes of administration of 
medicine (no reference is made in this context to the description elsewhere in the IA of these routes having 
negative impacts on human health, antimicrobial resistance and the environment) (IA, p. 38). 

Animal, public and occupational health impacts under Option 1 include the risk of animals not being treated 
correctly with other types of administration of veterinary medicine. As a result of imprecise dosages, there is a 
risk of unintentional veterinary medicine residues being present in feed or water. Regarding public health, the 
risk of antimicrobial resistance is increased as Member States in general avoid setting stringent rules on 
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tolerance levels. In Member States with high tolerance levels, the residues of antimicrobials on feed are also 
likely to be above the normal values. Regarding occupational health, the IA describes farmers suffering from 
skin and eye irritation or allergic reactions from oral powder medication. Under option 1, the number of farmers 
concerned ‘is greater to the extent that alternative routes of oral medication are practiced’. (IA, pp. 34-35). 

The IA explains that Option 2, with its ‘soft law’ possibility, would not have much leverage to improve 
health efforts in Member States. Animal health could nevertheless be slightly improved in Member States 
with currently lax rules, as improved homogeneity of medicated feed would ensure that more animals 
received the correct therapeutic dose, at the same time curbing antimicrobial resistance due to less carry-
over. (IA, p. 37). 

Impacts on animal health under Option 3 are described as positive in several respects due to better availability 
of medicated feed: more animals are treated with a correct dose, and carry-over of residues is thus 
addressed. Veterinarians would have an important role in precisely prescribing medicated feed in the light 
of anticipated production. They would also be responsible for ensuring that ‘left-over from the previous 
prescriptions are disposed of and not given to the animals’. However, the IA does not provide any details on 
mechanisms to ensure that this would be the case. The IA claims that public health will be positively affected 
due to set carry-over limits which in turn help to marginalise the risk of developing antimicrobial resistance. 
Improvement of farmers’ health is anticipated due to more widespread use of medicated feed instead of 
other, more irritant, types of medicine, for example, oral powders. (IA, p. 40) 

Regarding impacts on animal welfare, Option 1 is described as having a slightly negative impact, as weaker 
animals are pushed aside by stronger animals during feeding, and receive a lower therapeutic dose than 
necessary (IA, p. 35). Option 2 provides for increased availability for medicated feed for pets, thus 
improving animal welfare (IA, p. 37). Under Option 3, animal welfare is estimated to improve for the same 
reason as animal health — i.e. animals receive a more precise dose of medicine (IA, p. 41). Impacts on animal 
health and animal welfare could perhaps usefully have been combined under the same heading. 

The environmental impact is described as ‘slightly unfavourable’ under Option 1 due to ‘poor control on the 
unintentional release of antibiotics in the environment’ (IA, p. 35). Option 2 would have the same impact 
(IA, p. 37). Under Option 3, the environmental impact is estimated as positive due to ‘better control on the 
unintentional release of veterinary medicines in the environment’ (IA, p. 41). 

Employment impacts are mentioned in the IA as being negligible. It should be noted, however, that, according 
to the IA, 110 000 people are employed in the animal feed industry, mostly in SMEs employing 20 to 100 
people (p. 10). The IA informs that Option 2 would have a marginally positive employment impact in SMEs 
due to opening the market for medicated pet feed (IA, p. 36). 

Options 1 and 3 are looked at from the subsidiarity perspective. Under Option 1 Member States would still 
tackle the issues under their competence, including establishing product criteria, however, ‘national regimes 
do not exist in manufacturing or marketing feed’ (IA, p. 36). Under Option 3, rules of manufacturing and use 
of medicated feed are set by the EU, and the Member States and local operators can decide how the criteria 
for the homogeneity of medicated feed and the carry-over limits in compound feed will be met (IA, p. 41). 

Subsidiarity / proportionality  
The proposal is based on Articles 43 and 168(4)(b) of the TFEU — CAP and measures in the veterinary and 
phytosanitary fields having protection of public health as their direct objective (Expl. Mem., p. 5). The IA 
suggests that EU action is necessary because the objectives of the measure can be achieved most efficiently 
by fully harmonised requirements throughout the Union. More precisely, ‘[A] single set of EU rules would 
reduce the distortions in production conditions for the feed industry and in competitiveness for the livestock 
farmers.’ (IA, p. 26) 

No Member State national parliament has issued a Reasoned Opinion raising problems with respect to 
subsidiarity or proportionality. Contributions have been received from the Spanish Cortes and Italian 
Senate. 
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Budgetary or public finance implications 
The IA informs about implications for public finance of Member State authorities. Under Option 1, national 
control authorities ‘would face the administrative burden to set up or keep updated their existing concrete 
rules for medicated feed manufacture on their territory’, including the burden to control farmers 
administering veterinary medicines directly (IA, pp. 33-34). No data is provided to illustrate what those 
administrative burden costs would be. 

