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Cloning of animals
Impact Assessment (SWD (2013) 519, SWD (2013) 520 (summary)) for i) a Commission proposal for a directive of the

European Parliament and of the Council on the cloning of animals of the bovine, porcine, ovine, caprine and equine
species kept and reproduced for farming purposes, and ii) a proposal for a Council Directive on the placing on the

market of food from animal clones (COM (2013) 892 and COM (2013) 893).

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 proposals, adopted on 18 December 2013.

Under the current legislative framework, food from clones falls under the scope of the Novel Food
Regulation ((EC) N° 258/97) and is thus subject to pre-market approval based on a food safety risk
assessment1. In 2008, the Commission presented a proposal to streamline the approval process. During the
legislative procedure, lawmakers sought to amend the proposal to introduce specific rules on cloning. In
particular, Parliament requested a ban on the technique, on meat and dairy products of clones and of their
offspring as well as on their reproductive material, and then, in second reading, a total ban of any food from
clones and their descendants2. No agreement was reached on the scope and features of any of the issues
linked to cloning and the proposal therefore fell in Conciliation in March 2011. As a result, the Commission
was asked to prepare a legislative proposal on all aspects of cloning for food production, based on a detailed
impact assessment and, subsequently, ‘to produce a dedicated policy on cloning...to clarify and address all
different aspects related to cloning going beyond the food aspects’ (IA, p. 15). The IA deals not only with the
placing on the market of foods from animal clones, but also the cloning technique used for farming
purposes, animal welfare, ethical matters and divergent national rules. It does not however cover animal
cloning used in the pharmaceutical industry, research, or for keeping diversity of species (IA, Annex 5,
p. 109). On the basis of the IA, the Commission has prepared two separate proposals: one on the cloning of
animals for farming purposes, and the other on the placing on the market of food from clones.3

In parallel, the Commission has prepared a new, separate proposal to amend the Novel Food Regulation,
based on the original IA from 2008, but without any reference to cloning. This is under consideration in the
Environment Committee.

Legal basis
It should be noted that the two proposals related to cloning have different legal bases. COM(2013) 892 on the
cloning of animals kept and reproduced for farming purposes is based on Article 43 TFEU (agriculture), and
is therefore subject to the codecision procedure. COM(2013) 893 on the placing on the market of food from
animal clones, on the other hand, is based on Article 352 TFEU, and is therefore subject to the consent
procedure. The choice of legal base is not addressed in the IA but might merit further attention.

1 According to the IA, no application has ever been submitted to market food produced by means of the cloning
technique (Annex VI, p. 135).
2 More recently, in the context of the discussions on electronic identification of bovine, Parliament called for mandatory
labelling of fresh meat of offspring of clones pending the presentation by the Commission of the specific proposal on
cloning.
3 A detailed overview can be seen on the EC webpage on novel foods.

http://ec.europa.eu/food/food/biotechnology/novelfood/initiatives_en.htm
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Problem definition
The IA identifies animal welfare as one of the main concerns behind the proposal, and the Commission has
asked the European Food Safety Authority (EFSA) to provide an opinion in this matter. Based on an opinion
of EFSA of 2008, as well as its subsequent statements until 2012, the IA provides a detailed description of the
main animal welfare concern which is the suffering caused to animals by application of the cloning
technique, especially to surrogate dams and clones of bovine and porcine species. Regarding ovine, caprine,
and equine species, it says that there is not enough data to assess their welfare aspects. Regarding offspring
and descendants of clones, EFSA concluded in its opinion that they are not affected by animal health or
welfare problems (IA, p. 12).

Another underlying challenge to be addressed by the proposal is concerns of EU citizens regarding food safety,
ethical matters of cloning, as well as consumer information on food labels. With regard to food safety, the IA
stresses that EFSA has 'concluded that there is no indication of any difference for food safety for meat and
milk of clones and their progeny compared with those of conventionally bred animals' (IA Executive
Summary p. 2).

