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Executive Summary Sheet

Proposals for Directives of the European Parliament and of the Council on cloning of food

producing animals

A. Need for action

Why? What is the problem being addressed?

a) Welfare and health of animals linked to the use of the cloning technique

EFSA’ highlighted that surrogate dams (carrying the clones) and the clones themselves suffer in
the application of the technique.

b) The negative perception that EU citizens have cloning technique if used for food
production

In surveys the vast majority (above 80 %) of EU citizens expressed broadly negative perception of
the use of cloning technique for food production. This perception appears to be at least partly the
result of:

- the unfounded assumption that cloning of food producing animals poses a risk to food
safety and human health;

- the false idea that this cloning involves genetic modification;

- general scepticism towards new technologies in biosciences;

- fear that negative effects of cloning manifest themselves only later.
c) The request of the co-legislator to address the issue

Inter-institutional discussions on cloning started in 2009 in the context of the negotiations on a
proposal streamlining the approval process of the 1997 Novel Food Regulation. No agreement
could be reached between Member States and the European Parliament on any of the issues
linked to cloning. The conciliation failed and the Commission was requested to present a proposal
on cloning based on an impact assessment.

What is this initiative expected to achieve?

General objectives

To address concerns on cloning for farming purposes, to ensure uniform conditions for farmers in
the EU and to protect consumer interests as regard food from cloned animals.

Specific objectives

- Objective 1: To ensure uniform conditions of production of farmers in the EU while protecting
health and welfare of farmed animals;

- Objective 2.  To protect consumer interests as regards food from cloned animals;

- Objective 3. To safeguard the competitiveness of farmers, breeders and food businesses in the
EU

What is the value added of action at the EU level?

Council Directive 98/58/EC lays down general minimum welfare standards for animals bred or kept
for farming purposes. It calls on Member States to avoid unnecessary pain, suffering or injury of
farm animals. If cloning causes unnecessary pain, suffering or injury, Member States have to act at
national level to avoid it.

Yet different national approaches to animal cloning could lead to market distortion. Measures
regulating the use of the cloning technique would address the associated animal health and
welfare concerns. They would prevent the development of diverging national legislation and the
consequent disruptions of the concerned agricultural markets. They would thus also ensure level
playing field for breeders and farmers and uniform conditions of production for farmers.

! opinion of 2008 up-dated in 2009, 2010 and 2012




As breeding/cloning companies and food operators in third countries are also concerned it is
necessary to ensure that the same conditions apply to them. The matter should thus be addressed
at Union level.

B. Solutions

What legislative and non-legislative policy options have been considered? Is there a
preferred choice or not? Why?

Four legislative policy options have been assessed: (1) the status quo; (2) premarket-approval of
food from clones, offspring and descendants; (3) labelling of food from clones, offspring and
descendants; and (4) suspension of the cloning technique in the EU (with the suspension of use of
clones, their reproductive material and their food).

None of the options would on their own enable to attain the objectives. Therefore to define the
most appropriate policy approach, elements of options may need to be put together. No preferred
option is thus proposed at this stage.

Who supports which option?

All professional organisations representing the various farming, breeding and food industry sectors
are in favour of the status quo and resist new measures on cloning as they may trigger additional
costs and administrative burden. Conversely, the European consumer organisations and other
NGOs are in favour of a mandatory labelling of food products derived from the progeny (offspring
and descendants) of clones and the suspension of the cloning technique in the EU.

C. Impacts of the preferred option

What are the benefits of the preferred option (if any, otherwise main ones)?

This option has a positive impact on animal welfare and creates a level playing field for all farmers
and breeders in the Union. It is restricted to the technique, to clones and food obtained thereof. Its
impact on Union FBOs and trade is limited because trade, if any, is likely to be insignificant as
FBOs have no interest to market food from clones. The suspension of the technique would not
stifle innovation and research as it would be temporary and limited in scope. It thus signals that
research outside this policy can be pursued.

Traditional breeding techniques use clones to produce offspring. Hence the suspension of the use
of reproductive material of clones could jeopardize the competitiveness of the Union's farming
sector as it would deprive it of competitive genetic material.

This option has a positive impact on consumers: their concerns about animal welfare will be
addressed as no cloning would take place in the Union and no food from clones marketed in the
Union.

What are the costs of the preferred option (if any, otherwise main ones)?

The impact of the preferred option on business is negligible as trade in animal clones and food
derived thereof is quasi non-existent and food business operators have no commercial interest in
marketing clones or food from clones.

How will businesses, SMEs and micro-enterprises be affected?

The freedom to conduct business might be restricted but this would be justified for the purpose of
protecting animal health and welfare and the suspension would be stopped as soon as the
technology has evolved. The Directives will not have an impact on SMEs and micro-enterprises

Will there be significant impacts on national budgets and administrations?

There would be no additional costs for Member States' control authorities as official controls are
already in place on animals and their reproductive material, as well as on food labelling in general.




Will there be other significant impacts?

The preferred option could have indirect long term effects on the allocation of innovation
investments. Organisations looking to invest in the development of cloning in general may be more
inclined to place their investments elsewhere. Therefore we need to continue to encourage cloning
for research.

D. Follow up

When will the policy be reviewed?

Both proposals trigger a review process By 5 years after the date of transposition of this Directive
when

Member States will have to report to the Commission on the experience gained by them on the
application of the Directives.




1. PROCEDURAL ISSUESAND CONSULTATION OF INTERESTED PARTIES

1.1. Introduction

Cloning is a relatively new reproduction technique which allows the asexual
reproduction of an individual farm animal that has shown good productivity. Cloning
does not involve any genetic modification. In fact, the clone is a near exact genetic copy
of the original animal (the donor) and should have the same high quality reproductive
material (semen, ova or embryos) as that of the donor. Although cloning does not
improve the animal's performance, breeders may consider cloning beneficial in order to
increase the output of reproductive material of a particularly valuable animal.

Clones for food production are used to produce reproductive material. As shown in the
schema below, the reproductive material of the clone enables the production of progeny
(composed of offspring and then of descendants). This progeny is produced via
traditional breeding techniques (not involving cloning). It is mostly destined for direct
use in the food chain although elite animals may be retained for breeding purposes.

Clones are not produced to obtain meat or milk for the food chain. This may however
happen for meat, at the end of the breeding life of the clone or when the clone obtained is
less efficient than originally foreseen and therefore no longer kept for breeding purposes.
The process of cloning is further detailed in Annex XIII (Paragraph 1).
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As cloning is a novel reproduction technique and as food from clones is susceptible to
enter the food chain, food from clones is presently subject to a pre-market approval under
the existing Novel Food Regulation’. The inter-institutional discussions on a proposal
streamlining this approval process reached a stalemate on issues related to cloning (such
as the use of the technique in the EU, the use of reproductive material of clones, of their
food, the traceability of progeny of clones and of their food). In spite of the
Commission’s report of October 2010, which suggested adopting specific measures on
cloning’, no agreement could be reached and the Conciliation ended in March 2011. This
led to the request to the Commission® to prepare a separate legislative proposal on all
aspects of cloning for food production based on a detailed impact assessment.

This impact assessment therefore covers the five species susceptible to be cloned (i.e.
bovine, porcine, caprine, ovine and equine) and used for food production. Cloning of
animals for research purposes, for producing medicinal products or medicinal devices,
for preserving rare breeds or endangered species or for sport purposes is excluded from
this policy initiative. A Glossary of technical terms is to be found in Annex I.

1.2. Organisation and timing

The public consultation and collection of expertise took place between end 2011 and end
2012.

1.2.1. Member Sates
Member Sates were consulted in the meetings of Standing Committee for the Food
Chain and Animal Health between February and July 2012 to clarify whether cloning
takes place and if so to what extent, and were subsequently invited to respond to a
specific questionnaire on these issues in March 2012. All 27 Member States responded
with Germany authorities clarifying their final position in May 2013.

In response to the questionnaire on the use of cloning on their territory, to know whether
clones are produced for food production or imported and if so to what extent, all Member
States confirmed that cloning for food production does not take place on their territory.
Most of them specified that Directive 98/58/EC> (see section 2.6.1) is transposed into
national animal welfare law. Only Denmark refers explicitly to cloning which is banned
on their territory. Germany who reported in the past the existence of cloned bulls for
selling their reproductive material outside the EU confirmed in writing in May 2013 the
absence of any such clones on their territory. France reported cloning of horses but only
for sport purposes. The positions of Member States are summarised in Annex III

(paragraph 1).

% Regulation (EC) N° 258/97 of the European Parliament and the Council of 27 January 1997 concerning
novel foods and novel food ingredients.

3 Report from the Commission to the European Parliament and the Council on animal cloning for food
production COM (2010) 585 of 19.10.2010 suggested to (i) to suspend temporarily the use of the cloning
technique, clones and of food from clones for five years; (ii) to trace imported reproductive materials of
clones. http://ec.europa.eu/dgs/health consumer/docs/20101019 report ec_cloning_en.pdf

* For example, the European Parliament resolution of 6 July 2011 on the Commission Work Programme
2012 requested a legislative proposal to prohibit food from clones, offspring and descendants:
http://www.europarl.europa.eu/sides/get

> Directive 98/58/EC of 20 July 1998 concerning the protection of animals kept for farming purposes; see
in particular Article 3 and 4 and Point 20 of its Annex.
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1.2.2. Sakeholders and third countries®

Multi stakeholders meetings took place via the Advisory Group of the Food Chain
(Annex II) with 22 organisations representing all concerned stakeholders (farmers and
breeders, meat and milk industry, food industry, retail industry, consumers and animal
welfare) on their position on possible action regarding the use of the cloning technique in
the EU and the appropriateness to label food from clones and of their progeny so as to
offer consumer choice.

Five technical bilateral meetings were held with specific industry organisations on
technical issues linked to breeding for food production to understand the baseline
scenario regarding traceability of animals and of meat and milk. The minutes of the
meetings are to be found in (Annex II).

15 third countries with major trade (in meat, milk products and reproductive materials)
with the EU were also consulted via a specific questionnaire sent in March 2012. 13
countries responded to the questionnaire and one (New Zealand) sent instead a letter
expressing their position. China and Chile did not reply to the questionnaire.

Based on the responses received to the questionnaire on cloning activities to understand
whether traceability systems are in place for clones, their progeny and food, the
responses received can be summarised as follows: cloning for food production takes
place in USA, Canada, Argentina, Brazil and Australia. In Canada the situation on
cloning is similar to that in the Union, i.e. food produced from food is considered novel
and requires pre-market approval. In the other countries, clones, their progeny and
reproductive material are subject to the same regulation as conventional animals
regarding the food safety, animal health and welfare. Clones are registered by private
companies (USA, Canada and Brazil)’ but Argentina and Australia report that clones are
not registered. The number and activities of cloning companies on their territory are not
known by any of the authorities. The positions of third countries are summarised in
Annex III (Paragraph 2).

1.2.3. Responses to the public consultation “ |PM consultation” & position papers

The public consultation was launched in March 2012 via the Interactive Policy Making
(the so called "IPM consultation") for 16 weeks with reminders sent during this period
via the Enterprise Europe Network, on DG Health and Consumers website and via the e-
news network reaching approximately 6000 subscribers: 360 replies were received
among which 34 from professional organisations, 34 from non-governmental
organisations, 10 from Member States, one third country and 230 from individuals.

Almost all® professional organisations representing farmers, breeders, food industry and
retail, when asked about policy change on any of the issues of cloning indicated their
favourable position towards the status quo (no legislation on cloning, maintaining food
from clones under the Novel Food Regulation, no measures on food from progeny of
clones, no labelling). The additional position papers received from industry (farmers,

% For the selection of these third countries see Annex III (Paragraph 2).

’ Breeding companies in third countries and as, in the USA, organisation and data base sponsored by
industry of a "supply chain management system" to track clones and exclude them from the food supply
chain the data bases in the USA and Canada contain the DNA profile of the clones. See Annex XIII
Paragraph 4).

¥ EuroCommence considers that “should food methods from clones and offspring be authorised for the EU
market, a practical solution needs to be found to enable traceability of these products along the whole food
supply chain”.



breeding sector and food industry) confirmed that the current situation represents for
them the best scenario.

Conversely consumer organizations, animal welfare associations and individuals,
expressed themselves against the use of cloning technique and the placing of the food
from clones and their progeny on the EU market. Finally, EU citizens participating in the
"IPM consultation" emphasised that if food products originating from clones and their
progeny would be available on the EU market, they would want to be able to make
informed choices.

The responses to the IPM consultations are summarised in Annex IV. The position
papers of specific stakeholders are summarised in Annex III (Paragraph 3).

1.2.4. Results of Eurobarometer of 2008 and 2010

To understand the consumers position, a specific Eurobarometer of 2008 on cloning’,
which surveyed 25000 randomly selected citizens in EU 27 and the 2010 Eurobarometer
on biotechnology of were used.

The Eurobarometer of 2008 on cloning showed that around 80% of the interviewees
agreed that there could be ethical grounds for rejecting animal cloning and around 70%
that animal cloning would risk treating animals as commodities rather than creatures with
feelings. Concerning animal welfare issues linked to the use of cloning technique, 41%
agreed that it would cause animal unnecessary pain, suffering and distress and 42%
disagreed. In the Eurobarometer on biotechnology of 2010 EU citizens expressed strong
reservations about the use of animal cloning in food production. More information on the
responses is available in Section 2.2. (concerns of EU citizens).

1.2.5. Impact Assessment Steering Group (IASG)

The Impact Assessment Seering Group (IASG) was set up in November 2011 with 11
Directorate-Generals as well as EFSA: DG AGRI, ENV, TRADE, MARKT, RTD,
JUST, ENTR, TAXUD, JRC, SG and LS. The Group was consulted frequently. It agreed
on the Roadmap in February 2012'° and dealt with the work carried out by the contractor,
the IPM public consultation, the consultation process with Member States and third
countries as well as the elaboration of this impact assessment report.

1.2.6. External expertise

The European Food Safety Authority (EFSA) delivered an opinion in 2008 on the food
safety, animal health, animal welfare and environmental implications of clones, of their
progeny and of the products obtained from those animals followed by three statements in
2009, 2010 and 2012'"". Based on the available data EFSA confirmed the welfare
problems related to the health of surrogate mothers (carrying the clones) and clones
themselves. Regarding food safety, EFSA 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.

? Europeans’ attitudes towards animal cloning http://ec.europa.eu/public_opinion/flash/fl 238 en.pdf
"http://ec.europa.eu/governance/impact/planned_ia/docs/2013 sanco_007_use_of cloning_technique_for _
food_production_en.pdf

" Food safety, animal health and welfare and environmental impact of animals derived from cloning by
SCNT and their offspring and products obtained from those animals (opinion and statements):
http://www.efsa.curopa.ecu/en/efsajournal/doc/767.pdf ;

http://www.efsa.curopa.ecu/en/efsajournal/doc/3 19r.pdf;
http://www.efsa.europa.eu/en/efsajournal/doc/1784.pdf ;
http://www.efsa.europa.eu/en/efsajournal/doc/2794.pdf
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The specific report on cloning by the European Group on Ethics in Science and New
Technologies (EGE) of 2008'* was also used as source of expertise. The EGE expressed
doubts on the ethical justification on animal cloning for food production purposes,
"considering the current level of suffering and health problems of surrogate dams and
animal clones". EGE also concluded that it did "not see convincing arguments to justify
the production of food from clones and their offspring".

In December 2012 a study'® by ICF-GHK was finalised concerning mainly the feasibility
and costs of the possible measures on animal cloning (summary in Annex V).

1.3. Opinion of the |AB

The IA report was submitted to the IA board on 19. June 2013 and was formally
presented on 17 July 2013. Following this meeting the board issued a positive opinion on
19 July 2013. The opinion suggested clarifying a number of points, which have been
addressed in the following manner:

1) Explain better the uncertainty in interpreting Directive 98/58/EC as regards the
use of the cloning technique, its potential circumvention and the likelihood of
unilateral national measures and explain better why the existing pre-market approval
would still be considered fit for purpose for food from bovine and porcine clones.

These issues have all been addressed in section 2.3. "risk of diverging national laws
on cloning" and section 2.6.1. (b) "Novel Food Regulation".

2) Explain why measures to improve consumer awareness or upgrade/revise existing
voluntary (organic) label schemes have not been considered, give further insights
into consumers views clarify whether there is any evidence of undermined
consumer confidence because of absence of information on cloning, and to what
extent consumers are ready to pay higher prices, and why food business operators
have not developed voluntary labelling schemes.

This explanation has been added in section 2.2. on "concerns of EU citizens" and in
section 2.4 "the underlying drivers".