Under Option 2, there is a minimal increase in the administrative burden as the Member State authorities 
have to participate in the revision of the voluntary European Feed Manufacturers’ Guide. However, some 
countries would be able to reduce the burden by maintaining their voluntary guides, whereas countries with 
stringent rules cannot have much savings here, according to the IA (p. 36). 

Under Option 3 limited administrative costs are envisaged for the national authorities, the Commission and 
the European Food Safety Authority (EFSA), and ‘the enforcement of EU-wide criteria would reduce the 
burden in the long term’. The IA states that costs for the start-up approval for production of medicated feed 
will be recovered from the manufacturers ‘with a negligible price impact’, but does not go into more detail 
as to why this is considered to be the case. The IA does, however, explain the possible price effect on animal 
products, and claims that this can be excluded according to the calculations, which are less than 0.1 per cent 
of the costs of livestock production (IA, p. 39). 

SME test / Competitiveness 
The IA devotes a specific chapter to a general description of the situation of SMEs (p. 26). It explains that the 
medicated feed business is mainly driven by SMEs and micro-enterprises. While high regulatory burden and 
compliance costs would clearly put them in a less advantageous situation as they cannot enjoy economies of 
scale compared to very large enterprises, the IA reiterates the importance of maintaining the current high 
level of consumer protection and explains that ‘[t]he Commission is cautious when considering any 
exemptions or lighter regimes for SMEs’.  

According to the IA, under Option 1, SMEs would face costs to comply with the respective national systems 
for marketing their feed in more than one Member State (IA, p. 34). Under Option 2, SMEs might face less 
administrative and compliance costs as they would rely on the revised EU guide for manufacturing rules 
(IA, p. 36). Under Option 3, compliance costs for SMEs would be reduced significantly, because they would 
no longer have to follow various rules in different Member States (IA, p. 39). No specific data is provided to 
illustrate any of these conclusions. 

Simplification and other regulatory implications 
The proposal constitutes part of a more general initiative to reduce the risk of antimicrobial resistance, which 
includes revision of legislation in several areas. It would replace 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. Other rules applying to medicated feed currently in force mentioned in the 
IA include the Feed Additive Regulation (IA, p. 14), Feed Hygiene Regulation (IA, p. 22), and Directive 
2002/32 laying down specific tolerance levels for coccidiostats in feed (IA, p. 28). The link between the new 
proposal and those existing rules could usefully have been explained in more detail in the IA. The extent to 
which the proposal would actually streamline or simplify existing legislation is not clear. 

Relations with third countries 
There is no explicit reference in the IA to any impacts on third countries, other than a brief mention of 
opening the EU market to new imports of pet food, as well as possible future exports to foreign markets (IA, 
p. 41). 

Quality of data, research and analysis 
The IA is based on an external study entitled ’Evaluation of the EU Legislative Framework in the Field of 
Medicated Feed‘ carried out in 2009/2010 by the FCEC (Exp. Mem., p. 3). Scientific input was given by the 
European Food Safety Authority and the European Medicines Agency (IA, p. 7). 
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A positive aspect of the IA is that explicit attention is paid to the impacts on SMEs; however the analysis in 
this respect is mostly qualitative. Background data is given on all Member States, with the exception of 
Croatia. The presentation of the problem definition could have been improved, notably with an earlier and 
clearer explanation that medicated feed is considered ‘the best route of medication’ (IA, p. 28). More 
attention could have been paid to explanation of other ways of manufacturing medicated feed, including 
various ways of mixing the medicine into the feed, such as mobile mixers and on-farm mixing. Description 
of the various options would have benefited from more detail. Option 3 appears to have received most 
attention, suggesting a certain bias in favour of the preferred option from the outset. The description of 
impacts would have benefited from more data, as well as reference to more varied stakeholder opinions, as 
it is mostly industry views that are represented in the IA. For example, no reference is made to the opinion 
of pet owners regarding costs, even though they are supposed to cover the production costs of the new 
medicated feed for chronically ill pets. The role of the veterinarians is described as being very important, as 
they also have to check that unused medicated feed is destroyed, but the IA does not provide any analysis as 
to who will control the veterinarians in this respect and the consequent administrative burdens involved. 

The IA contains some presentational inconsistencies and lack of information regarding the basis of some 
calculations, for example, market access and additional compliance costs for production are estimated at a 
certain amount (IA, p. 38), but reference in the Annexes to the underlying calculations appears to be missing.  