Lastly, the IA mentions risk of diverging national rules (for example, Denmark has forbidden animal cloning on
its territory), which may lead to market distortions such as an uneven playing field for farmers among the
EU countries (IA, p. 24).

Objectives of the legislative proposals
According to the IA, the general objectives of the EU initiative are to address concerns on cloning for farming
purposes; to ensure uniform conditions for farmers in the EU; and to protect consumer interests as regards
food from cloned animals.

The specific objectives are threefold:
1. to ensure uniform production conditions for farmers in the EU, while protecting the health and

welfare of animals;
2. to protect consumer interests regarding food from cloned animals;
3. to guarantee competitiveness of farmers, breeders and food businesses in the EU.

The distinction between the general and the specific objectives lacks clarity. The specific objectives appear to
repeat the general objective without going into further detail, other than to add a reference to animal welfare
which might have been expected to have been considered a general aim.

Range of options considered
There are five discarded options described in Chapter 4.2. of the IA (p. 27). The main reasons for discarding
them are legal feasibility (EU primary and secondary acts, WTO) and technical limitations.

The Commission has presented four policy options in the IA:
i) Policy option 1 - Baseline scenario – no policy change;
ii) Policy option 2 - Pre-market approval of food from clones, from offspring and descendants;
iii) Policy option 3 - Labelling of food from clones, offspring and descendants, which includes five sub-

options:

Sub-option 1: labelling of food from clones,
Sub-option 2: labelling of food from offspring,
Sub-option  3: labelling of food from descendants,
Sub-option 4: voluntary labelling, and
Sub-option 5: mandatory labelling;

iv) Policy option 4 - Temporary suspension of the technique and of imports of live clones, their
reproductive material and food from them. (IA, p. 24-26).
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Under Option 1, ‘food from clones would remain within the scope of the Novel Food Regulation and subject to
a pre-market approval (PMA) based on a food safety assessment’ (IA, p. 28). Food business operators ‘need to
submit an authorisation application to the Member State's authority to perform a scientific risk assessment and
pay fees for this’ (IA, p. 29). ‘Food from offspring and from descendants would continue to be marketed
without any distinction as to the animals it is obtained from.’ (IA, p. 29) It would be thus impossible for the
consumers to know if the food product is derived from offspring or descendants of cloned animals. Regarding
the use of the cloning technique, Directive 98/58/EC on animal welfare continues to apply.

Under Option 2, food business operators would apply for market authorisation (for food derived from
clones, descendants, and offspring) directly to the Commission, who would then consult EFSA. Such a
centralised procedure was already foreseen in the 2008 Novel Food proposal (IA, p. 32). However, the
Commission also points out, that the food from offspring and descendants is not covered by Novel Food
Regulation (EC) Nº 258/97, because offspring and descendants are bred conventionally (Annex VI, p. 134).
‘The implementation of this option implies that in the absence of authorisation, the food could no longer be
put on the EU market.’ (IA, p. 32) This option is supported by the European consumer association (BEUC).

The scope of Option 3 covers labelling of food from clones, offspring, and descendants, and its modalities:
voluntary or obligatory. Labelling of food would take into account consumer interests, which are very well
documented throughout the IA. In case of mandatory labelling, costs will be borne by the food business
operators (FBOs). In case of voluntary labelling, it could interest FBOs as it would represent and added value
for selling their products. (IA, p. 35)

Option 4 provides a temporary suspension of the cloning technique in the EU. Consequently, the risk of
diverging national rules for animal welfare would be avoided, while improving legal certainty and clarity.
(IA, p. 43) The IA stresses that imports of live clones and their reproductive material would also need to be
suspended, but the option would nevertheless address consumer concerns on food from animal clones (IA,
p. 43). Annex XI provides an analysis of impacts on trade in case of suspension of the cloning technique, and
says that ‘imports of reproductive materials of clones would continue to take place without restrictions’
(p. 188). This appears contradictory to the above, and might require further clarification.