3) Present and asses the provisions on "mandatory" and "voluntary" labelling versus
"offspring" and "descendants" separately and clarify the proportionality of option 2
and explain difference between status quo and labelling food from
clones/suspension of the cloning technique.

This has been done in section 5.2.1. "description of option 2" and in section 4.1.
"Policy options". In addition, sections 5.3., 6.1., 6.2. and 6.3. present and assess the
options  distinguishing between "offspring", "descendants", "voluntary",
"mandatory".

4)Provide (as appropriate) a more conclusive assessment of competitiveness
impacts, clearly differentiating between the impact on EU farmers, importers of
food and the food chain industry operators, clarify readiness of third countries to put
in place the traceability systems. These requests have been dealt with in section
5.3.3.(b) and (¢) and overview tables (numbers 4 and 5) has been inserted in Annex
IX.

2 Ethical aspects of animal cloning for food supply 16 January 2008:
http://ec.europa.eu/bepa/european-group-ethics/docs/publications/opinion23_en.pdf
1 Source ICF-GHK study on animal cloning December 2012.
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5) Section 5.1 on the pre-market approval of food from clones and section 5.3.2. (a)
on the labelling of food from clones explain why the related costs would be
marginal. Regarding food from offspring and descendants, section 5.3.2. (b)
explains the costs of traceability and labelling.

6) Identify which Member States will be impacted most and explain how the 2 %
increase in the beef sector has been calculated. This has been integrated in Annex
IX.

7) Clarify why national authorities / EU budged are not expected to bear additional
costs: The clarification has been added to section 5.5. "Impacts on control".

8) Give the key results in a comprehensive overview table: Table 9 has been added
in Section 6. In view of the many possible options, in particular on labelling, this
table 9 is a summary of the more elaborate overview which is to be found in Annex
XII.

9) Mention monitoring indicators corresponding to the data collection and respective
objectives: this data has been added in section 7.

10) Complete Summary and Executive Summary sheet with most relevant
information: this has been done.

2. PROBLEM DEFINITION

As indicated under 1.2.6. above EFSA 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.

2.1. Animal welfare concernslinked to the use of the cloning technique

In the EFSA's opinion on animal cloning of 2008 and subsequent statements until 2012 it
is highlighted that issues of welfare and health of animals for the surrogate dams
(carrying the clones) and the clones themselves are arising. This evaluation is however
based on limited data and related primarily to bovine and porcine species. In particular:

a) For bovine and porcine species EFSA noted that surrogate dams suffer in particular
from placenta dysfunctions contributing to increased levels of miscarriages. This
contributes, amongst others, to the low efficiency of the technique (6-15 % for bovine
and about 6 % for porcine species) and the need implant embryo clones'* into several
dams to obtain but one clone. In addition, clone abnormalities and unusually large
offspring result in difficult births and neonatal death. After weaning no significant
differences from conventional animals are noted.

b) for other species (ovine, caprine and equine), EFSA stated that there was not enough
data available to complete its assessment on animal welfare aspects.

¢) As regards offspring and descendants of clones, EFSA concluded that no animal health
or welfare problems affect offspring and descendants of clones, as compared to
conventionally bred animals, for all species as they are produced, via traditional
reproduction techniques.

* Embryo clones need to be distinguished for the “embryo” classified under reproductive material. The
first is a clone, the second not.
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2.2. Concerns of EU citizens

The vast majority (above 80 %) of EU citizens interviewed in the Eurobarometer survey
had a broadly negative perception of the use of cloning technique for food production'”.
This was primarily due to welfare and ethical concerns. EU citizens also indicated that if
food products originating from clones and their progeny would be available on the EU
market, they would want to be able to make informed choices. Half of the interviewees
also considered — incorrectly- that animal cloning involves genetic modification.

This is highlighted by both the 2008 and 2010 Eurobarometer and the IPM consultation
launched for this impact assessment (see chapter 1.2.4. above).

This strong negative perception of cloning appears to be at least partly the result of:

- the unfounded assumption that cloning of food producing animals poses a risk to
food safety and human health;

- the false idea that this cloning involves genetic modification;

- general scepticism towards new technologies in biosciences;

- fear that negative effects of cloning manifest themselves only later.

2.3. Risk of diverging national laws on cloning

The growing concern of public opinion in particular about the animal health and welfare
issues associated with the use of cloning for food production could push Member States
to take measures unilaterally on issues linked to the use of the cloning technique, the use
of clones (reproductive material and/or food) and to the labelling of food to inform
consumers.

Member States may ban explicitly the use of cloning technique on their territory in
accordance with provisions of Directive 98/58/EC on animal welfare on all species or
only on some of them. Directive 98/58/EC forbids the use of "breeding procedures which
cause unnecessary pain" but does not explicitly forbid the cloning technique. Denmark
adopted in 2005'® a national legislation which forbids the use of the technique on the
national territory but does not regulate the intra-Union trade and the imports of animals,
their reproductive material or food. It therefore has no impact on the functioning of the
internal market. However, it is not certain that other Member States, when taking
national measures, in the absence of EU initiatives would take a similar line as Denmark.
They may interpret the provision of the Directive in a way that the use of clones, whether
produced nationally or imported, and their products (reproductive material and food) are
also forbidden on their territory.

There is no information about the circumventing of the de-facto ban on the use of cloning
technique as there is no legal requirement for EU operators to register any information
related to the cloning status of their animals or informing the competent authorities when

"> EU citizen concerns were threefold (in descending order % of replies, see page 11 of the summary
http://ec.europa.eu/food/food/resources/docs/eurobarometer cloning_sum_en.pdf)
1. (84%): the EU do not know enough about the long term health and safety effects of using cloned
animals for food.
2. (75%): Cloning for human consumption could not be seen just as a technical issue, since there could
be ethical grounds for rejecting such cloning.
3. (69%): using cloning for food production purposes would be unacceptable because it would mean
that animals are treated as commodities rather than creatures with feelings.

' LOV nr 550 af 24/06/2005 - Lov om kloning og genmodificering af dyr m.v
https://www.retsinformation.dk/Forms/R0710.aspx?id=2116
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buying a clone or its reproductive material (same requirements as for conventionally bred
animals).

During the Conciliation referred to in paragraph 1.1.above, Member States expressed
their willingness to see measures on cloning at EU level but did not specify which type of
national measures they would adopt in the absence of EU initiative. Taking into
consideration the outcome of the inter institutional debate on food from clones, it appears
that the absence of comprehensive EU measures on cloning could present some
challenges to the good functioning of the concerned markets as divergent national
legislations could be adopted by Member States. However, since the end of the
conciliation (as referred to in paragraph 1.1. above), only Austria highlighted in writing
the need to address cloning at EU level to avoid adoption of diverging national laws
without specifying to which aspects such laws would refer to.

24. The underlying drivers

They are three-fold and can be summarised as follows:

- The animal health and welfare problems identified by EFSA are due to the use of the
cloning technique and its current level of development. EFSA clearly indicates that the
negative effects have been observed in other assisted reproductive techniques (not
involving cloning) but at much lower frequencies'’. In the latest update of 2012, EFSA
concludes' that the scientific knowledge available has increased but that only limited
progress has been achieved to diminish or solve of the problems identified as the
efficiency of cloning is still low compared to other techniques; in particular, EFSA
mentions that to overcome the relative low cloning efficiency, researchers continue to
amend cloning procedures, with however limited improvements shown by some
researchers.

- The consumer's attitude towards the cloning has been summarised as follows in the
2008 Eurobarometer study (page 11 of the summary):

Concerns about animal cloning for food production

Agree m Disagree DK/NA

We don't have enough experience about the long-
term health and safety effects of using cloned
animals for food

Cloning animals for human consumption isn't just
a technical issue, as it could be seen as
unaceeptable on ethical grounds

Using cloning for food production isn't
acceptable, as it would treat animals as
commodities rather then as creatures with feelings
Using cloning for food production would be much
more efficient in the long run and lower the cost of
food products for consumers

Animal cloning for food production is necessary for
the European food industry to be competitive

3. Do you tend to agree or disagree with the following stat
Base: all respon

" EFSA opinion of 2008 and Statement of 2012
" EFSA Statement of 2012 overall conclusion p.18.
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It is thus a general negative perception of this reproduction technique generated by
different motives.

This general negative perception give rise to a desire to recognize the food derived from
clones and their progeny as clearly shown by the survey's results.

The results show that consumers are reluctant to buy products of cloning origin. There is,
however, no evidence that buying behaviour for food of animal origin would in practice
be influenced by the knowledge on the reproduction technique used.

It is not clear to what extent consumers are ready to pay a premium for information on
the food from clones and their progeny. Respective questions were not asked in the
context of the various consultations held" due to the known discrepancy between the
consumers' replies to such questions and their actual purchasing behaviour. The situation
is thus not comparable to that of the BSE crisis®.

- The request to produce a dedicated policy on cloning is due to the outcome of the
discussions on the Novel Food legislative proposal (see Section 1.1.), where it appeared
necessary to clarify and address all different aspects related to cloning going beyond the
food aspects. In this context, the Member States already requested the Commission to
prepare a proposal on all aspects of cloning, based on an impact assessment. As the
conciliation did not conclude, the final positions of Member States and Parliament
remain unclear. More specifically Member States requested by unanimity a pre-market
approval for food from offspring in first reading but in the subsequent discussions it
appeared that some Member States were in favour of labelling and others were totally
opposed. The European Parliament®' requested a ban of the technique, of meat and dairy
products of clones and of their offspring as well as of their reproductive material, and
then, in second reading, a total ban of any food from clones and descendants”’. More
recently in the context of the discussions of electronic identification of bovine®, the
European Parliament requested mandatory labelling of fresh meat of offspring of clones
pending the presentation by the Commission of the specific proposal on cloning.

2.5. Who is affected, in what ways, and to what extent?

The range of actors that could be potentially affected by any measure taken covering the
three aspects of cloning (technique of cloning, live animals, their reproductive material
and their food) is very wide and include the following :

.. the 2008 and 2010 Eurobarometer and the IPM consultation for the cloning study

" The lack of consumer confidence in beef following the crisis in 2000 resulted in a severe drop of beef
consumption which was solved through a set of EU measures, including the mandatory labelling of the
national origin®' European Parliament Resolution of 3 September 2008 on the cloning of animals for
food supply.

http://www.europarl.europa.eu/sides/getDoc.do?type=T A &reference=P6-T A-2008-
0400&format=XML&language=EN

*2 European Parliament Resolution of 7 July 2010 on Novel Food.

http://www.europarl.europa.cu/sides/getDoc.do?type=TA &reference=P7-TA-2010-
0266& format=XML&language=EN

3 The Conciliation on this proposal failed in May 2013.

http://ec.europa.eu/food/animal/identification/bovine/elec_id bovine en.htm
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- The breeders, which produce and market the reproductive materials (semen, embryo
and ova) to improve the genetic performances of farm animals for the meat and milk
production or other relevant traits. The sector is composed of cooperative of farmers or
specific companies specialised in livestock genetics. They may be affected in so far as
they presently import reproductive material from third countries some of which could
derive from clones. They import limited numbers of live animals but these could also be
clones or offspring or descendants of clones, in which case they would also be impacted.

- The farmers (or livestock sector), which raise animals for food production, which
accounts for a large part of the EU agricultural output (41% of in value terms,
representing 1.2% of the European Union’s GDP); they may be impacted when they buy
reproductive material of clones to raise offspring and subsequently descendants on the
EU territory of food production.

-The EU food industry at the different stages of the food chain (from slaughterhouses to
distribution and retail) when using food from clones, offspring or descendants of clones
raised in the EU or importing such food from third countries. SME's play a key role in
the EU food sector on every stage of the supply chain, representing nearly 452 billion €
of turnover (Annex X).

-Third country operators who trade live animals, reproductive material, or food with the
EU would also be affected. This would be in particular the case of cloning companies
and breeders who may produce reproductive materials from clones (or from offspring or
descendants of clones) and export it to the EU; it may also affect food operators in third
countries who export meat, milk or the derived products to the EU and which could
derive from clones or progeny of clones

- EU consumers as purchasers of the food products available on EU the market.
2.6. Baseline scenario
2.6.1. EU legal framework
a) Legidlation on animal welfare

The EU Directive 98/58/EC on the protection of animals kept for farming purposes24
does not refer explicitly to cloning but requires Member States to act at national level to
avoid unnecessary pain, suffering or injury in the context of raising farm animals and
mentions that such obligation also applies in the use of reproduction techniques. In so far
as cloning causes unnecessary pain, suffering or injury, as highlighted by EFSA it cannot
be used for food production on the EU territory pursuant to this Directive. The feasibility
and the appropriateness of introducing specific welfare indicators to ensure uniform
application of EU legislation is being studied under the Welfare Strategy™ .

b) Novel Food Regulation

The Novel Food Regulation26 covers, to date, the food derived from cloned animals,
which are subject to a pre-market approval and a risk assessment by a national competent
authority. If an authorisation would be granted mandatory labelling could be requested
on a case by case basis. The cloned animals and their food would need to be identified as

' 0JL221,8.8.1998, p. 23

** Communication from the Commission to the European Parliament and the Council on the European
Union Strategy for the Protection and Welfare of Animals 2012-2015, COM(2012) 6 final/2 15.2.2012
http://ec.europa.eu/food/animal/welfare/actionplan/docs/aw_strategy 19012012 en.pdf

% Regulation (EC) No 258/97 of the European Parliament and of the Council of 27 January 1997
concerning novel foods and novel food ingredients OJ L 43, 14.2.1997, p. 1
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"clones" or "derived from clones". To date this identification system dedicated to cloned
animals is not in place. Moreover no request for authorisation has ever been made up to
now (see further details in Annex V).

c) Legislation on identification of animals

The EU legislation on identification of animals is a prerequisite for the traceability of
animals in case of disease outbreaks.

Animal identification systems are established with Regulation (EC) 1760/2000%’, Council
Directive 2008/71/EC**, Council Regulation (EC) 21/2004%° and Commission Regulation
(EC) No 504/2008. These measures provide for mandatory identification devices or
marks, passports and registers. All equine animals are identified individually™® for their
life time and registered in databases. Bovine, caprine, and ovine species’' are in principle
identified individually but are subject to some exceptions granted to Member States.
Porcine animals are not identified individually; they are identified in "batches" (i.e. same
registration number for each pig belonging to the batch).

In addition, all holdings have to record the individual animals (or the batches, in the case
of pigs) as well as their movements in their own registers.

No system requires information on the reproduction methods the animals were produced
with. It is thus nowhere specified whether the animal is or not a clone or a progeny of
clone.

All five species can only be moved between Member States or imported into the EU
when accompanied by a "health certificate" delivered by an official veterinarian of the
Member State or the third country of dispatch.

Further details are given in Annex VI.

d) Legislation on identification of reproductive material and
traceability of the reproductive material to an individual animal

The EU legislation requires - for both imported and EU produced reproductive material-
the individual identification of the donor animal. The precise identification of the animal
needs to be indicated on the straws, or ampoules, or packaging, or the accompanying
"health certificate".

There is no requirement to specify that the donor is or not a clone or a progeny of clone.

Further details are given in Annex VI.

" Regulation (EC) No 1760/2000 of the European Parliament and of the Council of 17 July 2000
establishing a system for the identification and registration of bovine animals and regarding the
labelling of beef and beef products and repealing Council Regulation (EC) No 820/97, OJ L 204,
11.8.2000, p. 1

¥ Council Directive 2008/71/EC of 15 July 2008 on the identification and registration of pigs, OJ L 213,
8.8.2008, p. 31

% Council Regulation (EC) No 21/2004 of 17 December 2003 establishing a system for the identification
and registration of ovine and caprine animals and amending Regulation (EC) No 1782/2003 and
Directives 92/102/EEC and 64/432/EEC, OJ L 5, 9.1.2004, p. 8—

%% Universal Equine Life Number (UELN).

3! Where derogations are applied in specific Member States for certain or all stock of the ovine and caprine

species, the animals have to be registered by batches in the national data bases.
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€) Legislation on traceability of animals

Traceability of animals is the ability to track an animal or a group of animals from one
point in the supply chain to another, either backwards or forwards.EU legislation imposes
traceability systems for the purposes of animal health to provide the information required
to implement control measures against disease. They allow that animals can be traced
from holding of birth to death/slaughter.

Further details are given in Annex VI.

f) Legidlation on traceability of food from animals

Traceability of food is imposed on all food business operators (FBOs) established in the
EU by the General Food law’>. FBOs must be able for any food and through all stages of
production, processing, and distribution, to identify the immediate supplier of the product
in question as well as the subsequent recipient. FBOs organise their production by
batches (groups of products with homogeneous characteristics) so as to be able to
identify the batches which contain the food to be withdrawn in case of fraud or food
safety issue.

