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EXPLANATORY MEMORANDUM

1. CONTEXT OF THE PROPOSAL
1.1. Grounds for and objectives of the proposal

Over the last 10 years the organic market has blearacterized by a dynamic development driven by
a strong growth in demand. The global world marfketorganic food has expanded fourfold since
1999. The area under organic production in the ias doubled. Each year 500000 ha of land are
converted to organic farming. However, neither rimé supply nor the legislative framework has kept
up with this market expansion. Production rulesndo sufficiently integrate evolving consumer and
citizen concerns and expectations; labelling r@es complicated; weaknesses in the control system
and in the trade regime have been identified. Byslation is complex and entails a high level of
administrative burden which is stopping small farsrfeom joining the Union's organic scheme.

The proposal aims at improving the legislation ogaoic production with the objectives of:

(1) removing the obstacles to the sustainable developmok organic production in the
Union,

(2) guaranteeing fair competition for farmers and ofmesaand improving the functioning
of the internal market,

(3) maintaining or improving consumer confidence inamig products.
1.2. General context

When adopting Council Regulation (EC) No 834/200700ganic production and labelling of organic

products, the Council earmarked a series of issues on whiefCommission was required to submit a
report to the European Parliament and the Couaftéy having reviewed the experience gained from
the application of Regulation (EC) No 834/2007.

The Council adopted conclusions on the CommissiEpont at its meeting on Agriculture and
Fisheries of 13-14 May 2032nd called on the Member States and on the Coriumiss develop the
organic production sector at an ambitious levetdaewing the current legal framework, with a view
to improving its usability while providing for a ped of stability and certainty, and aiming at het
clarification and simplification and addressing tbarrent outstanding issues requiring further
development.

The review of the Organic Production legislatiorp&t of the Commission's Regulatory Fithess and
Performance Programthe

The review gives the opportunity to align the Comssion implementing powers in Council Regulation
(EC) No 834/2007 to the differentiation betweenedated and implementing powers of the
Commission introduced by Articles 290 and 291 & Wfreaty on the Functioning of the European
Union (TFUE).

! Council Regulation (EC) No 834/2007 of 28 June 200 organic production and labelling of organiodarcts
and repealing Regulation (EEC) No 2092/91 (OJ L,2896.2007, p. 1)

2 COM (2012) 212 final of 11 May 2012 Report frometlCommission to the European Parliament and to the
Council on the application of Council regulatiord)ENo 834/2007 on organic production and labellfigrganic
products

3 8906/13 AGRILEG 56 — Organic Production: Applicatiof the regulatory framework and developmenthef t
sector

4 Commission Communication on EU Regulatory Fitrefsk2 December 2012 — COM(2012)746
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1.3. Existing provisions on this area

The first Union legislation on organic productiorasvadopted in 1991. Council Regulation (EEC)
No 2092/91 provided a legal definition of organroguction through production rules, defined control
and labelling requirements and rules for importorganic products. This provided a basis to protect
consumers and organic producers against false @ielating organic claims.

The legislation was revised with the adoption otit@l Regulation (EC) No 834/2007 in June 2007,
which notably:

- defined organic production further by describirggabjectives and principles,

- improved the harmonisation of the organic produrctioles within the Union, by putting an
end to national rules for animal products,

- introduced the possibility of exceptions to theesulinder the responsibility of Member States
(MS) but with strict limitations and for a limitgmeriod of time,

- linked the organic control system to the officiabfl and feed controls system provided in
Regulation (EC) No 882/2084and made obligatory the accreditation of privatatl
bodies,

- restructured the import regime: in addition to teeognition of third countries for the purpose
of equivalence, the European Union recognisesrabbbdies (CBs) active in third countries
for the purpose of equivalence or compliance. Thevipus system of individual
authorisations granted by MS consignment by comsegit was removed from the basic
Regulation and is now being phased out.

1.4. Consistency with other policies

This initiative pursues the objectives of the Comination on Smart Regulation in the European
Union. One of the aims of the review is to simplégislative burdens.

It is in line with the general framework of the Bpe 2020 Strategy in particular regarding the
sustainable growth priority and the promotion ofmare resource efficient, greener and a more
competitive economy.