The IA gives a slightly misleading impression that ‘none of the options would on their own enable to attain
the objectives', stating that '[n]o preferred option is thus proposed at this stage.’ (IA, p. 5). However, the
Executive Summary clearly states that 'option 4, (excluding the suspension of import of reproductive
material) is best suited to address the objectives' (Executive Summary, p. 6).

Scope of the Impact Assessment
The IA assesses the economic and social impacts (prices of food, employment), as well as impacts on
consumer protection, and animal welfare of the four policy options. A table in Annex XIII provides a
comparison of the impacts of the four policy options. According to the IA, consumer interests seem to be
winning in all four of them, whereas options 2, 3, and 4 appear not to be in the economic interest of the food
business operators (extra costs for labelling for both EU and third country producers). However, this
assertion seems to contradict data presented elsewhere in the IA referring to economic benefits (for example,
of voluntary labelling).

The economic impacts analysed include costs incurred to the food business operators, and the IA gives
precise figures for these costs. A fee of an application for an authorisation under the no policy change option
ranges from EUR 830-25 000. In cases where toxicological tests are required, the cost of filing an application
under the Novel Food Regulation has been estimated to be up to EUR 400 000 (IA, p. 29). The additional
costs for food business operators linked to the traceability of food from clones would be not significant, for
example, EUR 2000-4000 for a small label change, and EUR 7000-9000 for a full redesign of label, yet most
companies redesigning their labels every three years as normal business practice (IA, p. 30). The economic
impact on production costs for breeders, farmers, and on trade with third countries is considered non-
significant due to the very limited cloning activity in the EU (IA, p. 30).
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Policy option 2 ‘entails additional [economic] impacts: the offspring and descendants of one single animal
increases exponentially by thousands of animals per generation (see Annex XIII paragraph 2)’ (IA, p. 33).
The costs for filing the application are the same as in policy option 1, ‘except for the fees paid at national
level which will no longer exist’ (IA, p. 33). It has to be noted that ‘In the case of a generic authorisation, a
single FBO would bear the costs of application for a given food while all other operators would benefit from
this authorisation.’ (IA, p. 33). The additional costs for FBOs would be constituted by the requirement of
traceability of food, as well as by identification and registration of clones, of offspring and descendants (and
of their reproductive material) (IA, p. 33). The IA indicates that the costs are discussed in more detail under
policy option 3 below; however, it would be more reader-friendly to provide the calculations of these costs
when they are first mentioned, i.e., under the economic impacts of  policy option 2.

Under policy option 3, ‘depending on the sub-option chosen, costs can vary substantially’ (IA, p. 35). As
regards sub-options 2 and 3, the IA includes a table of traceability costs for offspring and descendants and
their reproductive material, showing that costs for EU farmers, importers, and breeders would be marginal.
Regarding traceability of food, the IA provides a table of costs for food business operators; however, the
assessment is incomplete, as some impacts are unquantifiable (compliance costs). The industry
representatives are against labelling of food from offspring and descendants, and they warn about the risk of
trade disruption (IA, p. 39).

The IA explains that policy option 4 (temporary suspension of the cloning technique) would not affect
cloned animals and food from them, however, their reproductive material would be affected significantly
(IA, p. 44). The IA nevertheless admits that it is difficult to assess the impact of such a suspension among
various Member States (IA, p. 44). Industry representatives stress the need to continue to have access to
genetic material (IA, p. 44).

Regarding impacts on employment, the IA states that due to unavailability of data, it is not possible to
quantify the effect on employment for all four options. The IA does not include a cost-benefit analysis;
however, it provides assessment of costs for businesses. The IA mentions that regarding food prices the
impact is expected to be low, but it is not possible to quantify it (IA, p. 31).

The impacts on consumer protection are likely to be positive in case of all policy options. In case labelling is
requested upon authorisation, consumers would be able to make more informed choices (however, under
the no change scenario, information of food from offspring and descendants of clones would not be
provided on the labels) (IA, p. 31). Regarding option 2, consumers can be sure that their food is safe, but they
cannot necessarily identify which food stems from the clones, their offspring or descendants (IA, p. 34). The
strongest option in terms of consumer protection would be mandatory labelling (policy option 3, sub-option
5). Unlike the industry representatives, consumer organisations, animal welfare associations and individuals
are in favour of a traceability system of reproductive material from clones, and of labelling of food from
offspring and descendants (IA, p. 39). Sub-options 1 to 3 under option 3 are only targeted at one type of food
within each sub-option (for example, either at food from clones, or from offspring, or from descendants),
thus the added value of these sub-options seem to be doubtful from the consumer perspective.