This system does not ensure that food (such as a piece of meat) can be traced to an
individual animal.

The compulsory labelling system established with Regulation 1760/2000 obliges food
business operators to label the beef at all stages of the marketing process and thus to
establish the underlying identification and traceability system to allow them to provide
the information required, i.e. country where the animal was slaughtered, the license
number of the slaughterhouse, the country where cutting was performed, the license
number of the cutting plant, the country where the animals were born, the country where
the animals were fattened/bred. Imported meat for which not all compulsory information
is available is labelled "Origin: non-EC", followed by the name of the third country in
which it was slaughtered.

Further details are given in Annex VI.

g) Legiglation on zootechnics and voluntary guidelines

To be entered in a herd-book of the same breed, purebred animals of all five species and
their genetic material must comply with EU requirements (e.g. parents and grant parents
of that breed must be registered in the same herd book and mentioned on the
certificate)™. Compliance is attested in specific "zootechnical certificates".

There is no EU requirement to register clones specifically in herd books. However, for a
particular dairy cattle breed, guidelines have been established on a voluntary basis by the
World Holstein Friesian Federation (WHFF)** on how to register clones, the donor
animal and the required ancestors. It is not known how far this is implemented by

32 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying
down the general principles and requirements of food law, establishing the European Food Safety
Authority and laying down procedures in matters of food safety

3 http://ec.europa.eu/food/animal/zootechnics/legislation_en.htm
** http://www.whff.info/search/index.php.
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breeders, whether it exists for other breeds and how much attention EU breeders and
farmers give to this information.

Further details are given in Annex XIII (Paragraph 5).

2.6.2. Baseline scenario regarding the farming, breeding and food sectors

The EU livestock production accounts for 41% of agricultural output in value terms,
representing 1.2% of the European Union’s GDP. In value terms, beef and milk represent
over 50% of total output, with sheep meat representing over 20%>".

Regarding number of actors across the meat and dairy supply chain, there are almost 8
million farmers/producers, around 80.000 processors and the same amount of
wholesalers and close to 700.000 food and specialist meat and dairy retailers across
Europe36.

The EU food sector represents’’ a total turn-over of 1,017 Billion € and approximately
287,000 companies employing 4.25 million people in the EU. Around 98 % companies
are SMEs which represent around 49 % of total turn-over and 63% of employment in the
sector. It is the largest manufacturing sector in terms of turnover, value added and
employment. It contributes for around 15 % of EU gross value added of manufacturing
sector.

SMEs play a key role in the EU food sector, at every stage of the supply chain. They
represent nearly EUR 452 billion of turn-over, with EUR 93 billion of value added and
employ about 2.7 million people in 271,000 enterprises which are 99.1% of total Food &
Drink companies, and 48.7% of total turnover®.

The meat consumption is expected to remain high. On a per capita basis, EU meat
consumption in 2022, at 82.6 kg, would be at approximately the same level as it was in
2009. Pork is expected to remain the preferred meat in the EU with 40.8 kg/capita
consumption in 2022, compared to 24.1 kg for poultry, 15.7 kg for beef/veal and less
than 2.0 kg for sheep and goat meat. Meat demand in Northern America and Europe
would remain globally stable by 2050°° but still remain highest in the world by 2050 at
around 89 kg per inhabitant (against an estimated 83 kg in 2010).

Regarding the economic performance, gross profit margins are generally not high in the
livestock sector but they are positive. However, measured by economic profit and thus
also taking into account estimates of the unpaid family factors is negative in most cases,
which suggests that resources are not being optimally allocated*’. Thus, across the food
chain, efficiency gains through technological or process innovation are being pursued,
which is also a factor leading to concentration in the sector.

The structure of livestock breeding in Europe is primarily composed of elite breeders at
the top (mostly organised in cooperatives owned by farmers, which are often SMEs) who
supply commercial herds in charge of meat and milk production.

% Eurostat data 2011.

3% Eurostat Structural Business Statistics (2009).

*7Source Food Drink Europe — data & trends of European Food and Drink Industry 2012.

*¥ Food Drink Europe: Data trends 2012.

*Food and Agriculture organisation — livestock’s long shadow — environmental issues and options (2006).
* European Commission 2011: 'EU Beef farms report 2010', DG AGRI 2011.
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Cloning for food production is not taking place in the EU as reported by Member States
(see Section 1.2.1. above) and there is little prospect of commercial cloning activity in
the period to 2020, or at least to any significant scale..

The actual impact of cloning on farm-level economics can be estimated as providing an
annual increase in milk yields of 300kg (estimate for a period of ten years)*'. For
comparison, it is necessary to know that current high end producers are at an EU average
of 7000 kg per annum which would mean cloning could provide for an additional
increase of 4%. This has to be put into comparison to the current EU dairy market: over
the last 3 years, milk deliveries remained relatively stable, with only small variations
while forecast for 2020 predict EU-27 total milk production to exceed the 2009 level by
about 3%,

Further details are given in Annexes VII and VIII.

2.6.3. International dimension
a) Legal framework

For live animals, animal products (including reproductive materials and food), the
following multilateral agreements of the World Trade Organization (WTO) are relevant:
the General Agreement on Tariffs and Trade (GATT), the Agreement on the Application
of Sanitary and Phytosanitary Measures (SPS) and the Agreement on Technical Barriers
to Trade (TBT). The precise determination which of the WTO provisions are relevant
would depend on the objective and the drafting of the envisaged legislation.

Any measure adopted would have to honour the principle of "National Treatment", which
prohibits less favourable treatment of like products imported (Article III: 4 GATT).
Departures from this general rule could be justified under Article XX of GATT (General
Exceptions) which allows for measures taken on grounds of "public morals", which could
be interpreted as including animal welfare or for measures taken on grounds of the
protection of life and health of human or animal health. The WTO exemptions are
subject to strict requirements, amongst others, proof of the necessity of the measure to
obtain the objective in question, which implies that it has to be investigated whether there
is not a less trade restrictive way to obtain the same objective, as well as proof of
application in a non-discriminatory, non-arbitrary manner. In addition to the GATT, the
envisaged legislation would be subject to either the SPS Agreement or the TBT
Agreement, depending on its objective and design.

The SPS Agreement applies to measures taken with the objective to protect human,
animal or plant health from diseases carried through food, feed, animals, plants or pests.
A measure that conforms to international standards is presumed to be in compliance of
the SPS Agreement, but there are no international standards on cloning. The SPS
Agreement requires measures within its scope to be based on science, proportionate and
non-discriminatory.

To the extent the legislation lays down product characteristics or related processing
methods, labelling, packaging or other requirements, and these requirements do not
relate to SPS objectives, the TBT Agreement would apply. The TBT Agreement requires

! Dematawewa, C.M.B., & Berger, P.J. 1998: "Break-even cost of cloning in genetic improvement of
dairy cattle". Journal of Dairy Science 81(4): 1136-1147.

*2 European Commission 2010: "Evolution of the market situation and the consequent conditions for
smoothly phasing out the milk quota system" 8.12.2010 COM(2010) 727 final.
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measures to be non-discriminatory and not more trade-restrictive than required to achieve
a legitimate objective. Measures should not create unnecessary obstacles to international
trade.

b) Cloning activity in third countries

As commercial cloning for food production is presently taking place in third countries
and as the EU imports animals, reproductive material and food, which could potentially
be clones or derive from clones, the third country trade aspect of this policy must be
taken into account. Based on the replies to the questionnaire (see Section 1.2. above),
third countries' authorities do not have any information about the number of clones and
the specific activities carried out by cloning companies on their territory, or about the
amount of food products of clones or progeny of clones. Based on the consultant's study
and information received from US companies and stakeholders (Annex II), cloning takes
place primarily for bovine (for food production) and equine (for elite sports horses). It is
also carried out for porcine (for food production) but to a much lesser extent. It is
presently not known whether it is used commercially for ovine species and should have
just started for caprine in the US. The possible reasons for this relatively limited
development could be due to the low efficiency of the technique as highlighted by EFSA
and the related high costs, placing prices of clones above the prices of high quality
animals. This could also explain why cloning could represent a higher commercial
interest in the case of more expensive animals such as bovine for breeding purposes or
horses for sport purposes.

The overview of commercial cloning is summarised below:

Overview of commercial cloningin third countries

Bovine animals: the most developed. Applied to cattle in the US, Canada, Argentina and
Australia® It may also be undertaken in Brazil, New Zealand, Chile, China and Uruguay based on
the presence of cattle cloning companies in these countries.

Milk and meat from the offspring or descendants of cloned bovine animals have entered the
food chain in the US and may have done so in Argentina; these are the products most likely to
continue to enter human food chains in the near future. The Swiss government says that
‘several hundred’ second or third generation descendants of clones are in Switzerland (of a total
1.5 million head of cattle);**

Porcine animals: consultations with the US cloning industry suggests that there is some
commercial cloning for pigs in that country and that it is becoming more common. It may also
be undertaken in New Zealand and China based on the presence of pig cloning companies in
these countries.

Ovine and caprine animals: consultations with industry stakeholders in the EU of third country
Competent Authorities indicate that commercial cloning of ovine or caprine animals outside the
EU is uncommon. Some commercial cloning of these animals has started in the US, but at very
small scale. Equine animals: consultations of third country Competent Authorities indicate that
there is no livestock cloning activity currently being conducted for equine animals. Sport cloning
is undertaken in North and South America and Brazil and South Korea.®

Source GHK study page 26

* DG SANCO survey to Member States and third countries regarding cloning activity, 2012.

4 Kanter, J. (2010) ‘Cloned Livestock Gain a Foothold in Europe’, New York Times, July 29, 2010,
available from: http://www.nytimes.com/2010/07/30/business/global/30cloning.html?pagewanted=all.

# Carroll, R. (2011) ‘Argentinian polo readies itself for attack of the clones: Player forms alliance with
genetics laboratory to clone equine champions in hope of replicating performance’, The Guardian,
http://www.guardian.co.uk/world/2011/jun/05/argentinian-polo-clones-player, 2011
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c) EU imports of live animals, reproductive material and food of

animal origin
The EU imports live animals (LA), reproductive material (RM) 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.

As shown in the table 1 below, the share of imports of live animals and of reproductive
material compared to EU production or livestock is very low (respectively <0.01% of EU
livestock and 2.5 % of EU use of reproductive material). The share of EU imports of
meat and milk products is also low except for ovine /caprine and equine meat, where it
ranges between 20 % and 50 % of EU production respectively.

For these species, however cloning is not taking place for food production or may have
started to a very limited extent.

Table 1 Summary of EU imports from main exporting countries

Species Main exporting country Amount % of EU imports of
livestock, use or
production

Live Bovine Canada and New Zealand Very low <0,01 % of livestock
animals Pigs Russian federation, Canada and Very low <0,01 % of livestock
USA
Others USA, Argentina, New Zealand Very low <0,1 % of livestock
and Chile
Reproducti | Bovine USA, Canada, New Zealand and Low at EU level 2.5 % of use of semen in
ve Australia but EU in average and up to
material medium to high in | 20 % or more in certain
(semen) some MS MS *
Others Canada, USA, Australia and New | Not available Not available
Zealand
Reproducti | Bovine Canada and USA Not available Not available
ve
material
(embryo)
Meat Bovine Argentina, Brazil and Uruguay Low EU net importer (5 % of EU
(70 % of all imports), Australia, production)
USA, New Zealand

Ovine New Zealand (80 % of all High EU net importer (23 % of

Caprine imports) EU production)

Porcine Chile, USA and Australia Very low EU self-sufficient (<0.1% of
EU production)

Equine Canada, Argentina, Mexico, High EU net importer (50 % of

Uruguay EU production)
Fresh milk | Bovine Croatia, Switzerland and Norway | Very low 0.01% of EU production

Caprine (99 % of all imports)

Ovine

Cheese & Bovine Switzerland, New Zealand, USA, Low 2 % of EU production
butter Caprine Australia and Norway

Ovine

Very low: <1%; low: 1% - 5%; medium: 6% -20% high: 21% -50%;
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Sources. Eurostat External Trade Statistics (COMEXT), Traces; * Source: Commission report on animal
cloning for food production—COM (2010) 585 and stakeholders in Advisory group meetings (minutes in
Annex I1).

However, in terms of value, as shown in table 2 below, out of a total value of 3.6 billion
€ of imports of food per year, imports of meat accounts for 80 %, of which the highest
share is composed of bovine meat (60 %) imported from countries where cloning takes
(notably USA, Argentina, Brazil). The share of ovine and caprine meat in value of all
meat imports is also relatively high (35 %) but as stated above, cloning for these species
is not developed for the time being.

EU trade on reproductive material takes primarily place with the USA and Canada.

- Imports of reproductive material account for a small percentage of total use in the EU
(2.5% on average™®) but the breeding sector considers access to this genetic material as
essential to the continued viability of the industry’’. The majority of imported
reproductive material is from bovine (in value): for example in 2011, the value of all
imported reproductive material (all species) was of €48 million in 2011, originating at
93% from bovine. The US and Canada are very dominant in EU supply of reproductive
material for all species (bovine at 98%, porcine at 100%, ovine and caprine at 80 %,
equine at 98%).

-The EU exports bovine semen worth €25 million each year*® of which almost half to the
US, Canada and Latin America.

Table 2 Import value in million € from 2010 to 2012

Species 2010 2011 2012

TOTAL Live animals 193 120 185
Bovine 0.91 1 0.62
Live animals Swine 1 0.53 0.77
Sheep and goats 0.28 0.85 0.12

Equidae 191 118 184
Meat TOTAL Meat 2731 3046 2847
Bovine 1576 1702 1693

Porcine 58 55 52
Ovine/caprine 999 1195 1003

Equine 98 94 99

RM* TOTAL 45 48 49
Milk &Milk products** | TOTAL 644 688 722
TOTAL 3612 3901 3802

* Reproductive Material from bovine ** from bovine, caprine, ovine
Source: Eurostat. Comext -Extracted 7/06/2013

2.7. Doesthe EU have theright to act (subsidiarity)?

Right to act (EU competence)

Article 13 TFEU specifies that welfare requirements of animals shall be taken into
account by the Union and the Member States when formulating and implementing Union

* There are no statistics on EU use of reproductive material; the share of imports is therefore based on
estimates — source : Commission report of 2010

*"ICF GHK report 2012

* Figures based on 2006-2011 COMEXT data
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policies. However, this Article in itself does not grant the EU a competence to legislate
on animal welfare.

Existing Union legislation on both animal welfare and identification of farm animals and
their reproductive materials is based on Article 43 TFEU (Agriculture). Measures
regulating the use of the cloning technique would address the associated animal health
and welfare concerns, and would prevent the development of diverging national
legislation on this technique adopted to implement the general principles laid down in
Directive 98/58/EC on the protection of animals kept for farming purposes and the
consequent disruptions of the concerned agricultural markets. They would therefore
ensure legal certainty and a level playing field for breeders and farmers and to ensure
uniform conditions of production for farmers. Therefore, it may be possible to base
certain measures on Article 43 TFEU.

As regards the EU competence under Article 114 TFEU (Internal Market), this requires a
risk of divergence between national legislations as explained in paragraph 2.3 above.

Finally, EU competence for certain measures could be drawn from Article 352 TFEU
(Flexibility Clause) under the conditions set out therein.

Necessity of the EU to act (Subsidiarity)

Issues linked to animal cloning relate to the identification and traceability of life animals
and of their reproductive material. As live animals, their reproductive materials and
derived food can be freely traded in the Internal Market the issue needs to be addressed at
Union level. Isolated national approaches could lead to market distortion.

Proportionality

The options identified as feasible as a result of this impact assessment should be suitable
and necessary to achieve the objectives set out below and they should present the best
cost benefit ratio to resolve the issues at stake, as explained in the comparison of options
in chapter 6.2.

3. OBJECTIVES
3.1 General objective

To address concerns raised as regards cloning for farm purposes and ensure uniform
conditions for farmers in the EU and to protect consumer interests as regard food from
cloned animals.

3.2. Specific objectives
Objective 1.

To ensure uniform conditions of production of farmers in the EU while protecting health
and welfare of farmed animals;

Objective 2:
To protect consumer interests as regards food from cloned animals
Objective 3:

To safeguard the competitiveness of farmers, breeders and food businesses in the EU.
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3.3. Consistency with other EU policies and horizontal objectives
The objectives identified are in particular in line with:

- the Europe 2020 Srategy in favour of a sustainable development based on innovation
and competitiveness of EU economy and agriculture;

- the Common Agricultural Policy objectives including in relation to the rearing of
animals for food production;

- the EU Food Law defines the requirements applicable to all foods as regards food
safety and consumer information.