It is consistent with the reform of the Common Agitural Policy (CAP), which shapes the overall
framework for the development of agriculture in tbeion for the period 2014-2020The new
provisions aim at a sustainable competitivenesactieve an economically viable food production

> Regulation (EC) No 882/2004 of the European Paiat and of the Council of 29 April 2004 on offictntrols
performed to ensure the verification of compliamgth feed and food law, animal health and animdffave rules
(OJ L 165, 30.4.2004, p. 1)

6 Regulation (EU) No 1307/2013 of the European Bariint and of the Council establishing rules foedtir
payments to farmers under support schemes witleifrtmework of the common agricultural policy aegealing
Council Regulation (EC) No 637/2008 and Council &aton (EC) No 73/2009 (OJ L 347, 20.12.2013, @8)6
Regulation (EU) No 1308/2013 of the European Paudiat and of the Council establishing a common dsgsion
of the markets in agricultural products and repepiCouncil Regulations (EEC) No 922/72, (EEC) Neal/Z8,
(EC) No 1037/2001 and (EC) No 1234/2007 (OJ L 24712.2013, p. 671); Regulation (EU) No 1305/20fL.the
European Parliament and of the Council on supmwrtiral development by the European Agriculturahé for
Rural Development (EAFRD) and repealing Council iRation (EC) No 1698/2005 (OJ L 347, 20.12.2013, p.
487); Regulation (EU) No 1306/2013 of the EuropParliament and of the Council on the financing, egment
and monitoring of the common agricultural policydarepealing Council Regulations (EEC) No 352/78;)YBRo
165/94, (EC) No 2799/98, (EC) No 814/2000, (EC)1¥®0/2005 and (EC) No 485/2008 (OJ L 347, 20.123201
p. 549).
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sector, together with the sustainable managemethiedf/nion's natural land-based resources, in which
organic production has been identified as a keyzeld.

The proposal takes into account the new Commorehkiesh Policy as regards aquaculture which plays
a key role in ensuring sustainable, long-term feedurity as well as growth and employment while
reducing pressure on wild fish stocks, in a contéxgrowing global aquatic food demand.

It is also consistent with the Commission's propésaa new Council and Parliament regulation on
official controls, which aims at consolidating the integrated apgioa all areas related to the food
chain by rationalising and simplifying the oveialyjislative framework whilst simultaneously pursgin
the objective of better regulation. In particuldefinitions are aligned and/or clarified as appiater,
and the necessary specific control provisions aopgsed to be integrated into the single legistativ
framework for official controls.

Finally, the organic production scheme forms pérthe Union's agricultural product quality schemes
together with geographical indications, traditiorsglecialities guaranteed, products of the EU's
outermost regions and mountain areas as is unddrimthe Communication from the Commission to
the European Parliament and to the Council, thefgan Economic and Social Committee and the
Committee of the Regions on agricultural producélgy policy and indicated in Regulation (EU)
No 1151/2012 of the European Parliament and ofiiencil on quality schem&s

2. RESULTS OF CONSULTATIONS WITH THE INTERESTED PARTIES AND
IMPACT ASSESSMENTS

2.1. Consultations

The current situation was analysed in depth orb#sts of the information collected during a sedés
stakeholder hearing® which the Commission services invited over 7pezts and academics to
discuss all the issues relating to the currentfahde challenges facing the organic sector.

The Commission launched an on-line consultatiothatbeginning of 2013. Around 45 000 replies

were submitted in answer to the questionnaire &mdst 1 400 free contributions were received. The
majority (96%) of responses were submitted by erigzof the European Union, the remaining 4% were
sent by stakeholders.

In addition, stakeholders of the sector were infedrand consulted on the review in several meetings
of the Advisory Group on Organic Farming.

Member States, as competent authorities in chdrgepbementing the legislation, were kept informed
and were consulted on technical aspects of thewevi

2.2. Main outcome of the consultations

The citizens and consumers who replied to the pubdinsultation are concerned mainly with
environmental and quality issues. They would like European organic standard to be strengthened

Proposal for a Regulation of the European Parlidna@d of the Council on official controls and atlugficial
activities performed to ensure the application @dd and feed law, rules on animal health and welfatant
health, plant reproductive material, plant protttiproducts and amending Regulations (EC) No 9%94/20
1829/2003, 1831/2003, 1/2005, 396/2005, 834/200B9/2009, 1069/2009, 1107/2009, Regulations (EU) No
1151/2012, [....]/2013 [Office of Publications, pleassert number of Regulation laying down provisidor the
management of expenditure relating to the foodrghanimal health and animal welfare, and relatingpliant
health and plant reproductive material], and Divest 98/58/EC, 1999/74/EC, 2007/43/EC, 2008/119/EC,
2008/120/EC and 2009/128/EC (Official controls Ragan), COM(2013)265 final of 6.5.2013.