Subsidiarity / proportionality
The IA explains, that EU action is needed in the area of animal cloning, because ‘live animals, their
reproductive materials and derived food can be freely traded in the internal market’ (IA, p. 24). The Union
action in the area of animal welfare requirements is stipulated in Article 13 TFEU.

No national parliament has issued a reasoned opinion raising problems in respect of subsidiarity on the
proposal for a directive on the cloning of animals kept and reproduced for farming purposes. The UK House
of Commons has, however, issued a reasoned opinion concerning the proposal for a Council Directive on the
placing on the market of food from animal clones. According to the IA, during the Conciliation procedure,
‘Member States expressed their willingness to see specific measures on cloning at the EU level’ (IA, p. 14).
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Budgetary or public finance implications
Regarding implications on the EU budget or other EU or Member State public finance, the IA states that,
under policy option 2, there would be additional ‘cost to be borne by the EU budget to cover the costs
involved in processing applications (estimated at 83 000 € per application) for Novel Food’ (IA, p. 33).

SME test / Competitiveness
Annex X of the IA provides an SME test. It gives a good overview of the structure of breeding companies
across the EU, indicating that most companies involved in the breeding business are actually SMEs.
Additionally, impacts on SMEs are briefly analysed under each policy option.

Under policy option 2 and policy option 3, SME profit margins would be affected, and thus their ‘growth, in
particular as they do not benefit from efficient production systems and/or economies of scale enjoyed by
larger firms. Traceability of food could present particular challenges for micro and small enterprises.’ (IA,
p. 33). At the same time, the IA is categorical regarding any exemptions or lighter regimes for SMEs and
micro-enterprises in the light of food safety and public health, saying that these principles should not be
compromised (IA, p. 186, Annex X).

Simplification and other regulatory implications
The IA in Chapter 2.6. describes in detail the existing regulatory framework regarding animal welfare, novel
foods, identification of animals and reproductive material for traceability, traceability of food from animals,
and zootechnics and voluntary guidelines (IA, p. 16-18). Chapter 3.3. (p. 25) lists more general EU policies
and horizontal objectives which are in coherence with the objectives of the new proposal. Animal welfare is
currently protected by Directive 98/58/EC on the protection of animals kept for farming purposes (IA, p. 8).
It does not refer explicitly to cloning, but ensures a basis for Member States to act should unnecessary pain
and suffering be caused to animals.

The current 1997 Novel Food Regulation ‘covers, to date, the food derived from cloned animals, which are
subject to pre-market approval and a risk assessment by a national competent authority’ (IA, p. 16). As
mentioned above, having decided to treat cloning issues in separate proposals which are the subject of this
IA, the Commission has prepared a third proposal (COM (2013) 894) covering the remaining aspects of the
existing novel food regulation.

Relations with third countries
EU animal breeders are in competition with animal breeders in third countries. An important aspect is also
the import of reproductive material from third countries. ‘The EU imports live animals,  reproductive
material and animal products, in many cases from one or more of the five countries (USA, Canada,
Argentina, Brazil, Australia) where commercial cloning is taking place. The extent to which these imports
are related to clones, to the reproductive material of clones or their progeny is presently unknown as there is
no requirement (neither under EU law; nor in third countries) to identify them as such.’ (IA, p. 22)

Apart from food from clones, which needs to be identified, no other impact on third countries is expected
under policy option 1: they would continue to be able to export live animals (clones and progeny), their
reproductive material and their food. (IA, p. 31)