It also improves coherence with other EU policies notably on:

- the Novel Food Regulation, which as mentioned in 2.6.1.a. above, addresses only food
from clones;

- the Animal welfare strategy for the protection and welfare of animals for 2012-2015%,
which in addition to the Directive 98/58/EC (see 2.6.1 above), aims to further improve
the welfare of animals in the European Union;

- the EU legislation on Food Information to Consumers® which lays down labelling
requirements applicable to all foods.

Finally, it takes into consideration the impacts of this initiative on the Charter of
Fundamental Rights of the European Union especially as regards the freedom to conduct
a business (Article 16) and consumer protection (Article 38) as further analysed in
section 6.2.

4. PoLicy OPTIONS
4.1. Policy optionsincluded in the analysis
In light of the problems and objectives outlined above, 4 options were retained. They are

described below and are also summarised in Table 3 (below).

Option 1: no policy change. The pre-market approval for food from clones under the
current Novel Food Regulation would be maintained. Regarding cloning, Member States
would continue to be entitled to act at national level, in line with Directive 98/58/EC on
animal welfare.

Option 2: Pre-market approval of food from clones, from offspring and descendants.

As regards food from clones, this option differs from the status quo from a procedural
point of view only”".

The main difference to option 1 is that it would enlarge the scope of the pre-market
approval from food of clones to food of offspring and descendants of clones.

* Communication on the European Union Strategy for the Protection and Welfare of Animals 2012-2015

COM(2012) 6 final/2.

http://ec.curopa.cu/food/animal/welfare/actionplan/docs/aw_strategy 19012012 _en.pdf

>0 Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on

the provision of food information to consumers.

>! Under this option, a streamlined and centralised approval process would be introduced which would
involve the Commission and EFSA
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Accordingly this food would become subject to a scientific risk assessment by EFSA
followed by a decision of the Commission to authorise or not the food™.

It has to be stressed that EFSA has already confirmed the absence of a risk to food safety.

However, it is important to assess this policy option since this option had been put
forward by the co-legislators during the discussions between 2008 and 2011 on a reform
of the Novel Food Regulation. Moreover, EFSA could not establish the absence of food
safety concerns for the other species than porcine and bovine (ovine, caprine, equine) in
the absence of specific data. Therefore the pre-market approval would be useful (i) to
confirm the safety for the bovine and porcine species; and (ii) to encourage the
establishment of data for the other species so as to be able confirm in a second stage their
safety.

Option 3: labelling of food from clones, offspring and descendants
Sub-option 1: labelling of food from clones
Sub-option 2: labelling of food from offspring
Sub-option 3: labelling of food from descendants

Under this option food from clones, offspring and descendants would be labelled. The
labelling would apply incrementally to the various generations analysed in the two sub-
options or only to one of them according to the results of the analysis.

In order to be able to label this food, traceability systems would need to be in place for
the live animals (as regards previous generations of animals), reproductive material and

the food from the animal (as regards the individual animal which was the source of the
food).

Sub-option 4: voluntary labelling
Sub-option 5: mandatory labelling

Under this option the possibility to introduce voluntary labelling (sub-option 4) or
mandatory labelling (sub-option 5) will be investigated as well as the different type of
food covered: direct fresh food (fresh meat or fresh milk or both) or all types of food
(fresh food and processed food such as sausages, cheese, etc.).

Overall, this option differs from the status quo as it does not require a pre-market
approval and extends the labelling to food from offspring and descendants.

Option 4: temporary suspension of the technique and of imports of live clones, their
reproductive material and their food.

Under this option the use of the cloning technique would be suspended in the EU until
this reproduction technique has been developed further so that the welfare issues are
alleviated. As a consequence, no clones, reproductive material and food from clones
would be produced on the EU territory.

To avoid circumvention of the suspension of the technique in the EU and create uniform
conditions of production for breeders and farmers, imports of the "results" of the use of

>2 Streamlined procedure was already foreseen in the original Commission proposal of 2008 (referred to in
Section 1.1 above)
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the technique in third countries (live clones, their reproductive material and their food)
would be suspended as long as the technique is suspended in the EU. As a result, no
offspring of clones would be produced in the EU.

This option differs from the status quo as it forbids explicitly cloning on a temporary
basis throughout the EU whereas the rules in place (i.e. Directive 98/58/EC) require
Member States to act at national level in a more general manner (i.e. "to avoid
unnecessary pain, suffering or injury" (...) including in the "context of the breeding
technique").

In addition this option includes explicitly the suspension of the use of the clones (i.e.
suspension of the import of reproductive material and food of clones).

Table 3. Summary of the description of options:

Option Description Generation Traceability to implement the

covered option

No Policy change | - PMA (+ labelling of the food Clones - For PMA live clones + their food
on a case by case basis) (in EU and third countries
- Directive 98/58/EC (animal exporting to EU) ;
welfare) - For animal welfare, none

Pre-market PMA Clones, Offspring | Traceability of live clones,

approval and Descendants | offspring and descendants,

Labelling of food | Labelling of food — voluntary or | Clones, + reproductive material & food of
mandatory (fresh meat or fresh Offspring, clones (in EU and third countries
milk or all type of food) Descendants exporting to EU)

Suspension Suspension of : cloning Clones Traceability of clones + their food
technique in EU + imports of + their reproductive material
clones + reproductive material & (in third countries)
food of clones

4.2. Options discarded at an early stage

The preliminary options below have been discarded after discussion in the IASG based
on the following criteria: i) the legal feasibility of the proposed options (in light of
TFEU, EU secondary legislation and WTO); ii) the technical limitations.

(i) A permanent ban of the cloning technique, clones and their use (reproductive
material and food) was discarded as the underlying animal health and welfare concerns
identified by EFSA are linked to the present scientific and technological development of
the cloning technique. The latter may, however, mature and thereby alleviate partially or
fully the concerns: the prohibition linked to the use of the technique and of the clones
needs therefore to be temporary with a review clause. A permanent ban would be
unjustified and disproportionate.

(i) A permanent ban or temporary suspension of food from offspring and
descendants was discarded as in the light of the EFSA opinion there is no scientific
concern or food safety reason to forbid - whether temporarily or permanently - market
access for such food. There is therefore no legal basis to act for this option.

(iii) The option of setting up harmonised conditions of use of the cloning technique
for food production was discarded based on the EFSA opinion: under current scientific
knowledge, it is not possible to define any conditions of use of the technique which
would alleviate animal health and welfare concerns identified by EFSA. It is therefore
not possible to define technical parameters to this end.
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(iv) Measures to improve consumer awareness that would potentially alleviate the
consumer concerns or to upgrade voluntary labelling schemes have also been discarded
for the following reasons:

a) consumers who reject the technique for ethical reasons, would not accept it more
if the technique is explained better and in further detail;

b) as long as the technique, even explained better, implies the suffering of clones
and surrogate mothers, the reticence of consumers would remain unchanged;

c¢) informing consumers that offspring and descendants are produced with traditional
breeding techniques and that no particular welfare concerns can be associated
with this, could clarify the difference between clones and offspring. It would
however not alleviate the reticence of consumers towards cloning in the absence
of measures on clones and the cloning technique;

d) it is difficult to establish a link between cloning and benefits to consumers.
Clones are of interest in high productivity farms where "elite" animals are already
used. Links between cloning and positive effects on consumers (such as lower
prices or contribution to agricultural landscape) may therefore be difficult to
establish;

e) information campaigns on such issues could be carried out by the food sector and
not necessarily by public authorities whether at national or EU level;

(V) Upgrade of labelling schemes: existing specific labelling schemes (whether organic
or other similar quality labelling schemes) do not exclude the production of food from
offspring of animal clones. This is because offspring is produced with traditional
breeding techniques and does not therefore deserve or require special treatment. Based on
the information available, no FBO has so far set up any voluntary labelling scheme on
the non-cloning origin of animals. In cases where FBO could guarantee non-cloning
origin of animals the food is obtained from specific breeds produced exclusively locally
(not cloned or obtained from reproductive material of clones). This is presumably
because the other positive messages have a better impact on consumer behaviour. If there
would be an interest to bring out products of non-cloning origin, it would have to be in
combination with other positive messages - such as organic, GM free, special
consideration of welfare of animals concerns etc.

5. ANALYSISOF IMPACTS

The analysis has been performed using data provided by the external contractor ICF-
GHK and gathered through other data sources available®. However, limited quantitative
data have not allowed for a detailed quantitative analysis.

5.1. Option 1: No policy change

5.1.1. Description of the option

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. As described

>3 Stakeholder consultations in meetings of Advisory Group on the Food Chain and bilateral meetings.
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in section 2.6.1. paragraph b), the FBO's need to submit an authorisation application to
the Member State's authority to perform a scientific risk assessment and pay fees for this.
In case of objections by other Member States to the risk assessment, the file is sent to the
Commission who consults EFSA who performs a new risk assessment on the basis of
which the Commission adopts a Decision for authorisation or not. If an authorisation
were requested and then granted, clones would need to be traced. At present this
traceability system does not exist. In addition, labelling (as “derived from clones™) could
be requested on a case by case basis.

Food from offspring and from descendants would continue to be marketed without any
distinction as to the animals it is obtained from. This food is not covered by this option,
consumers would not be able to know if the product they are purchasing is deriving from
offspring and/or descendants

The use of the cloning technique would continue to be regulated by Directive 98/58/EC.
Where Member States fail to implement the Directive in relation to cloning, the
Commission could start infringement procedures. If Member States would take measures
specific to cloning to comply with the relevant requirements of that Directive, such
measures would not necessarily be uniform and could apply, for example, to different
species or types of breeds, to the technique as such or also to the imports of lives clones
and their products. Different national approaches might disturb the functioning of the
concerned agricultural markets.

As EFSA has already identified animal health and welfare issues linked to the use of the
cloning technique, the future use of welfare indicators, which could be developed in the
context of the Animal Welfare Strategy (see section 2.6.1., paragraph a) above) would
not affect the status of this issue.

5.1.2. Economic Impacts

Regarding the pre-market of food from clones, the potential economic impact relates to
food business operators (FBOs) which would like to market food from clones in the EU.
The FBO will have to file an authorisation application to be submitted to the national
competent authority who would charge fees to FBOs*. Where a fee is in place, it ranges
from EUR 830 to EUR 25 000 and from EUR 900 to EUR 2 000 for a simplified
procedure.

FBOs bear a series of additional costs related to the preparation of the file and the
application procedure. In detail, the cost of filing an application under the Novel Food
Regulation has been estimated to be up to 400.000 €° when toxicological tests are
required (see details in table 4 below). Where the file is referred to EFSA for an opinion,
there is additional EU budget needed to finance the costs borne by EFSA in processing
applications, evaluated around 83 000 € per application for Novel Food®®. Under the
current Novel Food Regulation, authorisations are individual: each FBO who intends to
put food from clones on the EU market would require a pre-market approval for the
products; subsequent operators who wish to put similar products to those already
authorised on the market would need to get approval from their national authorities for

> Fees perceived by Member State agencies to make the scientific risk assessment under Novel Food
Regulation.

> Estimation done by assuming the equivalence with the costs of filing an application under Novel food
Regulation. Source: Impact assessment on Revision of Regulation 178/2002 laying down the general
principles and requirements of food law, establishing the European Food Safety Authority (EFSA) and
laying down procedures in matters of food safety on the establishment of fees for EFSA.

%% Source : EFSA impact assessment, Annexes page 56
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"substantial equivalence", which, if granted, would not imply a new application dossier
and risk assessment.

Table4: Costslinked to applicationsdossiersfor pre-market approval

Cost Action

from 20.000 € to 45.000 € to set up an application file for risk assessment
around 300 000 € only if toxicological testsarerequired
administrative fees from 800 to 25 000 € for the risk assessment by Member State

In addition to above application costs, FBOs would be obliged to adapt their traceability
system to trace food from clones and could also be requested to label their food. Farmers
and breeders would need to trace the clones. The additional costs are not significant:

e in view of the rather limited number of animals concerned and the likelihood that
they would be processed apart and labelled through a segregated food supply
chain* (see Section 5.3.2. paragraph b) below), the traceability cost of food from
clones for all EU operators along the food chain would be negligible’” and the
amount of food produced in this way limited;

e costs for tracing clones by farmers and breeders are also considered marginal (see
Section 5.3.2.b paragraph b) below);

o the average cost at company level for a small label change has been estimated at
€2,000-4,000; a full label redesign has been estimated at €7,000-9,000 (or €9,000-
13,000 in total). It should be noted that most companies (~80%) redesign their
label every three years as a normal part of their business operation® (see section
5.3.2 paragraph c).

European associations’ representing the food industry, the milk and meat sectors are in
favour of this option, i.e. maintain the principle of a pre-market approval for food of
clones only (see Annex II1.3).

As regards the "no policy change" on cloning and taking into consideration the very
limited cloning activity in the EU, the economic impact on production costs for EU
breeders, farmers and on third country trade is considered non-significant. This is mainly
linked to the low economic profitability of the cloning technique which has an efficiency
rate® according to EFSA (calculated as the number of live offspring as a proportion of
the number of transferred embryos) still in the range of 6-15% for cattle and of 6% for
pigs, albeit occasionally higher success rates were reported. Farmers and breeders would
be able to continue to import live clones or their reproductive material from third
countries where commercial cloning takes place.

Regarding SMEs, the specific impact mainly arises from the costs for having to recruit
specialists not permanently available in FBOs themselves to prepare the applications.
Another issue, which could present particular challenges for micro and small enterprises
-including direct on-farm sales of food of animal origin to the final consumer- stems

> Source ICF-GHK study on animal cloning December 2012.

* Source Impact Assessment Report on general food labelling issues 30/01/2008, SEC (2008) 92

*» EDA (European Dairy Association); Eucolait (European Association of Dairy Trade); UECBV
(European Livestock and Meat Trade Union); CLITRAVI (liaison Centre for the Meat processing industry
in the EU); Food and Drink Europe.

5 According to EFSA, if the comparator for cattle cloning is in vitro fertilisation (IVF), the background
(i.e. the percentage of live offspring per transferred embryo from IVF) is 45-60%. Compared to this
efficiency of IVF, the efficiency of cloning can be estimated at 13-25%.
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from the rules on traceability and labelling, where the lack of economies of scale
(lowering the cost per unit) may lead to higher relative costs for SMEs.

As far as third countries are concerned, in case their food industry would intend to put
food from clones on the EU market, exporters would need to file an application for
authorisation to EFSA. They would have to incur the same application costs of the EU
business operator as well as additional labelling and traceability costs. If no authorisation
is granted®', food industry in third countries where cloning technique is used, would have
to either remove food of clones from their food chain or remove it from the food
exported to the EU. The clones would need to be identified and registered as such if their
food is to be authorised by the EU before being exported.

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

5.1.3. Impacts on consumer protection

The impact of the pre-market approval of food from clones on consumer protection is
considered positive: in case labelling is requested upon authorisation, consumers would
be able to identify the food derived from clones and to make informed choices as to
whether a food product contains or not products derived from clones. More than 70% of
the total respondents to the IPM public consultations are in favour of a mandatory
labelling of food not only from clones, but also from offspring and descendants of clones.

This approach is also supported by the European consumer association (BEUC)®. In its
comments BEUC urges the Commission to set up: “a full compulsory traceability system
(which includes clones and their offspring)”.

The retail sector (Euro Commerce) confirms that they would sell the products according
to acceptance by consumers but "practical solutions" would need to be found to ensure
traceability (Annex III paragraph 3).

However, this option does not entirely respond to consumer expectations as information
of food from offspring and descendants would not be provided.

5.1.4. Impacts on food prices and employment

In case the authorisation of food from clones would impose labelling, some price-effects
could be expected due to the additional costs for ensuring traceability of clones and food
obtained thereof. However, as explained in Section 5.3.2. paragraph c) below, the impact
is expected to be low although it is not possible to quantify it.. Moreover it is not possible
to quantify the effect on employment for lack of data.

Regarding the prices for food from offspring and descendants, they would remain
unchanged, as no system is set up to ensure the expected information is available to
consumers and therefore no impact on employment resulting from labelling and
traceability requirements is expected.

5! Which is the case at present.

62 Cloning for food production - BEUC comments on the European Commission report at

http://www.beuc.org/Content/Default.asp?PageID=2139
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5.1.5. Impact on Animal Welfare

Under this option animal welfare problems are addressed by the Member States under the
Directive 98/58/EC.