8 Regulation (EU) No 1151/2012 of the European Bamtint and of the Council of 21 November 2012 orityua
schemes for agricultural products and foodstuff$ (343, 14.12.2010, p. 1)
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and wish to have uniformity of organic rules fornfeers and other operators all over the Union.
Therefore the majority is in favour of putting amdeto the exceptions to the rules. High expectation
were expressed as regards residues of productsudastinces that are not authorised for use in mrgan
production. The organic logo of the European Umvi@s ranked at the same level as national logos as a
means to recognize organic products. The majofigitizens and stakeholders trust the organic abntr
system while considering that it could be improvedtably by introducing electronic certification.
Also the majority is in favour of group certificati for small farmers.

The need to improve the legislation on organic potidn is widely acknowledged in the organic
sector. There is also broad agreement that organguction should remain close to its principled an
objectives and that exceptions to the rules shbeldnded.

2.3. Impact assessment
The impact assessment compared three alternatiay goenarios:

- The improved status quo, based on improvements batigr enforcement of the current
legislation,

- The market-driven option, which aims at providihg ttonditions to respond dynamically to
further market developments with more flexible suleong lasting exceptional rules would be
integrated in the production rules.

- The principle-driven option which aims at re-fodagsorganic production on its principles,
which would be better reflected in the productiales. Exceptional rules would be ended.

The three policy options have been assessed adagispotential to achieve the CAP 2020 objectives
specific policy objectives and operational objeesivfor the review, and in terms of effectiveness an
efficiency. The principle-driven option performstiee according to all criteria evaluated, followeyl
the market-driven option and then the improvedustguo.

The expected results of the principle-driven optaoa the following:

- A positive market outlook, thanks to improved cansu confidence, is expected to support
organic products prices and to attract newcomers,

- The removal of exceptions to the rules is expetdezbntribute to the development of organic
inputs, notably seeds,

- Clearer and simpler production rules will make $ketor more attractive,

- Fair competition will be improved notably by str@mgharmonisation, simpler and clearer
rules and the move from equivalence to compliaeetfe recognition of control bodies in
third countries,

- Consumer confidence will be addressed with harneohggoduction rules taking into account
evolving societal concerns (environmental manageémgstem for processors and traders,
animal welfare),

- A risk-based approach is expected to improve tfecefeness and efficiency of controls and
contribute, together with a more reliable impodinee, to fraud prevention.

- Positive environmental impacts associated with migproduction will be stressed by ending
exceptional rules,

- Animal welfare conditions will be improved throughe removal of exceptions such as
tethering of animals.
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The impact assessment concluded that the prefeptdn was the principle-driven option, together
with the inclusion of the improvements proposedthia improved status quo, and with some sub-
options.

Particular attention has been paid to simplifiaatioiring the whole process. The preferred optidh wi
- clarify the provisions on scope, production rulabglling and controls,

- remove ineffective provisions,

- limit the MS decision level to grant exceptionghe rules,

- simplify labelling rules,

- simplify the import regime,

- simplify requirements for small farmers, notablywihe introduction of group certification.

As regards administrative costs, the current pralpwsll lead to the removal of 37 out of the 135
existing information obligations imposed on orgamperators and administrations.

3. LEGAL ELEMENTS OF THE PROPOSAL
3.1 Summary of the proposed action

In order for organic production to remain closectmsumers and citizens' expectations, the link of
organic production with its principles is confirmed

Specific production rules are gathered in an Anokxhe proposed Regulation, thus addressing the
issue of readability.

Production rules are strengthened and harmonise@pving exceptions, except where temporary
measures are necessary in order to allow orgaoniugtion to continue or recommence in the case of
catastrophic circumstances. Organic agriculturddlihgs have to be entirely managed in compliance
with the requirements applicable to organic promuncand the retrospective acknowledgement for the
conversion period is not possible any more. Thecaljural ingredients used in the composition of
organic processed products have to be exclusiveggnic. Organic operators other than farmers or
operators producing seaweed or aquaculture anianalsequired to develop a system to measure their
environmental performance.

The control system is improved through the integrabf all control related provisions in a single

legislative text under the Commission proposalddRegulation on official controls and other officia

activities in food and feed. Consequently, opegtaompetent authorities, control authorities and
bodies will no longer need in the future to relytmo different legislative texts for the provisions

related to controls.

Controllability is enhanced by the clarificationmglification and harmonisation of the production
rules and the removal of a series of possible dimepto such rules.

The proposal repeals the possibility to exemptatettypes of retailers provided for in Regulati®&@C)
No 834/2007, which has led to different interpretas and practices across Member States and has
made management, supervision and control systera difficult.