Under policy option 2, ‘EU importers need to have the guarantee that either (i) imported food does not
derive from offspring or descendants, or (ii) imported food has been approved.’ (IA, p. 34) ‘Imports could be
reduced or halted because third countries would be unwilling or unable to meet the requirements of EU
legislation. This would have an impact on EU imports of meat, milk and other food products accounting
today for around 1.7 billion € for beef, 1 billion € for sheep and goat meat and 722  million € for milk
products, and could lead to major trade disruptions.’ (IA, p. 34)
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Regarding policy option 3, no third country has expressed any readiness to put in place the identification
and traceability system of food from offspring of clones, as it would require high adaptation costs (IA, p. 41).
Thus, sub-option 3.2 and 3.3. would create major trade disruption between the EU and the third countries
(IA, p. 41).

Regarding policy option 4, third countries would not be allowed to export live clones, their food and their
reproductive material to the EU. Regarding suspension of imports of food from clones, ‘it is unlikely that
third country trading partners would from now on export food from clones to the EU in the future’, because
clones are not reared for food, but for reproductive purposes (IA, p. 45).

Quality of data, research and analysis
The Commission has based its IA on a wide and thorough study by an external company, ICF-GHK, entitled
‘Impact in the EU and third countries of EU measures on animal cloning for food production’. The problem
definition would benefit from further clarification and refinement, thus adding to the overall coherence of
the policy options offered and impacts analysed. The IA would benefit from a clearer link between the well-
presented data and the descriptions of policy options. A glossary of technical terms is included in Annex I;
however, a list of acronyms used in the IA would have very much facilitated more immediate
comprehension of the content of the IA.

Stakeholder consultation
The IA is based on wide, comprehensive and well-presented data obtained from all stakeholders, including
not only the industry and consumers, but also third countries and Member States themselves.

The IA clearly identifies the stakeholders which may be affected: animal breeders, farmers, the food
industry, cloning companies as well as consumers, public administrations and trading partners (IA, p. 16).

BEUC, the European consumer organisation, asks for a compulsory labelling system, should the temporary
suspension for marketing food derived from clones be lifted in the future (IA, p. 32). However, industry
representatives are against measures referring not only to food from clones, but also to food from their
offspring and descendants (IA, p. 33). They consider that there is no food safety concern, based on EFSA
opinions issued between 2008 and 2012 (link provided on the IA executive summary sheet, p. 4).

Stakeholder consultation has uncovered underlying conflicting interests between consumer groups and the
interests of the industry (farmers, breeders, and food businesses): consumer and animal welfare
organisations have expressed themselves against the cloning technique and any placing on the market of
cloned animal meat whatsoever; whereas industry representatives have confirmed that 'no policy change'4
would be the best scenario for them (IA, p. 9-10). The majority of EU citizens have reservations against
animal cloning for food production. Regarding the concerns of citizens and their awareness of the cloning
technique, one of the discarded options included improvement of consumer awareness (IA, p. 28).

The IA is based on a wide and comprehensive public consultation, including Your Voice in Europe and
Eurobarometer questionnaires and interviews (Annex III and IV); however, the IA could have provided a
more detailed description of the background of the above-mentioned concerns of citizens.

Monitoring and evaluation
The Commission suggests monitoring indicators for Objective 1 and 2, but none for Objective 3 (to guarantee
the competitiveness for farmers and breeders).

4 No legislation on cloning, maintaining food from clones under the Novel Food Regulation (food from clones subjected
to a pre-market approval, Regulation (EC) Nº 258/97)), no measures on food from progeny of clones, no labelling
(IA,p. 9).
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Regarding Objective 1 on uniform production conditions for farmers, the Commission suggests that EFSA
takes the responsibility of monitoring the technical progress of the cloning technique both for policy option 1
(to assess if cloning still causes unnecessary pain to the animals), and for policy option 4 (to measure
whether suspension arrangements should be stopped or amended). (IA, p. 52)

Regarding Objective 2 on the protection of consumer interests, the Commission suggests that, firstly, the
number of applications for authorising food from cloned animals will indicate how to assess which food has
been allowed (for both options 1 and 2), and, secondly, evaluation of policy option 3 can be done by surveys
on both national and EU level, as well as by using statistics from Eurostat and TRACES5 (IA, p. 52).