5.2. Option 2: Pre-market approval for food from clones, offspring and descendants

5.2.1. Description of the option

Under this option FBOs would have to file an application for authorisation to market
food derived from clones, offspring and descendants. Contrary to option 1, the
authorisation would be submitted directly to the Commission who consults EFSA for an
opinion, avoiding thereby that FBOs have first to go to Member States' authorities for a
first assessment. This streamlined centralised procedure was already foreseen in the 2008
Novel Food proposal as described in Annex VI paragraph 5. In addition, under this
option, the scientific assessment would cover food from offspring and descendants,
although not considered as being "novel" (as derived from conventionally bred animals)
and presenting no safety issue as indicated by EFSA.

This option would be more efficient than option 1, by imposing a centralised
authorisation system based on a risk assessment.. Yet this option does not address
directly the specific objectives set out in Section 3.2. However, it has been considered
worthwhile analysing it as it was supported - for food from clones and offspring(1*
generation) - by unanimity by the Council in first reading during the inter-institutional
discussions on the Novel Food proposal (referred to in paragraph 1.1. above). As the
offspring and the following generations present exactly the same characteristics™, it is
appropriate for sake of coherence and completeness that this option also includes food
from descendants of clones. This option could be considered appropriate for food from
clones because of their novelty aspect and because this option provides a more efficient
approval system than under option 1. However, as regards food from offspring and
descendants this option is inappropriate in the absence of any specific food safety issue
as highlighted by EFSA.

Under this option, an application for authorisation would need to be submitted by EU or
third country FBOs, and authorisations would be granted based on a risk assessment. In
order to do so an underlying traceability system would need to be in place. At present
this traceability system does not exist. The implementation of this option implies that in
the absence of authorisation, the food could no longer be put on the EU market.

This approach is also supported by the European consumer association (BEUC)*. In its
comments BEUC urges the Commission to set up: “a suitable risk assessment and
authorisation procedure complemented by a compulsory labelling system for food
derived from clones and their offspring, should the temporary suspension be lifted in the
future”.

% In terms of (i) not presenting any novelty aspect justifying their inclusion in a Novel Food Regulation
and of (ii) not raising food safety concerns as indicated by EFSA.

64 Cloning for food production - BEUC comments on the European Commission report at

http://www.beuc.org/Content/Default.asp?PageID=2139
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Conversely, industry representatives® are against taking measures beyond food of
clones, as there is no food safety concern with food from offspring and descendants.
They base themselves mostly on the EFSA opinion of 2008 and subsequent statements.

5.2.2. Economic Impacts

Asregards the EU, the expected economic impact of this option touches overall the same
aspects of the assessment performed for food from clones under option 1. However the
magnitude of the impact is considered more important as this option covers a longer
chain and entails additional impacts: the offspring and descendants of one single animal
increases exponentially by thousands of animals per generation (see Annex XIII
paragraph 2).

The costs for filing an application for pre-market authorisation are the same than those
detailed in section 5.1.2 except for the fees paid at national level which will no longer
exist. In the case of an individual authorisation as under current Novel Food Regulation
(option 1), agreement on substantial equivalence for each FBO is required. 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.

All FBOs —whatever the type of authorisation foreseen- would have to be able to identify
this food as stemming from offspring or descendants of clones to be able to prove that it
has been approved beforehand. The impact for traceability would be high for the EU food
industry as the number of animals concerned (offspring and descendants) would be much
extended (as compared to clones).

FBOs would need to adapt their traceability system to trace food from the respective
animals. There would therefore be costs for (i) the traceability of food for all EU
operators along the food chain, which would be important in view of the very high
number of animals concerned; and for (ii) the identification and registration of clones, of
offspring and descendants (and of their reproductive material). The cost of traceability of
animals and of food are described in further detail in Section 5.3.2. below.

Under this option, EFSA would have to perform a risk assessment on food from
offspring and descendants of clones not considered at risk for public health. There would
in addition be cost to be borne by the EU budget to cover the costs involved in
processing applications (estimated at 83000 € per application) for Novel Food®.

Such assessment is only appropriate when possible risks are identified. In the case of
food from clones, offspring and descendants of clones, EFSA did not consider them
different from other food. The only justification for an authorisation could be applied to
food from clones, as here the animal is produced with a "novel" reproduction technique;
for other food such pre-market approval would be even less justified from a scientific
point of view.

SME's cannot be excluded from any of the PMA mentioned above. This option has
therefore potential to impact SME profit margins and thus growth in particular as they do
not benefit from efficient production systems and/or economies of scale enjoyed by

% Food Drink Europe; British Agricultural Bureau, the European Forum of Farm Animal Breeders
(EFFAB); the European Dairy Association (EDA); and European Association of Dairy Trade (Eucolait);
European farmers /cooperatives (Copa Cogeca).

% Source : EFSA IA annexes page 56
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larger firms. Traceability of food could present particular challenges for micro and small
enterprises but there may be some differences among Member States (see Annex X)

As regards third countries, the PMA requirement for food from offspring or descendants
would create major difficulties for EU importers and their third country suppliers. 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. Otherwise, they would
no longer be able to maintain these imports. As explained in Section 5.3.3. below, third
country operators would need to identify the food and therefore the animals concerned
(clones, offspring and descendants of clones) which is not the case at present. Imports
could be reduced or halted because third countries would be unwilling or unable to meet
the requirements of the 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.

5.2.3. Impacts on consumer protection

Under this option, consumers would be reassured that the food is safe but still, it would
not allow consumers to identify food from clones, offspring or descendants and make
informed choices. For this to happen, mandatory labelling, as described in Option 3
below, would need to be provided for.

5.2.4. Impact on prices and employment

There would be a negative impact on food prices as the price of meat and milk and
derived products could increase to compensate for additional compliance costs due to
extended requirements. The negative impact on consumer markets (prices and choice)
would be even higher if the major import, such in beef, would cease. It is however not
possible to quantify the envisaged impact as no data is available, nor is it possible to
quantify the effect on employment.

5.2.5. Impact on Animal Welfare

Under this option animal welfare problems are not addressed.

5.3. Option 3: labelling of food from clones, offspring and descendants

5.3.1. Description of the option
As set out above (section 4.1), this option has two elements: the scope of the labelling,
and its modalities (obligatory or voluntary)

(1) In terms of scope, this option covers the labelling of food of clones, offspring and
descendants. The following two sub-options have been identified:

- Sub-option 1: labelling of food from clones

- Sub-option 2: labelling of food from offspring

%7 Sources Eurostat 2012
% Source ICF-GHK study on animal cloning December 2012, page 18
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- Sub-option 3: labelling of food from descendants

Labelling of food as stemming from these animals is not a self-standing option. Whether
such labelling is voluntary or compulsory, it is subject to two main conditions: (i) the
identification and traceability of animals and their reproductive material (RM), and (ii)
the traceability of the food. These two requirements imply costs in addition to the cost of
labelling as such as described in paragraphs 5.3.2. to 5.3.3. below.

(ii) In terms of modality of labelling, the following two options have been identified:
- sub-option 4: voluntary labelling
- sub-option 5: compulsory labelling.

The modality of labelling is particularly relevant for consumer protection and is assessed
in further detail under paragraph 5.3.4. The voluntary labelling could be of interest to
FBOs when it represents an added value for selling their products, which would enable
them to cover extra costs. It would be put in place by some FBOs depending on market
demand. The mandatory labelling implies that costs are borne by all FBOs, who have to
check whether the food derives from clones, offspring and/or descendants.

The requirements increase exponentially with the generations as shown in table 5 below:

Table 5 Conditions of identification/ traceability to be fulfilled
to label food from clones, offspring and descendants of clones

CONDITIONS OF IDENTIFICATION/TRACEABILITY
CLONES OFFSPRING DESCENDANTS
Food from : 1* generation 2" generation 3" generation etc.
Fo | LA | RM | Food | LA | RM | Food | LA | RM | Food | LA | RM
od
Clones X X
Offspring X X X X
2" X | X X | X X X
@ generati
s on
E 3" X | x X | x X | x X | X
5 generati
Q on
4" etc.

LA : live animals ; RM reproductive material
5.3.2. Economic impactsin EU - costs

Labelling requires confidence that its content is correct. To provide the information as to
whether food was obtained from clones, their offspring or their descendants on the label,
it is necessary to create a documented link between a food and the animal/animal clone.

This requires that parentage information for every food producing animal is conveyed
through the food production chain. This becomes more costly with every generation
between the clone and the animal, reproductive material and the food.

As explained above (section 2.6.1.) current legislation on traceability does not conserve
the require link between an individual animal and the food obtain thereof throughout the
food production chain. It does not ensure the link between the animal and its parents
throughout all stages of livestock production. As a result to label food derived from
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clones, their offspring or their descendants, production processes would have to be
profoundly amended to ensure such link.

It is obvious that, depending on the sub-option chosen, costs can vary substantially. This
was also highlighted in the consultations, where industry representatives expressed
themselves against labelling of food from offspring and descendants (as highlighted in
Annex II and Annex III paragraph 3) and underlined the risk of trade disruption.
Representatives of European farmers/cooperative associations® consider that traceability
extended to offspring puts an administrative burden on operators at all levels of the
supply chain.

a) Sub-option 1: food from clones

While no precise numbers exist, it can be presumed that few animals will be cloned as
the conventional breeding techniques will remain mainstream and the cloning one
ancillary. Evidence indicates that productivity increases resulting from use of cloning
technique as currently performed are marginal.

There is thus little economic incentive to use it. As a result the technique would not be
used for food production in the EU up to 2020. Moreover, as set out above, the clone
itself does usually not serve as source for food.

The consultant’® thus presumed that if these assumptions are correct the clones in
circulation would be so few and that they could be closely traced with limited efforts.
The consultant could, however, not demonstrate that this is really the case.

b) Sub-options 2 and 3 - Cost of traceability of food of offspring and
descendants

To the contrary of clones, the traceability of food from offspring and descendants implies
a higher number of conditions (see Table 5), which increase exponentially per generation
and which need to be fulfilled.

In particular, both farmers and breeding companies have to adapt their registration and
traceability systems and to introduce the information related to the status of their
offspring or descendants and their reproductive material (see (i) below).

Moreover, a traceability system would have to be set up which links every piece of meat,
and every litre of milk to a specific animal. Due to the complexity of such system, the
multitude of actors involved and the uncertainties surrounding the functioning of existing
systems costs could not be calculated. However, surely, they come at a cost (see ii
below).

(1) Traceability at the level of farmers and breeders

The costs for adapting traceability systems of animals and their reproductive material
have been calculated by the consultant’' on the basis of costs per operator (working
time’* and investments).

% European association of farmers /cooperatives (Copa Cogeca).

"TFC GHK 2012

"'TFC GHK 2012

™ The working time necessary as a minimum to learn the new legal requirements and define what is
necessary to record the new information has been estimated at one hour per farm. For breeding companies
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They were divided into: 1) one-off learning costs to familiarise with new requirements;
ii) one-off investments in equipment; iii) annual operating costs for recording
information on status and parentage ; and iv) annual reporting and inspection costs to
respond to information requests from customers and control authorities.

As shown in Table 6 below, the costs for farmers have been qualitatively assessed and
considered marginal. The costs for breeding companies (importers and established in the
EU) as well as importers of live animals would be low: the one off costs per operator
range between 3 000 € and 3 600 € and the annual costs per operator around 100 €.

These costs should be, in principle, relatively limited as EU operators have already the
obligation to introduce information on all animals in systems in place in the EU (see
Section 2.6.1. above). In practice, the cost is most likely to be higher because of the
number of animals concerned.

Table 6: Cost of traceability for offspring and descendantsand their reproductive material (RM)

in€ EU farmers Live animals Breeding companies
EU Importers EU Importers EU Producers
Number of operators Over 7 million 22 69 215

Learning Learning all operators Marginal 71000 251 000 783 000

Per operator Marginal 3227 3637 3641
Complianc | Investmentsin Minor modifications Not available
e equipment to existing systems

Operating costs Marginal Marginal
Reporting | all operators Marginal 2000 8 000 22 000
& per operator Marginal 90 116 102
inspection

* Source |CF GHK study tables 8.6, 8.7 and 8.8.

i1) traceability of food and link with the individual animal

Operators would need - throughout their operations - to be able to recognise whether
every food is derived or not from progeny of clones. This would require a detailed and
sophisticated (probably electronic) traceability system. Without such a system, linking
the food of progeny (over generations) to the animal clone is unworkable’. The setting
up and implementation of such a system would produce require major investments and
maintenance costs that the consultant was unable to estimate as shown in Table 7 below.

this time has been estimated at 70 hours per company. The minimum time necessary on a yearly basis to
record the data and report it has been estimated at 2 hours per operator. Source : ICF-GHK Study

7 As explained in Section 5.5. there is no physical difference between food from clones, food from their
progeny and food from other animals.
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Table 7: cost of traceability of food of offspring and descendants in non-segregated food supply chains

In€ Slaughterhouse Importers Food processors/ | Wholesalers | Retailers
/ markets/ food manufacturers
assembly
centres
Number of operators 15 491 (bovine 715 81 993 (all species) 82801 (all | 623812
only) species) (all
species)
Learning All 713 000 30000 3772000 No data No data
operators
Per operator 46 43 46 No data No data
Compliance Unfeasible — no quantitative data
(invest-
ments and
operating
costs)
Reporting All 1426 000 6 000 7 544 000 Marginal Marginal
and operators
inspection | Per operator 92 8 92 Marginal Marginal

Source ICF GHK study tables 8.6, 8.7 and 8.8.

The consultant argued that these costs would be avoided in food supply chains if all
actors involved (farmers, slaughterhouses, cutting plants, traders, etc.) “segregate”
between “clone/progeny” or “non-clone/progeny” .

While this may limit implementation costs in terms of traceability, segregation would
still bring about considerable market disruption, since a large part of the market of food
would be not accessible for certain FBOs. It is not possible to quantify these impacts.

However, considering that the number of animals concerned increases exponentially per
generation (for example, for one single bull the number of offspring can be as high as
5,000 to 10,000; for the nd generation up to 140,500 descendants and up 662,000 of the
following 3™ generation, etc. (see details in Annex XIII paragraph 2). The repercussions
on the market place for food could be very substantial ™.

While quantitative figures are not available, any additional costs are particularly relevant
for meat, which is already very price-sensitive and where margins are generally low.

The traceability of milk is even more difficult and costly than meat as it is systematically
mixed from different animals at farm level and would need, separate collecting tanks’ at
farm level and all following stages of the supply chain (transport, dairy, retail, etc.). The
dairy industry’® explained that separate milk collection is strictly speaking feasible as it
happens already for animals under medical treatment’’ but the likely consequence of

™ Although it is unlikely that all reproductive material of a single cloned will be used in one country.

> Milk from the animals is mixed in one tank at farm level and dairy plant level ; separate systems already
exist in some Member States for the collection of milk produced with specific requirements (related to
animal feed, animal welfare etc.) but for larger production and with added value which compensate extra
costs.

7% The European Dairy Association (EDA).

"7 However, in this case, the traceability of the milk is no longer needed as it is destroyed and does
therefore not enter the food chain.
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having to label milk from progeny of clones is that farmers would avoid having those
animals on their farms (see Annex III paragraph 3).

At the following stages of food processing (such as meat products, dairy products and
milk ingredients such as casein, etc.) the link with the animals concerned becomes more
difficult and costly to establish as it imposes detailed segmentation of the different food
products (or raw materials) before the processing can take place’™.

As regards SME's, they cannot be excluded from any of the traceability requirements
mentioned above. This option has therefore a potential to impact SME profit margins and
growth in particular as they do not benefit from efficient production systems and/or
economies of scale enjoyed by larger firms. Labelling could present particular challenges
for micro and small enterprises but there may be some differences among Member States
(see Annex X).

Thus, the traceability requirements for food poses risks of triggering significant impacts
on the EU supply chain due to changes in third country trade patterns, mainly in meat
(see Section 5.3.3. below). In case third countries' operators would be unable to label the
food from offspring or from descendants, EU buyers would seek alternative supplies,
which would result in changes in the distribution of demand across the supply chain.

The impacts on the different Member States would depend on several factors, in
particular the importance of animal production and their dependence on imports. As 60
% of EU total production of dairy and beef originate in four Member States (France,
Germany, Italy and United Kingdom), it could be assumed that in principle the farmers,
breeders and FBOs in those Member States would be relatively more affected than those
in the other Member States.