The risk-based approach to official controls isif@iced through the repeal of the requirement for a
mandatory annual verification of compliance of alberators provided for in Regulation (EC)
No 834/2007. This will make it possible to adap tontrol frequency so that operators with a lask ri
profile may be physically inspected less than alyuand/or subject to reduced annual physical
inspections, while higher risk operators would &éted by enhanced controls. There will thus be a

6 EN



EN

fairer balance of the control pressure on operatoits a reduced burden on those with a proverktrac
record of compliance with the rules, and a morecaife and efficient use of resources by the
competent authorities, control authorities and i@ridodies.

Specific provisions are introduced in order to @age transparency with regard to fees that may be
collected for the controls of the organic sectat Hre provisions related to the publication of epers
together with information on their certificatiorais are reinforced.

A system of group certification is introduced fonall-scale farmers in the Union with a view to
reducing the inspection and certification costs #ralassociated administrative burden, strengtlgenin
local networks, contributing to better market otstleand ensuring a level playing field with operato
in Third Countries.

Specific provisions for the official controls onganic production and labelling are introduced for
enhanced traceability and fraud prevention: opesatoay not be controlled by different control
authorities or bodies for the same type or rangproflucts; operators engaging in different stades o
the organic chain should be controlled by the saorgrol authority or body. Specific provisions are
also introduced to harmonise action to be takennwhen-authorised products or substances are
detected.

The proposal, finally, defines action to be takemtghout the Union on the same broad categories of
non-compliance so as to ensure a level playind fiel the treatment of operators, the proper
functioning of the internal market and consumetsst; while not prejudging the definition of saocis

that is under Member States' competence.

The trade regime is adapted to improve the levayipy for the organic operators of the European
Union and in Third Countries and to better enswresamer confidence. The possibility of equivalence
agreements with Third Countries remains while §stesn of unilateral equivalency is phased out. The
recognition of control bodies is proposed to begpessively shifted to a compliance regime.

3.2. Legal basis
Treaty on the Functioning of the European Uniortjche 43(2) thereof.
3.3. Subsidiarity and proportionality principles

The proposal revises an existing quality schentewsthin the CAP. Production and trade of
agricultural products and foodstuffs on the mariethe European Union and ensuring the proper
functioning of the internal market in organic prothiare matters of Union competence. Both are
competences shared with MS.

As part of the overall CAP, to ensure the smootheligmment of the single market, a Union-wide
scheme on organics is more efficient than 28 difieschemes. In addition, it allows for a stronayeat
more consistent trade policy vis-a-vis global tngdipartners, most notably by enhancing the
bargaining power of the Union.

The proposal leads to further harmonisation inftllewing areas:

- The current possibility offered to Member Stategrant exceptions to the rules, which leads to
unfair competition among operators, risk of losscohsumer confidence, complexity in the
legislation and trade issues (difficulties to impknt compliance) is reduced.

- The fact that the response to the same non-cangaiwith EU organic legislation can vary
according to Member States is an issue leading rfairu competition and ineffective
functioning of the single market.
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3.4. Choice of instruments

The proposed instrument is a regulation, since ekisting provisions have been demonstrated to
provide an appropriate framework for Member Stadéiser types of measure would not be appropriate.
A directive would provide more flexible rules, whicould entail unfair competition among operators
and lead to confusion and deception of consumereghlation provides a consistent approach for
Member States to follow and reduces the adminiggdburden because operators are required to
comply with a single set of rules. Soft law instents such as guidelines are considered inadequate t
tackle differences in the interpretation and impdatation of the rules and in view of the internasib
context.

4. BUDGETARY IMPLICATION

The proposal allocates a budget for technical @ssie measures. Details of the financial implicgagio
can be found in the legislative financial statement

5. OPTIONAL ELEMENTS: SIMPLIFICATION
The proposal provides for simplifications and dleations and fills several gaps in the legislation

On production rules, the proposal brings major $fioptions for operators and national
administrations with a limitation of the Member t8talecision level to grant exceptions. Several
ineffective provisions are removed, notably witte tfeinforcement of the risk-based approach on
controls. On the import side, the compliance regiorecontrol bodies will be easier to manage fa th
producers, the control bodies and the Commission.

A significant simplification for small farmers isrdught by group certification which allows more
proportionate inspection and record-keeping requams.

The proposal intends to make the legislation mager-friendly. In particular, while the general
production rules remain in the text of the Regolatithe specific organic production rules are gatthe
in one Annex of the Regulation.



Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE CO UNCIL

on organic production and labelling of organic prodicts, amending Regulation (EU)
No XXX/XXX of the European Parliament and of the Cauncil [Official controls
Regulation] and repealing Council Regulation (EC) No 834/2007

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURREAN UNION,

Having regard to the Treaty on the Functioning le European Union, and in particular
Article 43(2) thereof,

Having regard to the proposal from the European @msion,

After transmission of the draft legislative actle national Parliaments,
Having regard to the opinion of the European Ecdn@nd Social Committée
Having regard to the opinion of the Committee & Region¥’,

Acting in accordance with the ordinary legislatpr@cedure,

Whereas:

(1)  Organic production is an overall system of farm agement and food production that
combines best environmental practices, a high levblodiversity, the preservation of
natural resources, the application of high animelfave standards and production
standards in line with the demand of a growing nemif consumers for products
produced using natural substances and processgani©production thus plays a dual
societal role, where it on the one hand providesafepecific market responding to
consumer demand for organic products and on ther dtand, delivers public goods
contributing to the protection of the environmendanimal welfare, as well as to
rural development.

(2) The respect of high health, environmental and ahimelfare standards in the
production of organic products attributes to thghhguality of those products. As
underlined in the Communication from the Commisdiorthe European Parliament
and to the Council, the European Economic and $Gammittee and the Committee
of the Regions on agricultural product quality pytf, organic production forms part
of the Union's agricultural product quality schemegether with geographical
indications, traditional specialties guaranteed aradiucts of the outermost regions of
the Union, as laid down in Regulation (EU) No 1281/2 of the European Parliament
and of the Councif and Regulation (EU) No 228/2013 of the Europearidaent

° oJc,,p..
10
oJc,,p..
1 COM (2009) 234 final.
12 Regulation (EU) No 1151/2012 of the European Bawint and of the Council of 21 November 2012

on quality schemes for agricultural products aratiftuffs (OJ L 343, 14.12.2012, p. 1).
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3)

(4)

(5)

(6)

(7)

(8)

and of the Councif, respectively. In this sense, organic productiarspes the same
objectives within the objectives of the Common A&gtiural Policy (‘'CAP’) which are
inherent to all Union's agricultural product guakchemes.

In particular, the objectives of the organic praslut policy are embedded in the
objectives of the CAP by ensuring that farmers ikeca fair return for the respect of
the organic production standards. In addition, ¢newing consumer demand for
organic products creates conditions for furtherefigyment and expansion of the
market of those products and thus for increasénénreturn of farmers engaged in
organic production.

Furthermore, organic production is a system thattrdmutes to the integration of
environmental protection requirements into the CARd promotes sustainable
agricultural production. That is why, measures ritially supporting organic
production have been introduced under the CAP anghrticular strengthened in the
recent reform of the legal framework of the ruratelopment policy.

In view of the objectives of the Union organic puction policy, the legal framework

established for the realisation of that policy ddoaim at ensuring fair competition
and a proper functioning of the internal markebrganic products, and of maintaing
and justifying consumer confidence in products lladeas organic. It should further
aim at providing conditions under which the polican progress in line with

production and market developments.

The policy priorities of the Europe 2020 strategy set out in the Commission
Communication entitled ‘Europe 2020: A strategy $arart, sustainable and inclusive
growth’. include the aims of achieving a compeétieconomy based on knowledge
and innovation, fostering a high-employment econalelvering social and territorial
cohesion and supporting the shift towards a resowefficient and low-carbon
economy. The organic production policy should tfeee provide operators with the
right tools to better identify and promote theiogucts while protecting them against
unfair practices.

Given the dynamic evolution of the organic sect@ouncil Regulation (EC)
No 834/200% identified the need for a future review of the tmirules on organic
production, taking into account the experience gaifrom the application of those
rules. The results of that review carried out by @ommission show that the Union
legal framework of organic production should be iayed to provide for rules that
correspond to the high expectations of consumedtdiaat guarantee sufficient clarity
for those to whom they are addressed. Thereforgulggon (EC) No 834/2007
should be repealed and replaced by a new Regulation

In order to supplement or amend certain non-esdezléments of this Regulation, the
power to adopt acts in accordance with Article 29@he Treaty should be delegated
to the Commission. It is of particular importandett the Commission carry out
appropriate consultations during its preparatorykwancluding at expert level. The
Commission, when preparing and drawing-up delegaets, should ensure a
simultaneous, timely and appropriate transmissibnretevant documents to the
European Parliament and to the Council.

13

14

Regulation (EU) No 228/2013 of the European Paudiat and of the Council of 13 March 2013 laying
down specific measures for agriculture in the outest regions of the Union and repealing Council
Regulation (EC) No 247/2006 (OJ L 78, 20.3.20123).