Stakeholder consultation 
Stakeholder consultation appears to have been comprehensive and targeted and stakeholder views are well-
integrated in the IA, although, again, mainly with regard to Option 3. The IA informs that stakeholders have 
been consulted in the margins of the Advisory Group on the Food Chain and Animal and Plant Health, the 
Animal Health Advisory Committee and the Advisory Committee on Fisheries and Aquaculture working 
group on aquaculture. Targeted consultations involved the International Federation for Animal Health 
Europe, the European Feed Manufacturers` Federation, the Federation of Veterinarians in Europe and the 
EU Farmers and Agri-Cooperatives. A web-based, open stakeholder consultation was organised from 30 
March to 31 May 2011 (IA, pp. 6-7). Annexes 8.11 and 8.12 include the results of the stakeholder consultation. 
58 per cent of the respondents of the public consultation represent business organisations and farmers (IA, 
p. 75), and the highest number of answers (34.7 per cent) came from the pharmaceutical industry or 
producers of medicated feed (30.6 per cent) (IA, p. 76). 

The stakeholders referred to under the options or assessment of impacts include farmers, veterinarians, pet 
owners, feed producers and pharmaceutical industry. Replies received from the Member State authorities 
are integrated in the IA, especially regarding the impacts of option 3 on animal health. 

Monitoring and evaluation 
The IA explains that Regulation 882/2004 on official controls of food and feed already includes provisions 
for general monitoring of legislation on medicated feed, but the indicators are not explicitly mentioned. The 
Food and Veterinary Office of the Commission controls the correct enforcement of the above Regulation by 
the Member States, and it is considered that no additional data would have to be collected for monitoring of 
the new legislation. 

The IA lists the following indicators for monitoring achievement of the objectives of the proposal, all of 
which are related to the competitiveness of medicated feed manufacturing: the share of veterinary medicinal 
products sold as premixes, quantities of medicated feed produced separately for food producing animals 
and pets, and price differences between medicated feed and compound feed (IA, p. 44).  

Commission Impact Assessment Board 
The Commission’s Impact Assessment Board (IAB) delivered its first, negative, opinion on a draft version of 
the IA dated 12 December 2012, indicating several serious shortcomings which needed improvement. The 
IAB’s second opinion7, published on 12 July 2013, required further work to be done on four aspects: further 
                                                           
7  Impact Assessment on the proposal for a Regulation on the production, placing on the market and use of medicated 
feed: IAB Opinion of 12 July 2013. 

http://ec.europa.eu/smart-regulation/impact/ia_carried_out/docs/ia_2014/sec_2014_0465_en.pdf
http://ec.europa.eu/smart-regulation/impact/ia_carried_out/docs/ia_2014/sec_2014_0465_en.pdf
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development of the problem definition; better explanation of the link to the regulatory framework on 
coccidiostats; better explanation of the options and envisaged implementing measures, as well as improved 
assessment of the preferred policy option. The IA explains that improvements were made along the lines of 
the IAB recommendations. However, more could have been done on some points, for example, to explain 
the role of veterinarians, especially regarding the control of destroying unused feed.  

Coherence between the Commission's legislative proposal and IA  
The proposal and the IA largely appear to correspond, with some exceptions: Article 1 of the proposal 
defines the scope of the proposed Regulation, mentioning also export to third countries; however, this aspect 
is not addressed in the IA. Article 17 of the Proposal explains that Member States have to put in place 
appropriate collection systems for expired medicated feed and intermediary products, but, again, this aspect 
is not explored in the IA. 

Conclusions 
On the face of it, the IA seems to make a reasonable case for the preferred option. However, it does not 
always explore all likely impacts in full, for example with regard to costs to farmers and pet owners, or 
administrative burden linked to controls. Also, because this option is explained and described in more detail 
than the other two, it is difficult to draw direct comparisons. The IA could therefore have paid more 
balanced attention to alternatives. Moreover, the choice of options presented is very limited, since the only 
alternative presented, other than the status quo, is actually described as contradicting the parallel proposal 
on veterinary medicines, even though both proposals share the same global goal of fighting antimicrobial 
resistance.  

The evaluation tends to be mainly qualitative. Where reasonable quantitative data is provided, it is largely in 
relation to the preferred option and could sometimes have benefited from more detailed explanation. The 
explicit consideration of potential impacts on SMEs is to be welcomed, but, again, some quantitative data to 
back up the conclusions drawn would have been helpful.  

Finally, the link between the new proposal and existing rules could usefully have been explained in more 
detail in the IA, as could the extent to which the proposal would actually streamline or simplify existing 
legislation in this complex field. 
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