During the consultations, industry representatives expressed themselves against labelling
of food from offspring and descendants (as highlighted in Annex II and Annex III
paragraph 3). They also underlined the risk of trade disruption. In particular,
representatives of European farmers /cooperative associations” consider that traceability
extended to offspring represent a real administrative burden for the whole supply chain
without benefit to consumers and would be faced with legal uncertainty as they would
depend entirely on accuracy of information provided by third countries. They would
rather be in favour of using voluntary information schemes. Professional organisations
who responded to the "IPM consultation" also expressed themselves against (around
65%) labelling of food from offspring and descendants of clones (including the
association representing the European food industry®’).

Conversely consumer organisations, animal welfare associations and individuals,
expressed themselves by a very high majority (between 75% and 90%) in favour of
traceability system of reproductive material from clones and of labelling of food from
offspring and descendants; results also showed that the absence of information was -
wrongly®'- perceived by consumers as an issue of food safety. Some industry

® This is confirmed by evidence from an on-going study 2013: 'Study on the application of rules on
voluntary origin labelling of foods (VCOOL)' FCEC (forthcoming) commissioned by the Commission that
shows that segregation of supply chains can have significant impacts, depending on the sector, company
and production method. For the last factor, in the case of continuing production process, the change to
batch production in order to ensure segregation of different supplies can imply significant investments and
adaptations of production processes. This is particularly the case for processed products.

7 European association of farmers /cooperatives (Copa Cogeca).

% Food Drink Europe.

81 EFSA concluded there is no safety issue -see paragraph 2.1.
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representatives™> suggested during the consultations (Annex II) to inform generally
consumers about the benefits and risks of cloning so that they would be well informed
and would no longer have unfounded concerns.

¢) Cost for changing the label of the food

Compared to the costs for ensuring traceability the costs for re-designing and re-printing
labels are negligible. Estimates provided by the Commission impact report on food
labelling range between 2000-4000 € for a small label change and between 7000-9000 €
for full label redesign and per operator. Results of other studies also show limited costs

(see Table 8 below).

Table 8 cost of labelling of food products

European Commission (2008)
Impact Assessment Report on
General Food Labelling Issues

Average cost at company level for a small label change: €2,000-4,000 per
stock keeping unit (SKU); Additional cost for full label redesign: €7000-
9000.

Private Label Buyer (2011)
Special Report — Labelling

Cost of redesigning a small private label line of approximately 100 SKUs:
$100-$3000 (€77 to €2320) in design fees ; Photography and illustration
costs could more than double total cost

Defra (2010)

Developing a Framework for
Assessing the Costs of Labelling
Changes in the UK

Average costs of changing a label for a food manufacturer: Voluntary
redesign 4857 £/SKU (€6050)

Implementing of new legislation 2945 £/SKU (€3670) ; Average costs for
country of origin labelling for meat — large company: £600 - £1,150 (€748

to €1433).

Source: Defra (2010) Private Label Buyer (2011) European Commission (2008)

The economic impacts of labelling depend also on whether it is voluntary (sub-option4)
or mandatory (sub-option5):

Sub-option 4 (voluntary labelling): operators interested in differentiating their products
would label food as not stemming from clones, offspring or descendants on a voluntary
basis. They could in these cases offset the additional costs (linked for example to private
control schemes) by a higher selling price in so far as there is market demand for such
(more expensive) products and they can trace the food as described in section 5.3.2. (b)
above.

Sub-option 5 (mandatory labelling): unlike in the case of voluntary labelling, the costs
set out above for sub-options 2 and 3, would fully incur if the labelling was mandatory.
So if extended to offspring and descendants the additional cost would have to be borne
by all (as explained in second indent of Section 5.3.5. below).

5.3.3. Economic impacts on trade with third countries

a) sub-option 1: food from clones
The cloning companies and breeders in some third countries already register their
animals as clones on a voluntary basis as reported in the consultations (see section
1.2.2.). The cost for third country breeders has not been estimated but the cost for

%2 In particular European association of retailers (Eurocommerce) and European Livestock and Meat Trade Union

(UEBCV).
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identifying clones and their reproductive material can be reasonably the same®as

estimated for the EU and therefore relatively low (e.g. around 20,000 € if companies
decided to set up a database of clones and around 4,000 € per company to upgrade their
registration and traceability system of reproductive material®*).

b) sub-option 2: food from offspring

If food from offspring of clones would need to be traced and labelled to be exported to
the EU, the adaptation costs would be much higher in third countries® than in the EU for
food from offspring and descendants. Third countries generally*® do not dispose of
individual animal identification and of national databases as the EU does. It is very
unlikely that third country operators would afford such costs for the EU market only. No
third country has expressed any readiness to put in place the identification and
traceability system.

In fact, EU's trading partners have repeatedly stated®’ that no measures should be
imposed on the reproductive material and on offspring of clones by the EU; they
underlined in particular that “there is no scientifically justifiable basis for imposing a
regulatory differentiation between the progeny of clones and other animals of the same
species’ and “ that restrictions specifically aimed at food from progeny of clones — such
bans or labelling requirements — could have negative impacts on international trade”.
They also pointed out that “science-based verification of audit and enforcement
measures on progeny would be impossible” and “that systems put in place would be
potentially subject to fraud” (see Section 5.5. below on control).

This option may therefore create major trade disruptions with the EU**. Exports of live
animals and their reproductive material to the EU would also need to specify whether
they originate from offspring or descendants so that EU FBOs could label their future
food accordingly.

The trade at risk for food could be substantial. Food imports of meat, milk and milk
products are worth approximately € 3.6 billion each year®’.

c) sub-option 3: food from descendants

If food from descendants of clones would need to be traced and labelled to be exported to
the EU, third countries would first need to put in place a system to trace the offspring and
their reproductive material (as described in sub-option 2 above) which is unlikely. In
addition, as for offspring adaptation costs would be much higher in third countries” than

% No ICF-GHK figure on cost calculation for third country companies.

¥ Result of ICF-GHK interview of private breeding companies.

% 1t has to apply both in the third country which export to the EU and also the other third countries from

which either live animals or reproductive materials are supplied.

% The EU requirements for individual identification apply (as described in section 2.6.1.) only if these

animals are exported live or their reproductive material is exported to the EU.

87 Joint statement on animal cloning for livestock production of 16 March 2011 by Argentina, Brazil, New
Zealand, Paraguay, United States at www.ustr.gov. Correspondence to Commission of 26. October
2012 signed by missions or embassies of Argentina, Brazil, New Zealand and United States in
Brussels

% Meat and milk from our main trading partners may be exported to other international markets where

consumption and financial resources are significantly increasing.

% Sources Eurostat 2012 — see table 2 in Section 2.6.3., paragraph c).

% 1t has to apply both in the third country which export to the EU and also the other third countries from
which either live animals or reproductive materials are supplied.
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in the EU. In view of the reluctance of third country operators to afford costs for tracing
offspring and their reproductive material’' this option would be clearly rejected by third
countries. This sub-option may therefore create even more trade disruptions with the
EU” in food and in live animals and their reproductive material.

5.3.4. Impacts on consumer protection
a) sub-option 1. food from clones

This option has a positive impact on consumers but as limited to food from clones, may
not satisfy totally their request. In view of the consumers' negative perception towards
cloning, it is likely that FBOs would not market this food if "mandatory labelling" is
requested and would not label it either on a "voluntary" basis.

b) sub-option 2: food from offspring

This sub-option brings in principle an added value in terms of protection of consumer
interests as it is to offer consumer choice but does not cover food from clones. There is
also a considerable difference between voluntary and mandatory labelling for this type of
food.

c) sub-option 3: food from descendants

This sub-option should offer an even higher benefit for consumers but would not make
much sense if food from clones and from offspring would not be labelled. In effect, as
shown in the consultations held, consumers have an interest for consumer choice linked
to cloning and a partial one limited to descendants would not satisfy their expectations.

d) sub-option 4: voluntary labelling

In the case of voluntary labelling and if there is a market demand, the FBO could see an
interest in differentiating their products. In this case, the voluntary labelling, would
probably be "negative", i.e. specify that the food does not derive from cloning. FBOs
have no interest in advertising food from clones, food from progeny of clones
considering the strong negative attitude of consumers. It is therefore reasonable to
assume that, based on consumer preferences, the market would decide for a "negative"
labelling. This approach would however only offer a fragmented picture to consumers:
not all FBOs would indicate the non-cloning origin of their food. As a result, consumers
would not know whether unlabelled food is in effect derived or not from clones/progeny
of clones. In addition, it is also possible that no FBO would decide to label, in which case
consumers would not be informed.

°! As it is a prerequisite to label food from descendants.

2 Meat and milk from our main trading partners may be exported to other international markets where
consumption and financial resources are significantly increasing.
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€) sub-option 5: mandatory labelling

Conversely, mandatory labelling would create a clear picture for consumers and a level
playing field for all operators. It should be "positive" (i.e. specify that the food derives
from cloning) in order not to impose a burden on farmers, breeders and FBOs not
involved in cloning. Mandatory labelling provides for a clear and uniform consumer
information and thus put consumers in the position to choose but, as explained above, it
is very costly to implement.

5.3.5. Impacts on food prices and employment

The extra cost of positive voluntary labelling (as described in Section 5.3.4. (d) above)
would be borne by consumers and would probably relate to local food production (e.g.
cheese produced exclusively from local bovine breeds) which uses exclusively traditional
breeding techniques, therefore limiting the cost of voluntary labelling and giving to the
food an added value.

In the case mandatory labelling (as described in 5.3.4. (e) above) there would be an
impact on production costs due to the cost of the obligatory traceability system and the
pressure on suppliers to be able to prove whether their products derive or not from
offspring or descendants. There could be a price increase for food which could be
transferred to consumers, if elasticity of demand is low. If not, this would have
consequences on breeders, farmers and importers who would need to bear additional
costs and even suffer a reduction in activity and employment, in particular for SME's.

5.3.6.. Impact on Animal Welfare

Under this option animal welfare problems are not addressed.

5.4. Option 4: temporary suspension of the technique and of imports of live clones, their
reproductive material and their food.

5.4.1. Description of the option

The temporary suspension of the cloning technique in the EU would ensure that Member
States do not adopt national measures for welfare reasons, offering thereby legal certainty
and clarity. Live clones, their food and their reproductive material would therefore not be
produced on the EU territory.

Imports of live clones™, of their reproductive material would need to be suspended to
ensure a level playing field between all breeders and farmers in the EU and ensure full
consistency with the suspension of the technique in the EU.

As the technique may evolve over time and alleviate the welfare concerns, the suspension
would need to be linked to a scientific review to assess whether it should be maintained
or stopped, based on the possible technological evolution of the technique.

The suspension of food of clones would address consumer perceptions on the use of food
from animal clones; it would complement the suspension of the technique and of
marketing live clones.

% Including embryos, which are part of the cloning process as defined in Annex XIII paragraph 1, and
which if the cloning process is successful, will become life clones.
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5.4.2. Economic Impacts

Asfar asthe EU is concerned, Member states have confirmed that cloning is not used for
food production and therefore, no food from clones and no reproductive material from
clones is produced on the EU territory. No food from clones has been imported so far in
the EU and imports of live animals are in any case very limited. Therefore the expected
economic impact of the temporary suspension of the cloning technique, of the clones and
of their food is not expected to be significant to the contrary of reproductive material as
explained below (Annex XI).

- Suspension of the technique

The suspension would have limited effect as no cloning is taking place in the EU. In the
hypothesis that cloning for food production were more used in the EU, an increase in
farming sector productivity could in principle be expected as the technique aims at
reproducing elite animals’. However a recent economic study’ estimated that the
increase of productivity in the milk sector would be limited to 0.35%, which is minimal
compared to the annual productivity increase of 1.5% observed in Europe between 2006
and 2009 without cloning activity.

Representatives of European farmers and agri-cooperatives’® confirm that there is limited
interest of European livestock keepers in cloning in view of the high cost of the
technology but still consider that cloning could represent an interest in specific cases
such as the preservation of valuable genetics (see summary of positions in Annex III
paragraph 3 and Annex XIII paragraph 2 for the cost of cloned animals). This is also
confirmed by the meat association’’ as other breeding methods work better and faster for
the purpose of animal selection; nonetheless cloning might in their view become more
relevant in the future (minutes of meeting in Annex II).

- Suspension of reproductive material of clones

The actual impacts on Member States of suspending the reproductive material of clones
may differ according to the importance of their livestock. As shown in Table 1 (see
Section 2.6.3. above), imports of reproductive material from third countries are on
average low (2.5 %) but represent in certain Member States more than 20 %. It is not
known how much of this imported reproductive material is obtained from clones or from
conventional animals. It is difficult to assess whether there are major differences
regarding the impact of this suspension according to Member States, particularly as the
breeding sector requires continuous exchange of high quality reproductive material
especially for high output species.

During the consultations and interviews with the consultants, EU breeders and farmers
underlined that it is important to continue to have access to this genetic material to be

% In fact according to a relatively recent study, there should be an increase in the milk production if
cloning were more used in Europe: Butler, L.J., McGarry Wolf, M. (2010) 'Economic Analysis of the
Impact of Cloning on improving Dairy Herd Composition', AgBioForum, 13(2): pp. 194-207.

% Buttler study 2010 Economic analysis of the impact on improving dairy herd composition. AS bioforum
13(2):194-207.

% European association of farmers /agri cooperatives (Copa Cogeca).

°7 European Livestock and Meat Trade Union (UEBCV)
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able to decide on their strategies to improve the productivity on a large base of genetics
and improve or maintain their competitiveness (Annex XIII paragraph 4).

- Suspension of food from clones

As clones are not reared for food, it is unlikely that third country trading partners would
from now on export food from clones to the EU in the future. This has not happened so
far also because of the obligation to submit such food to a pre-market approval under the
current Novel Food Regulation. Food industry in third countries where cloning technique
is used would either remove food of clones from their food chain or remove it from the
food exported to the EU. Taking into account the low number of clones and the fact that
already today food cannot be imported as long as there is no PMA, this option has a very
limited impact.

Regarding impact on competitiveness (Annex 1X), the suspension of cloning technique
in the EU is not expected to have direct effects on EU breeding companies, as there is no
commercial cloning activity”® expected for food production until 2020. Possible impacts
on cost competitiveness are expected to arise through the additional costs incurred in
assuring that inputs meet the terms of the suspension in the EU and the contingent risk of
loss of access to imports of live animals, their food and reproductive material. EU
farmers (especially in the bovine meat/dairy and ovine sectors) would benefit from loss
of competition from imports of food (meat and milk production) in scenarios where
exports from third countries to the EU are disrupted or lost.

Although research is not covered by this policy initiative, the potential for research may
be affected if the commercial exploitation on the market is restricted. For example,
cloning is used as a means to research in genome editing (which enables to identify at an
early stage the productivity potential or other qualities of the adult conventional animals).
Innovation in the breeding and farming sector could be more difficult to achieve in the
EU and have serious long-term consequences on the ability of European farmers to
access improved genetics, if European breeding organisations, which are global leaders,
would relocate their activities outside the EU. It is therefore essential under this option,
to consider the suspension as only a temporary measure so as not to discourage research
and innovation in Europe and adapt the suspension to the evolution of the technique
regarding its impacts on animal welfare.

As reported in Annex III paragraph 3, the organisations representing farmers, breeding
sector, food industry as well as research institutes’ expressed support for continuing and
encouraging research in animal cloning. One organisation in particular'® acknowledged
the concerns of health and welfare linked to cloning, considered that they should be
further addressed through research and that a broader analysis would be needed in the
longer term to assess the benefits of cloning.

Regarding SME's, it is not possible to exclude them from the temporary suspension as
this would undermine the objectives of providing for uniform conditions of production
for the whole farming sector while ensure adequate protection of the welfare and health

% Source ICF-GHK study.

% European farmers/agri cooperatives (Copa Cogeca); European association of retailers (Eurocommerce);
the European Association for Animal Production (EAAP); the International Committee for Animal
recording (ICAR); the International Embryo Transfer Society (IETS); the French institute for agronomic
research (INRA)

1% European farmers/agri cooperatives (Copa Cogeca)
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of animals. The impact on SME's mirror those expected on businesses as a whole (see
Annex X).

Third countries would, under this option, not be allowed to export live clones, their food
and their reproductive material to the EU. The impact for live animals would be limited
as trade of live animals is generally very low (in total only around 40 bovines and around
800 porcine imported in the EU in 2011) the cost of identification and traceability of
clones in third countries is relatively low (see paragraph a) Section 5.3.3 above). The
impact on food would be insignificant in third countries as of today food from clones can
only enter the EU market subject a pre-market authorisation, which has never been
requested and as clones are not produced to this end it is unlikely the situation will
evolve. The pragmatic approach already adopted by some third countries (see footnote 6
in Section 1.2. above) is to exclude the clones from the food chain on their territory. The
suspension of exports of reproductive material of clones could have an impact but it is
difficult to specify in the absence of any quantification of this material.