Council Regulation (EC) No 834/2007 of 28 June7268 organic production and labelling of organic
products and repealing Regulation (EEC) No 2092@®1L 189, 20.7.2007, p. 1).
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9)

(10)

(11)

(12)

(13)

Experience gained so far with the application ofjiRation (EC) No 834/2007 shows
a need to clarify to which products this Regulatagplies. Primarily, it should cover
agricultural products listed in Annex | to the TweaMoreover, it should cover
processed agricultural products for use as footeed in order to ensure that when
those products are sold or consumed, the organienaf the agricultural products
from which they are processed remains fully visitdethe consumer. Finally, this
Regulation should cover certain other products Wwhace linked to agricultural
products in a similarly close way as processedcalyural products because those
other products constitute a major outlet for adgtical products or form an integral
part of the production process and, thus, conteittatthe objectives pursued by this
Regulation. For reasons of clarity, those othedpats, not listed in Annex | to the
Treaty, should be listed in an Annex to this Retoia

Because of the local nature of mass-catering adpesgtmeasures taken by Member
States and private schemes in this area are coedidedequate to ensure the
functioning of the single market. Therefore, foaggared by mass-caterers in their
premises should not be subject to this Regulatitmjually, products of hunting and

fishing of wild animals should not be covered big tRegulation since the production
process cannot be fully controlled.[

In order to take into account new production method material or international
committments, the power to adopt certain acts shbaldelegated to the Commission
in respect of the amendment of the list of oth@dpcts falling within the scope of
this Regulation. Only products which are closetkéd to agricultural products should
be eligible for inclusion.

Research projects have highlighted that consum@didamce is crucial in the market

for organic food. In the long run, standards tha @ot trustworthy can jeopardize
public confidence and lead to market failure. Thaeethe sustainable development of
organic production in the Union should be basedaumd production rules which are
harmonised at Union level. In addition, those padun rules should answer

operators' and consumers' expectations regardamgdmpliance with the principles

and rules laid down in this Regulation.

As a matter of principle, the general productioleswf this Regulation should include
the prohibition of the use of ionising radiationdagenetically modified organisms
(GMOs) and products produced from or by GMOs. Siooesumers are more and
more concerned about environmental impacts of femtessing and transportation,
organic operators other than farmers and opergroducing seaweed or aquaculture
animals should be required to manage their enviesttat performance according to a
harmonised system. In order to implement the gémpeoaluction rules, the power to
adopt certain acts should be delegated to the Cssioni in respect of the
establishment of the criteria to which the enviremtal management system is to
correspond and of the rules for the applicatiomhef prohibition of the use of GMOs
and products produced from or with GMOs in orggommduction.

The risk of non-compliance with the organic producttrules is considered higher in
agricultural holdings which include units not maedginder organic production rules.
Therefore, after an appropriate conversion perdidEU agricultural holdings should
be entirely managed in compliance with the requeet®s applicable to organic
production. Organic agricultural holdings shouldlergo the same conversion period
in all Member States, irrespective of their pregioadherence or not to agri-
environmental measures supported by Union fundsorber to ensure quality,
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(14)

(15)

(16)

(17)

(18)

(19)

(20)

(21)

traceability and compliance with this Regulationdaadaptation to technical
development, the power to adopt certain acts shbeldelegated to the Commission
in respect of the establishment of rules supplemgrihe general conversion rules or
supplementing and amending the specific convensitas.

Specific production rules should be establishech wegard to plant, livestock and
aguaculture production, including rules for theledion of wild plants and seaweeds,
and with regard to the production of processed faod feed, as well as of wine and
yeast.

As organic plant production is based on nourishimg plants primarily through the
soil ecosystem, hydroponic production should notabbewed. In addition, organic
plant production should involve the use of produttiechniques that prevent or
minimise any contribution to the contamination lué £nvironment.

Concerning soil management and fertilisation, cbhows should be laid down for the
use of cultivation practices allowed in organicnpl@roduction and for the use of
fertilisers and conditioners.

The use of pesticides, which may have detrimerftat&s on the environment or result
in the presence of residues in agricultural proslushould be significantly restricted.
Preference should be given to the application o&suees that prevent the damage
caused by pests, diseases and weeds through teekmdpich do not involve the use
of plant protection products. The use of certa@nplprotection products should be
allowed if such techniques do not provide adegpatéection and only if authorised,
including with respective conditions of use, untihes Regulation.