Commission Impact Assessment Board
The Commission's IA Board delivered an opinion on the draft IA on 19 June 2013, but formulated a number
of criticisms and recommendations for its improvement. The IA Board asked the originating service, DG
SANCO, to improve the IA in the following areas:

 to strengthen the problem definition (especially uncertainty related to the interpretation of the
Directive 98/58/EC on animal welfare, the most important drivers of consumer concerns, and the
lack of voluntary labelling schemes by FBO),

 to better explain the options (for example, why measures to improve consumer awareness have not
been considered), as well as

 to better assess and present the impacts.

DG SANCO seems to have broadly followed up on the recommendations of the Board, in that it has added
some data and strengthened its treatment of the policy options. Chapter 1.3. (p. 11) includes a detailed list
with references, where the changes and improvements have been added within the IA. However, some
questions still remain vague. For example, the IA does not give a clear answer as to why measures to
improve consumer awareness have not been considered, simply stating that 'there is no evidence that buying
behaviour for food of animal origin would in practice be influenced by the knowledge on the reproduction
technique used’ (IA, p. 15).

Coherence between the Commission's legislative proposals and the IA
The IA gives the impression that there is no preferred option. However, the proposals are clearly based in
part on option 4 (temporary ban on the cloning technique, as well as on the marketing of clones and embryo
clones). The proposal for a directive on the cloning of animals kept and reproduced for farming purposes
(COD) envisages a temporary ban on the technique and the marketing of animal clones in this context, with
the important exception, however, that reproductive material is excluded. The parallel proposal for a
Council decision (consent procedure (APP)) envisages a temporary ban on the marketing of food from clones
on Union territory. This would appear to move towards Parliament's previous calls for a total ban on any
food from clones and their descendants.

Conclusions
The IA mostly refers to food from clones, and less to the cloning of animals for farming purposes. This is
unfortunate, given that the cloning of animals for farming purposes proposal is based on Article 43 TFEU
and therefore falls under the co-decision procedure, whereas the food from clones proposal is based on
Article 352 TFEU and falls under the consent (APP) procedure (Parliament approves or rejects the act by
means of a single vote, with no amendments possible (Rule 81, EP Rules of Procedure). Further
consideration of the choice of legal base might be considered appropriate.

5 Commission management tool for tracking the movement of animals and of products of animal origin from both
outside and within the EU.
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The main strengths of the IA include the comprehensive stakeholder consultation and representation of their
views within the IA. The main weaknesses include the somewhat vague problem definition; the lack of
clarity about the existence of a preferred option, or combination of options, and the rather weak coverage of
the issue of consumer awareness as part of the policy options. In this respect, a more balanced presentation
of the conflicting interests of consumers and industry might have been desirable as well as clearer
consideration of animal welfare issues in the assessment of the impacts of each of the four policy options.

Both proposals appear to take into account the EP position in the Novel Foods conciliation regarding the ban
on food from cloned animals (in that they envisage temporary suspension of the technique, as well as of
placing on the market food from animal clones). However, it should be noted that the EP supported a
comprehensive labelling system for food derived from offspring of animal clones, in order to enable the
consumer to make an informed choice, and this issue is not addressed in the new proposals.

This note, prepared by the Ex-Ante Impact Assessment Unit for the European Parliament's Committee on Agriculture and Rural
Development (AGRI), analyses whether the principal criteria laid down in the Commission’s own Impact Assessment Guidelines, as
well as additional factors identified by the Parliament in its Impact Assessment Handbook, appear to be met by the IA. It does not
attempt to deal with the substance of the proposal. It is drafted for informational and background purposes to assist the relevant
parliamentary committee(s) and Members more widely in their work.

This document is also available on the internet at: www.europarl.europa.eu/committees/en/studies.html

To contact the Ex-Ante Impact Assessment Unit, please e-mail: impa-secretariat@ep.europa.eu
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