5.4.3. Impacts on consumer protection

This option has a positive impact on consumers: their concerns about animal welfare will
be addressed as no cloning would take place in the EU. Consumers will have more
confidence on the origin of products they are purchasing as food from clones would be
forbidden and no food from offspring produced in the EU. However, they would not be
able to make informed choices on food from descendants and imported food from
offspring.

5.4.4. Impacts on prices and employment

The expected ‘direct’” employment impacts of the option of suspending the cloning
technique and the use of clones is considered not significant because few EU jobs are
sustained by commercial cloning for the farming sector. The potential employment
impacts could arise through the induced and indirect effects of the legislation. Efforts to
confirm compliance with the suspension legislation in particular for the reproductive
material would create employment in the supply of verification services but this growth
would come at the expense of employment elsewhere (more supply chain resources
would be channelled into compliance activities at the expense of core business). It is
however not possible to quantify such impact due to the lack of data available.

As regards food prices, no impact is expected as the technique is not currently used in the
EU (see Annex IX).

5.4.5. Impact on Animal welfare

This option has a positive impact on animal welfare, as it creates a level playing field for
all farmers and breeders in the EU who no longer be able to make recourse to it. The
suspension would be maintained a long as the concerns on animal welfare and health are
not alleviated and be subject to scientific review so as to assess whether it should be
maintained or stopped.
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5.5. Impacts on control (applicable to all optionsincluding non-policy change)

Control on the implementation of any measure on cloning by control authorities can only
be based on documentary and traceability systems, set up and managed by the successive
operators along the food chain including in third countries where the cloning activity
takes place.

Physical controls based on analytical methods are not possible as the DNA of the clone is
identical to the DNA of the donor and therefore the derived products (reproductive
material and food) of clones and of progeny cannot be distinguished via laboratory
testing. This could create potential legal uncertainty for operators, who would not be in a
position to attest by analytical methods that the animals, reproductive material or food
they have procured is derived or not from cloning.

There would be no additional costs for Member States' control authorities as regards the
controls of intra-Union trade and imports of live animals, their reproductive material and
their food. The absence of additional costs is due to the fact that live animals, their
reproductive and food are already submitted to specific official controls both as regards
those produced in the EU and those imported'®'. Therefore, the additional information
required as a result of this policy initiative would not trigger new activities by Member
States. Conversely, additional resources would be required from FBOs (as described in
Section 5.3.2) to check the reliability of the traceability systems, which support the
labelling of food of clones and their progeny.

The effectiveness of control relies primarily on third countries' readiness to put in place
the identification and traceability systems of the clones as any of the policy options are
dependent on this prerequisite. Controls in third countries can be ensured by the Food
and Veterinary Office (FVO) which would verify that breeding companies and food
operators exporting to the EU have put in place the necessary identification and
traceability systems of the animals, reproductive material and food to ensure proper and
reliable information. There would be no impact on the EU budget as the FVO already
carries out inspections in the fields covered by this policy initiative.

6. COMPARING THE OPTIONS

The ranking of the impacts and objectives per option is given in detail in Annex XII.

A summary of the ranking is given at the end of this Chapter. The impacts in terms of
economic (costs), consumers (freedom of choice) and social (prices of food &
employment) are compared for the various options. As the options have no or very
limited impact on environment (biodiversity), this criterion does not appear relevant to
rank the options. All measures on cloning would produce costs for operators for part or

"' Intra-Union trade and imports of live animals and reproductive material must be accompanied by
"health certificate" delivered by official authorities in Member States and Third Countries as described in
Annex III.
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for the food chain. These costs need to be justified balanced by added value in terms of
animal welfare and consumer protection.

6.1. Comparing the optionsin terms of impacts

6.1.1. Option 1 (no policy change)

This option has the lowest economic impact but only partially addresses consumer
protection and welfare. It implies costs on FBOs interested to market food from clones as
this requires pre-market approval of food. It allows labelling of approved products. Yet
as there is no commercial interest in the marketing of food from clones, the actual
implementation of PMA is unlikely.

As to welfare, in light of the EFSA opinion, full implementation by Member States of the
Directive 98/58/EC on animal welfare implies in principle that the cloning technique is
not used for food production in the EU. This option has thus a positive impact on
welfare. It has no impact on FBOs in general as they can under this option continue to
import animals and food.

6.1.2. Option 2: Pre-market approval of food from clones to food from offspring
and descendants

This option triggers impacts due to the multiplication of application dossiers for the
required market authorisations for both EU and third country operators, to unavoidable
additional burden on EFSA, to the necessity to trace the animals and their reproductive
material in addition to the food. In the absence of food safety issues, the measures under
this option are not proportionate in particular as regards food from offspring and
descendants.

6.1.3. Option 3: labelling of food (from clones, offspring and descendants)

This option requires the traceability of animals, of their reproductive material and of the
food to enable FBOs to label the food.

a) For sub-option 1 (labelling food from clones), the impact on both FBOs and third
countries is limited.

b) For sub-options 2 and 3 (labelling of food from offspring and descendants) the costs
for traceability would be substantial. The costs increase even further with the inclusion of
each generation and with non-segregated food supply chains because of the underlying
need for more sophisticated traceability systems. This is particularly the case when the
labelling is compulsory (sub-option 2 and 3 combined with sub-option 4).

¢) in the case of voluntary labelling of food from offspring or from descendants (sub-
options 2 and 3 combined with sub-option 4): FBOs would be able decide to label the
“non-cloning origin” of their food if they dispose of the necessary information upstream.
If this information is limited to the traceability of clones and their reproductive material
and offspring, as foreseen in the Commission report, the impact is limited. However as
labelling would be decided by FBOs, consumers would only be informed scarcely.
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6.1.4. Option 4: temporary suspension of the technique and the use of clones (food
and reproductive material)

This option ranks higher than option 1 as it creates legal certainty for all EU operators
and applies in a coherent manner to the use of the technique as wells as to the use of
clones. Its efficiency depends on its scope:

(1) if limited to the technique, to clones and their food, the impact on EU FBOs and trade
is limited as trade, if any, is likely to be extremely low and FBOs overall have no interest
to market food from clones. The suspension of the technique would not impact
negatively on innovation and research as it would be temporary and signal that research,
(not touched upon by this policy) needs to be pursued. The possible use of imported
reproductive material of clones (as mentioned in section 5.4.2. second indent above),
justified for economic reasons, would not diminish the effects of this measure as the
welfare of animals reared in the EU would be secured by the suspension of the technique
in the EU and the suspension of live clones.

(i1) if the suspension would also include that of reproductive material of clones, it offers
the highest coherence with the objective of animal welfare but may prevent EU breeders
and farmers to have access to this genetic material, which they may have had so far, and
thereby undermine their competitiveness.

Therefore the elements of this option, which rank highest in terms of animal welfare, are
the suspension of all elements except the reproductive material from clones. Otherwise, it
ranks lower than option 1.

6.2. Comparing the optionsin terms of objectivesfor coherence and efficiency

6.2.1. Option 1 (no policy change)
This option is coherent with the objective of consumer protection but only as regards
food from clones. For food from offspring and descendants, this objective would not be
fulfilled. In addition, this option adds costs linked to pre-market authorisation and risk
assessment.

The implementation of Directive 98/58/EC is coherent with the objective on welfare. It is
not efficient as it applies only to the cloning technique and not to the use of clones, which
means that farmers and breeders can still import them and use them.

6.2.2. Option 2: Pre-market approval of food from clones to food from offspring
and descendants.

This option provides for consumer protection'® as it reassures consumers on safety as it
applies to all food of the animals concerned. In the absence of "novelty" for food from
offspring and descendants and in the absence of food safety issues, it is unjustified and
incoherent to impose any PMA for this type of food, particularly as the food in question
must in any case comply with the legislation on food safety (hygiene, control, additives,
etc.). The PMA for offspring and descendants is also disproportionate; as described in
section 5.2.2 above, unjustified costs would need to be borne for FBOs (linked to risks

192" Charter of Fundamental Rights of the European Union (2000/C 364/1) Article 38 on Consumer
protection.
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assessments and application dossiers, to the required traceability requirements of the
animals concerned and of their food) and trade disruptions most likely.

Therefore, the element of this option, which ranks highest, is the pre-market approval of
food from clones.

6.2.3 Option 3: labelling of food (from clones, offspring and descendants)

Sub-option 1 (labelling of food from clones) would rank highest as not having any
impact on trade but this type of food is unlikely to be marketed.

Sub-option 2 (labelling of food from offspring) combined with sub-option 5 (mandatory
labelling) for all food, would not be efficient as very difficult to put in place. In addition,
it would considerably disturb trade with third countries and not attain the general
objective (as described in section 3.1).

If sub option 2 is combined with option 4 (voluntary labelling) it would rank lower than
mandatory labelling and option 1.

Sub-option 3 (food from descendants) would be totally inefficient if mandatory
(combined with sub-option 5) as unfeasible to put in place. If voluntary (combined with
sub-option 4) it would not meet consumer expectations. Sub—option 3 ranks therefore
lowest.

Therefore, the elements of this option, which would rank highest in relative terms are the
mandatory labelling of food from clones (sub-option 1 combined with sub-option 5) and
of fresh meat of offspring (elements of sub-option 2 combined with sub-option 5).

6.2.4. Option 4: temporary suspension of the technique and the use of clones (food
and reproductive material)

This is the only option (together with option 1) which addresses animal welfare. In terms
of achieving the objective of creating uniform conditions for farmers while resolving the
welfare issue, this option ranks higher than option 1. The freedom to conduct business
might be restricted but this would be justified for the purpose of protecting animal health
and welfare'”. The objective of animal welfare can therefore be best achieved at Union
level with this option. The suspension of the use of reproductive material of clones would
not be coherent with the objective of safeguarding the competitiveness of the EU farming
sector. Therefore, the elements of this option, which rank highest, are the suspension of
the technique, of imports of clones and of food.

19 Charter of Fundamental Rights of the European Union (2000/C 364/1): Article 16 on freedom to
conduct a business.
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6.3. Table summarising the impacts

Table 9 Summary of comparison of options of Section 6

OPTIONS Economic impact/ Effectiveness in reaching the objectives
costs
Animal welfare Consumer protection
Option 1 No Policy Change: Pre-market approval + labelling of food from clones on case by 0 + +
case + Directive 98/58/EC on animal welfare.
Option 2  Pre-market approval : Food from clones 0 0 0o/+
Food from offspring and descendants --- 0 o/+
Food from | Mandatory labelling of food from clones (sub-option 1 + sub-option 5) 0 0 ++
clones
g
'§ Food from | Voluntary labelling of food from offspring (sub-option 2 + sub-option 0 0 o/+
hat offspring 4)
o
bo
é Mandatory labelling of food from offspring (sub-option 2 + sub-option --- 0 +++
8 5)
3 Food from 0 0 0/+
2 descendants | Voluntary labelling of food from descendants (sub-option 3+sub-
'%_ option 4)
o --- 0 +++
Mandatory labelling of food from descendants (sub-option 3+sub-
option 5)
Cloning technique 0 +++ ++
£
g Clones 0 +++ ++
< @
s g Reproductive materials of clones - - 0 0
=1
5 5 Food from clones 0 0 ++
Sa

1% Option 3 is divided in five sub-options: sub-option 1 (food from clones), sub-option 2 (food from offspring), sub-option 3 (food from descendants), sub-option 4 (voluntary
labelling), sub-option 5 (mandatory labelling).

+++ strongly positive; ++average positive +limited positive, - - -strongly negative, - - average negative; - limited negative; 0 no effect.
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7. MONITORING AND EVALUATION

In order to monitor and evaluate how the two specific objectives are implemented and
performed in the various options, the following monitoring indicators could be used:

Objective 1: To ensure uniform conditions of production of farmers in the EU while
protecting health and welfare of farmed animals: Scientific progress could be monitored
by EFSA for both option 1 (to assess whether cloning is still a breeding that causes
unnecessary pain) and option 4 (to measure whether the suspension should be stopped,
amended, for example in terms of coverage or be maintained);

Objective 2: To protect consumer interests as regards food from cloned animals :

- for both options 1 and 2, the number of applications made (and approvals given with
labelling requirement) for food subject to a pre-market authorisation enables to assess
which food has been authorised and which food (if any) could not be authorised and for
which reasons;

- regarding option 3, specific surveys at national or EU level could assess which food is
labelled on the EU market, if consumers' attitude has changed towards cloning, the
effects of the measures on FBOs; statistics'®® on the number of
clones/offspring/descendants raised in the EU or imported would also give a picture of

their share in the EU livestock.

1% Eurostat, TRACES (Commission management tool for tracking the movement of animals and of
products of animal origin from both outside of the EU and within EU territory).
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ANNEX I: GLOSSARY

" Artificial Insemination”: Can be described as the injection of semen from a superior-
quality male in the reproductive tract of a female to make her pregnant.

"Breeding" : Consists in selecting the most suitable animals as parents of the next generation
s0 as to improve' on a regular basis the performance (in milk production, amount of muscles,
resistance, longevity etc.) of the following generation(s). The improvements can bring high
economic returns at breeding and farm level and be disseminated widely especially thanks to
the high reproductive rates of the animals, the use of artificial insemination, embryo transfer,
in-vitro fertilisation and more recently the use of genomic selection.

" Breeding animals’: Pure breed animals companies with high genetic value which produce
reproductive materials (semen, embryos and ova) to perform artificial insemination or embryo
transfer (males and females detained by farmers which are used for natural mating or calf
production are excluded).

" Cloning": Means a technique of asexual, artificial reproduction with the aim of producing
an identical or nearly identical copy of the original animal by transferring the nucleus of a cell
from the donor animal into an enucleated oocyte which is subsequently implanted into a
surrogate mother (cloning does not involve any genetic modification).

" Conventional animals’: For the purpose of this report, conventional animals means all
animals other than those having a cloning background (clones, offspring and their
descendants).

" Descendants (second and further generations)”: Means an animal produced by a
traditional breeding technique, where none of its parents is a clone but at least one of its
ancestors was a clone.

"Embryo Transfer”: It consists in using a very good female to produce embryos (with the
genetic material of both the female and the male). Each embryo from this female is
transferred to surrogate mothers to give birth to the actual animals.

"EU Food Law" : (Regulation (EC) 178/2002): establishes the common basis for food law in
Member States and includes common definitions, general provisions and specific
requirements such as food traceability.

" Generic authorisation”: The pre-market authorisation is granted to all operators who can
put the authorized product on the EU market provided they respect all the specifications and
conditions of use.

" Genome editing" : Small changes or moving polymorphisms within a breed.

" Genomic Selection”: Is a technology that incorporates information from tens of thousands
ADN positions to determine directly from the genome of an animal its genetic merit and
future production and performances.

' This is done by using the naturally occurring genetic variations that exists always between individual animals.
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" Gross profit margin®: describes the difference between revenue (price of a product) and
cost (total costs incurred in production).

"Herd book": A book containing the list and pedigrees of one or more herds of choice
breeds of cattle, pigs etc.; - also called herd record, or herd register.

"Individual authorisation”: The pre-market authorisation is only granted to the operator
who filed the application.

"In-vitro fertilisation": Is a process by which an oocyte is fertilised by semen outside the
body of the animal to be then transferred into a surrogate female.

" Offspring (first generation)”: Means an animal produced by a traditional breeding
technique, where at least one of its parents is a clone.

"Pre-market approval": Is a regulatory measure according to which, new food products
have to be authorized by the competent Authorities before being placed on the EU market.

" Reproductive material": Means the semen, ova and embryos of animals to be used for
traditional breeding techniques. These materials are produced by the breeding companies and
used by farmers to obtain animals intended for meat and milk production.

" Segregated food supply chain": Means that food operators would treat separately (on a
separate processing chain or at a different period) the carcasses, the meat or the milk of clones
and their progeny in order not to mix it with meat or milk from conventional animals. Basic
identification and traceability (e.g. colour code) is sufficient not to mix the two types of food
products.

" Selection farms': Farms of animals with high genetic values used for the genetic
improvement of specific breeds. In order to estimate the genetic value of these animals it is
necessary to have an individual identification of them and at least to know the father and the
mother of the animal.

"Whole food supply chain": Means that food operators would treat simultaneously and on
the same processing chain the carcasses and meat from i) clones and their progeny and ii)
from conventional animals. This would require the setting up of new traceability systems or
the upgrading of existing ones (such as those used for beef labelling of the origin). N.B. not
possible for milk when mixed in the same tank.