In order to ensure quality, traceability and comptie with this Regulation and
adaptation to technical development, the power dopt certain acts should be
delegated to the Commission in respect of the kstabent of rules supplementing
the specific plant production rules as regardsivatibn practices, soil management
and fertilisation, plant health and management ebtqy diseases and weeds,
management of mushroom production and other spqadints and plant production
systems, origin of seed and vegetative propaganatgerial, and collection of wild
plants.

As livestock production naturally implies the maeagent of agricultural land, where
the manure is used to nourish crop production,lémsdivestock production should be
prohibited. The choice of breeds should take adcotitheir capacity to adapt to local
conditions, their vitality and their resistencedisease and a wide biological diversity
should be encouraged.

In organic livestock production housing should Sgtithe behavioural needs of the
animals. Specific housing conditions and husbaractices should be laid down

with regard to certain animals, including bees. Shoonditions and practices should
ensure a high level of animal welfare, which intaer aspects should go beyond the
Union animal welfare standards applicable to ligektproduction in general. In most

cases livestock should have permanent access toapareas for grazing and such
open air areas should in principle be organisedeurath appropriate system of

rotation.

In order to avoid environmental pollution of naur@sources such as soil and water
by nutrients, an upper limit for the use of manpee hectare and for keeping livestock
per hectare should be set. That limit should bateel to the nitrogen content of the
manure.
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Mutilations which lead to stress, harm, diseas¢hersuffering of animals should be
prohibited. However, specific operations essentatertain types of production and
for the sake of security of animals and human lseimgqy be permitted under strict
conditions.

Livestock should be fed on grass, fodder and fegduifs produced in accordance
with the rules of organic production, preferablymiog from the own holding, by

taking into account their physiological needs. dldiion, in order to provide for the

basic nutritional requirements of livestock, certaninerals, trace elements and
vitamins may need to be used under well definedlitioms.

Animal-health management should mainly be basedomvention of disease. In
addition, specific cleaning and disinfection measurshould be applied. The
preventive use of chemically-synthesised allopatedicinal products should not be
permitted in organic production, unless in the éx#rsickness or injury of an animal
requiring an immediate treatment and only limitedatstrict minimum. In such cases,
in order to guarantee the integrity of organic peitbn for consumers, it should be
possible to take restrictive measures such as ohgutile withdrawal period after use
of such medicinal products. Regarding beekeeping,necessary to lay down specific
rules for disease prevention and veterinary treatme

In order to ensure quality, traceability and comptie with this Regulation and
adaptation to technical development, the power dopt certain acts should be
delegated to the Commission in respect of the kstabent of rules supplementing
the specific livestock production rules as regaits origin of animals, livestock

housing, including minimum surface areas indoord antdoors and the maximum
number of animals per hectare, husbandry practlmegding, feed and feeding, and
disease prevention and veterinary treatment.

The Communication from the Commission to the Cduramd the European
Parliament on a strategy for the sustainable dewedmt of European aquaculture of
2002° set out a vision for the development of that seoter a ten year period to
reach the status of a stable industry in rural @aktal areas providing alternatives to
the fishing industry in terms of products and emgpient. The Communication
pointed to the potential for organic aquaculturedoiction and the requirement for
norms and criteria to be developed.

Organic aquaculture is a relatively new field ofamic production compared to
organic agriculture where long experience existthatfarm level. Given consumers’
growing interest in organic aquaculture produatsthier growth in the conversion of
aguaculture units to organic production is likelihis is leading to increased
experience, technical knowledge and developmerify wnprovements in organic
aguaculture that should be reflected in the pradngules.

To ensure common understanding, in order to avmdiguities and to guarantee the
uniform application of the organic aquaculture aadimnd seaweed production rules,
certain definitions relating to aquaculture shaatdompany these production rules.

In order to ensure quality, traceability and comuptie with this Regulation and
adaptation to technical development, the power dopt certain acts should be
delegated to the Commission in respect of the kstabent of rules supplementing
the specific seaweed production rules as regarigbdity of acquatic medium and
sustainable management plan, harvesting of wildveed, seaweed cultivation, and
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antifouling measures and cleaning of productionigggent and facilities, and in
respect of the establishment of rules supplementiegspecific production rules for
aquaculture animals as regards suitability of atquenedium and sustainable
management plan, the origin of acquaculture animatxjuaculture husbandry,
including acquatic containment systems, productigstems and maximum stocking
density, breeding, management of aquaculture asjmfe¢d and feeding, and disease
prevention and veterinary treatment.

Operators producing organic food or feed shoultbfolappropriate procedures based
on a systematic identification of critical procesgisteps in order to ensure that
processed products comply with the organic produactiules. Organic processed
products should be produced with the use of praegssethods which guarantee that
the organic integrity and vital qualities of theogucts are maintained through all
stages of organic production.