" Surrogate mothers': A surrogate mother is a female animal who bears a cloned embryo.
She carries and gives birth to an animal that she is not the biological mother.

"Traditional reproduction techniques': Are artificial insemination (Al), embryo transfer
(ET) and natural mating (NM) used in the sexual reproduction of farm animals.

"Veterinary Health Certificate": Is an official document signed by the official veterinarian
certifying in accordance to general provisions laid down in Directive 96/93/EEC that the
animals or products thereof meet certain generic (e.g. no clinical sign of disease) and specific
(e.g. being tested with negative results) health requirements.
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ANNEX Il: MINUTES OF THE ADVISORY GROUP AND BILATERAL MEETINGS WITH
STAKEHOLDERS

1. Plenary meeting of the Advisory Group on the Food Chain and Animal and Plant Health
16 March 2012 (Point 5 of the agenda).

2. Working Group of 14 May 2012 on the Impact Assessment of measures on animal cloning
for food production in the EU (Agenda and Summary).

3. Plenary meeting of the Advisory Group on the Food Chain and Animal and Plant Health
26 November 2012 (Point 8 of the agenda).

4. Report on the meeting of 20 September 2012 with EFFAB (European Forum of farm
Animal Breeders).

5. Report on the meeting of 25 October 2012 with EDA (European Dairy Association).

6. Report on the meetings of 5 September and 10 October 2012 with UECBV (European
Livestock and Meat Trading Union).

7. Report on the meetings of 12 September and 8 November 2012 with COPA-COGECA
(European Farmers and European Agri-cooperatives).

8. Report on the meeting of 18 December with UECBV (European Livestock and Meat
Trading Union).
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1. Plenary meeting of the Advisory Group on the Food Chain and Animal and Plant
Health 16 M arch 2012 (Point 5 of the agenda).

Impact assessment in the EU and third countries of measureson animal cloning for
food production in the EU.

COM presented the state of play of the Commission impact assessment on animal cloning for
Food production; briefly clarified the terminology used and explained individual roadmap
policy options. COM offered links to all available relevant information and informed
participating organisations of the various general, as well as targeted consultations which are
scheduled in the near future. COM also mentioned its request to EFSA to update its opinion
on cloning by June 2012.

COM presented the external study for the collection and analysis of data, the main objectives
of which are to analyse the feasibility of options and to assess socio-economic and
environmental impacts. COM asked participating organisations to provide written positions
by 30 April 2012 and that public consultation using the Interactive Policy Making tool (IPM)
will be available on its website by April. The impact assessment will be finalized by the end
of 2012. COM's proposal on animal cloning for food production is planned for 2013, as
indicated in the road map which has been recently published.

COM's contractor, GHK Consulting, presented the main goals of its study, which are to
examine the feasibility and the impacts of various policy measures that would govern animal
cloning and the marketing of derived products in the EU, ranking from suspension of the
cloning technique in the EU, the setting up of traceability systems for reproductive materials
from clones and live clones and offspring, to pre-market approval, traceability and mandatory
labelling for derived foodstuffs.

GHK explained that the analysis will apply to several species (cattle, pigs, sheep, goats and
horses) and be built around a model of the market that captures the EU production, imports
and exports and a simplified schematic representation of the full supply chain. The external
study will be finalized in the summer of 2012.

Comments and questionsraised:
FESASS commented on the differences in legislation in the EU and 3+ countries and asked
how the different implementations of legislation would be treated in the study.

GHK confirmed that these would be considered in the study.

FOODDRINKEUROPE asked what types of questions are in a questionnaire sent to the
Member States and whether they are related to traceability. It also raised the question of novel
food and asked when it is foreseen to come forward with the legislation on cloning and novel
food, whether they would be separated and what the time line is.

COM clarified that at the moment it has only been decided to present a proposal on animal
cloning, which is scheduled for 2013. Regarding the novel food legislation, there is no
decision yet on when it might be presented. With regard to the questionnaire sent to the
Member States, COM pointed out that the questions are related to traceability and possible
labelling and recording in the Member States.
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EDA expressed concern about the feasibility of tackling such a broad issue within the given
timeline. If stakeholders are to be asked to provide relevant data, sufficient time is needed.

In reply to a request from EUROGROUP FOR ANIMALS on public consultations, COM
gave further details, in particular that the questionnaire for the general public will be available
on the Your Voice in Europe website in April for a twelve-week period.

COM/GHK clarified to FESASS that there is indeed the intention to categorise different costs
in the study so that it shows clearly which costs are related to the setting up of the traceability

and labelling system.
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2. Working Group on the Impact Assessment of measures on animal cloning for food
production in the EU (Agenda and Summary).

Nt EUROPEAN COMMISSION
A w HEALTH AND CONSUMERS DIRECTORATE-GENERAL
‘»’:; ;\’ Safety of the Food Chain

Yo g e Innovation and Sustainability

Brussels, 14 May 2012
D(2012)

Working Group of the Advisory Group of the Food Chain, Animal Health and Plant
Health on the impact assessment of measureson animal cloning for food production in
the EU

Summary report
14 MAY 2012
Participants:

Commission - DG Health and Consumer:

Chantal Bruetschy (Head of Unit E6)

José Luis de Felipe Gardon (Deputy Head of Unit E6)
Stakeholders: please see list attached

1. Introduction

Ms Bruetschy, Head of Unit E6, chaired the meeting. She explained that the purpose of the
meeting, in the framework of the impact assessment procedure, was to collect the
stakeholders' views on the possible measures to regulate the use of cloning for food
production in Europe, as set out in the published roadmap. The aim of the impact assessment
is to define the most appropriate policy while ensuring the functioning of the internal market,
respecting the WTO agreements and guaranteeing consumer information.

2. General positionson cloning

CIWF stated its position against cloning, based on two general problems: the welfare issues
for clones and the surrogate mothers and the fact that the technique will be used to produce
copies of animals genetically selected for high yields despite the EFSA reports showing that
high yielding animals often suffer from serious health and welfare problems. In this regard,
the representative felt that current animal welfare legislation is not up to date on problems of
high yield animals. He emphasized the need for ethic consistency and thus that any measure
on offspring should take into account that such animals are the result of the use of the cloning
technique at some stage. He also worried that feasibility hurdles would serve as an excuse for
inaction. Finally, he stressed that the absence of safety issues does not make the problem of
cloning less relevant to consumers.
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UECBYV is of the view that cloning is not of great interest for the meat industry in Europe
today, as other breeding methods work better and faster for the purpose of animal selection,
but that cloning might become relevant in the future. However, cloning is currently used in
third countries that have trade relations with the EU. The uncertainty regarding the usage of
the technique in the world would make identification and labelling requirements difficult to
implement. The representative also felt that the tracing systems in place for cattle should not
lead to an excessive and unfair burden on the beef industry.

CLITRAVI said that WTO obligations must be respected, as import restrictions for products
related to cloning (reproductive material, live animals and food) could be negatively
perceived as technical barrier to trade.

COPA-COGECA stressed the importance of SME's in Europe and that the majority of
farmers are against cloning for food production purposes, since consumers are against it.
However, Europe cannot isolate itself from the rest of the world, and the use of the cloning
technique outside the EU has to be carefully assessed. The fact that food from clones and
offspring is not distinguishable from other food raises feasibility issues for traceability and
labelling.

EFFAB mentioned that measures must be enforceable and that animal cloning is a
reproduction technique, not a breeding technique.

HOLSTEIN UK felt that progeny from clones and food from clones and offspring would be
hard to trace and, therefore, expressed concern about the effectiveness of possible legislation.

EUROGROUP for ANIMALS is not in favour of cloning for the same reasons exposed by
CIWF. They believed that farmers that buy breeding material to improve the yield of animals
should have information on where the reproductive material comes from.

BEUC stated its position against the use of cloning for food production, given the great
dissent of consumers. The representative stressed that consumers should have the right to
choose and that, if marketed, food from clones and offspring should be labelled.

FOODDRINK EUROPE has yet no official position on cloning; however it felt that, given
there is no food safety but only an animal welfare issue, the topic relates more to actors
upstream in the agricultural industry than to consumers. Possible measures should avoid trade
disruptions, be proportionate and enforceable, and preserve the trust of consumers in the food
industry.

3. Detailed discussion
To help the discussion, it was suggested to divide the theme into four main streams:

a) current traceability of reproductive material/live offspring, b) possible tracing of
reproductive material from clones/live offspring from clones, c) labelling and d) pre-market
approval

a) Current traceability of reproductive material/offspring

Cattle: HOLSTEIN UK said that for pedigree animals, it is possible to know the ancestry of
animals and reproductive material.

60



COPA-COGECA and UECBYV observed that not all animals are purebred and registered in
herd books, as it is not mandatory. Moreover, COPA-COGECA and HOLSTEIN UK pointed
to the cross-bred animals, which are also not in the herdbooks. The percentage of cross breeds
varies between 25% and 50 %, depending on the breed.

FVE held that farmers sometimes trust an expert breeder and choose the semen based on
production expectations rather than based on its ancestors. In relation to this, COPA-
COGECA mentioned that farmers may follow breeding programs to select the reproductive
material they buy. In both cases, farmers may not be interested in the identity of the sire.

Pigs: In most cases, breeding takes place with artificial insemination (AI) and no longer with
natural mating (in some countries Al is reaching 80-90 %). COPA-COGECA said that, when
Al is used, it is done with fresh and not frozen semen. Semen is traded in limited amounts.

Goats: Farms are usually small and not attached to breeding organizations. The percentage of
Al is very low (it dropped considerably compared to 20 years ago, maybe between 5 % and
10 %, exact figures are not available),UECBYV observed that in the Netherlands production of
breeding material for goats was stopped because it was not profitable.

b) Possible tracing of reproductive material from clones/live offspring from clones

HOLSTEIN UK said information on whether an animal is a clone can be included in the
supporting documentation of pedigree animals, but that it would be difficult to verify the
reliability of this information. However, not all Holsteins have a pedigree. The representative
stressed that individual identification of animals does not exist in many countries, making a
global certification system an unlikely possibility.

UECBV said that, in order to be credible, a declaration on import certificates should not be
based on the information on herd books only. It should instead be supported by official
certification from public authorities. However, the representative considered that this measure
could put the EU at risk of retaliation.

A database with information on individual animals, similar to the one in place for European
cattle, would only be useful if the major trade partners had one. This is not seen as a realistic
possibility. Finally, a system restricted to European production would represent an unfair
burden on European farmers, decreasing their competitiveness.

CLITRAVI stated that a traceability system based on unreliable information would open the
possibility for food scares. The representative doubted that third countries, such as the USA,
would accept a measure requiring official certification of imports.

EDA noted that, today, imports are allowed on the basis of the information provided by
official certificates. They thus considered that inspections on procedures and official
certificates would be sufficient to guarantee that foreign producers provide reliable
information on reproductive material from clones and live offspring. Although less preferred,
a system of "own check" procedures could work as well. This would force foreign producers,
who wish to export into the EU, to have a procedure in place to guarantee reliable
information.

EFFAB reiterated the statement of COPA-COGECA on the impossibility of checking if a
product involved cloning at some stage. FVE mentioned that a clone can be recognized by
testing DNA.
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Reacting to CLITRAVTI’s statement on unreliable traceability system and food scares, BEUC
stressed that information is key to building consumer confidence in the food system. Rather
than waiting for news stories on “cloned” food to appear in the media — which will also result
in costly food scares -, BEUC emphasized the importance to have, as soon as possible, a
reliable system in place to inform consumers. UECVB thought that giving reliable
information to consumers is important in this respect and mentioned the hormone free beef
scheme as an example.

Horses are usually not bred for food production purposes, but EDA said imported sports
horses can be slaughtered and enter the food chain. COPA-COGECA said Al is not allowed
in several major breeding organizations. Only geldings could need to be cloned, as they
cannot reproduce naturally.

c) Labelling

CIBC noted that mandatory labelling would have the consequence that food from clones and
offspring from clones would not be marketed and that no label would then exist in Europe.

UECVB are not in favour of labelling. They stressed that labelling must be based on a good
traceability system with strong guarantees on the reliability of the initial information. This is
particularly important because the technique is perceived negatively by consumers. FVE
suggested cloning could become a positive attribute in the future and that labels would be
perceived as a value added to products. UECVB responded that, currently, this is not the case.
They felt that the likely consequence of labelling would be the interruption of imports of
reproductive material from clones.

EUCOLAIT noted that any measure relating to food from offspring and descendants of clones
(suspension, pre-market approval or mandatory labelling system) would effectively block
imports of dairy products and likely be challenged at the WTO. As regards labelling of
products from offspring and descendants born in the EU, EUCOLAIT considered that it
would be difficult to label processed milk products because the milk comes from many
animals. EDA responded that, in the production process, separating the milk of specific cows
is feasible and is done regularly in the case of animals under medical treatment. This could be
done also for cows that are clones or offspring from clones. However, it is likely that as a
consequence farmers will avoid having clones and offspring from clones in their herd.
Finally, EDA stressed that a labelling system should not be retroactive and should include a
transition period.

CLITRAVI expressed the view that labelling of food from clones could create trade
disruptions.

CIWF noted that retailers and consumers in Europe do not want cloning and that justifying
measures with the WTO would not be impossible. The argument would need to be
constructed properly, based on consumer perceptions and behaviour, the clause on public
morals and case law.

FOODDRINK EUROPE does not have an official position on labelling yet. It noted that in
Europe, so far, labelling has killed technology and that it would be difficult to guarantee
reliable information at all. It believed that labelling of food from clones could create trade
disruptions.
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BEUC stressed the importance of informing consumers and that trust is always involved in
the business to business relation between producers and their suppliers. Consumers have not
supported products deriving from new technologies when they do not see the benefits for
them of using such technologies. Also in the US, consumers have strong concerns over the
use of animal cloning for food production and consumer organizations in the EU and US,
through the Transatlantic Consumer Dialogue (TACD), issued a joint resolution in 2008 for
the suspension of food from clones. Reacting to a comment that it would be very difficult to
impose labelling on imported food of animal origin, the representative said that, even though
direct labels would be the preferred option also for third country products, country of origin
information could be used by consumers as an indication of the possibility that cloning took
place at some level of the production chain.

EUROCOMMERCE has no position on labels yet. In general, retailers aim at offering
consumers what they expect.

COPA-COGECA expressed a preliminary position against labelling of food from offspring of
clones because it does not see traceability as a feasible possibility. Farmers are not likely to
take the risk of having clones and offspring form clones in their herds. The result of labelling
would be to segregate the production flows of food from clones and their offspring and food
from conventional animals. In the medium term, restricting the commercial use of the cloning
technique could have a negative impact on the competitiveness of European farmers. They
considered that if a certification system would be required only at European level, an unfair
burden would be put on European producers with respect to producers outside Europe.
Finally, COPA-COGECA underlined that research would only be pursued if it has prospects
of commercial application.

EFFAB worried that labelling and traceability measures would hinder research on cloning in
Europe, which would risk decreasing the competitiveness in the future.

There were no particular comments on descendants of offspring of clones or on the pre-
market approval measure.

AVEC, ECSLA, FESASS, INFOAM EU, UEAPME and OIE did not express an opinion on
the questions raised.

4. Conclusions

COM thanked the stakeholders for their contribution and asked them to complete the public
consultation questionnaire with all the necessary technical explanation and data where
possible.
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Participation list

Table1: ADVISORY GROUP MEMBERS

Association of Poultry Processors and Poultry Import and Export Trade

1 AVEC in the European Countries
2 BEUC Bureau Europeen des Unions de Consommateurs
3 CLITRAVI Centre de liaison des Industries Transformatrices de viandes de 1'Union
Europeenne
Comité des organisations professionnelles agricoles de 1’Union
4 COPA-COGECA européenne — Confédération générale des coopératives agricoles de
I’Union européenne
5 ECSLA European Cold Storage and Logistics Association
6 EDA European Dairy Association
7 EUROCOMMERCE | European Representation of Retail, Wholesale and International Trade
8 EUROCOOP European Community of Consumer Cooperatives
EUROGROUP FOR .
9 ANIMALS Eurogroup for Animal Welfare
10 FESASS Fédération européenne pour la santé animale et la sécurité sanitaire
11 FoEE Friends of the Earth Europe
FOODDRINK
12 EUROPE (former | Confederation des Industries Agroalimentaires
CIAA)
13 FVE Federation of Veterinarians of Europe
14 IFOAM-EU GROUP International . Federa}tlon of Organic Agriculture Movements —
European Union Regional Group
15 UEAPME Union européenne de 1’artisanat et des petites et moyennes entreprises
16 UECBV Un