Provisions concerning the composition of organmcpssed food should be laid down.
In particular, such food should be produced mafrdyn agricultural ingredients that
are organic with a limited possibility to use certanon-organic agricultural
ingredients specified in this Regulation. In aduhti only substances authorised in
accordance with Article 18 should be allowed foe uis the production of organic
processed food.

Processed food should be labelled as organic orilgrev all or almost all the

ingredients of agricultural origin are organic. Haower, special labelling provisions
should be laid down for processed foods which idelagricultural ingredients that
cannot be obtained organically, as it is the casgfoducts of hunting and fishing.

Moreover, for the purpose of consumer informattoansparency in the market and to
stimulate the use of organic ingredients, it shaalkb be made possible to refer to
organic production in the ingredients list undataie conditions.

Provisions concerning the composition of organiocpssed feed and the use of
certain substances and techniques in the produatitvat feed should be laid down.

In order to ensure quality, traceability and comptie with this Regulation and
adaptation to technical development, the power dopt certain acts should be
delegated to the Commission in respect of the kstabent of rules supplementing
the specific production rules for processed food f®d as regards the procedures to
be followed, preventive measures to be taken, cempno of processed food and feed,
cleaning measures, the placing on the market ofgssed products including their
labelling and identification, separation of orgami®ducts, agricultural ingredients
and feed materials from non-organic products, agtcal ingredients and feed
materials, the list of of non-organic agricultunagredients which may exceptionally
be used for the production of organic processediymts, the calculation of the
percentage of agricultural ingredients in accordanth Article 18(4)(a)(ii), and the
techniques used in food or feed processing.

Organic wine should be produced entirely from orgaraw material and only
substances authorised in accordance with Article M8y be added. Certain
oenological practices, processes and treatmentgdsbe prohibited in the production
of organic wine. Other practices, processes aratnrents should be permitted under
well defined conditions.

In order to ensure quality, traceability and comuptie with this Regulation and
adaptation to technical development, the power dopt certain acts should be
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delegated to the Commission in respect of the kstabent of rules supplementing
the specific wine production rules as regards amgiocal practices and restrictions.

Initially yeast was not considered an agricultumgredient under Regulation (EC) No
834/2007 and therefore it could not count for tgecaltural composition of organic
products. However, Commission Regulation (EC) 8898 introduced the
obligatory calculation of yeast and yeast prodadsagricultural ingredients for the
purposes of organic production as from 1 Januaft2@roviding the indistry with
sufficient time to adjust to that rule. In view tiat, only organically produced
substrates should be used in the production of nicggeast and only certain
substances should be allowed for use in its pragluctonfection and formulation. In
addition, organic yeast should not be present gamic food or feed together with
non-organic yeast.

In order to ensure quality, traceability and comptie with this Regulation and
adaptation to technical development, the power dopt certain acts should be
delegated to the Commission in respect of the kstabent of rules supplementing
the specific production rules for organic yeastragards the processing and the
substrates used in its production.

In order to take account of a possible future needave specific production rules for
products whose production does not fall within asfythe categories of specific

production rules laid down in this Regulation, asllvas in order to ensure quality,
traceability and compliance with this Regulationdaadaptation to technical

development, the power to adopt certain acts shbeldelegated to the Commission
in respect of the establishment of specific productules for such products.

Regulation (EC) No 834/2007 provided for differeexceptions from organic
production rules. The experience gained from thdiegtion of those provisions has
shown that such exceptions have a negative impactorganic production. In
particular, it has been found out that the vergtexice of such exceptions impedes the
production of imputs in organic form and that thighhlevel of animal welfare
associated with organic production is not ensuhecaddition, the management and
control of exceptions entail considerable admiaiste burden, both for the national
administrations and operators. Finally, this hasatzd conditions for distortions in
competition and has threatened to undermine consoordidence. In view of that,
the possibility to allow exceptions from organicoguction rules should be further
restricted and limited to cases of catastrophicucirstances.

In order to allow organic production to continue wgcommence in cases of
catastrophic circumstances, the power to adopaicesicts should be delegated to the
Commission to establish the criteria for qualifyiceises of catastrophic circumstances
and to lay down specific rules for addressing soekes and for the necessary
monitoring and reporting requirements.

The use in organic production of products and sutrsts as plant protection products,
fertilisers, soil conditioners, nutrients, compotsenf animal nutrition, feed or food
additives, processing aids and products for clepaimd disinfection should be limited
to the minimum. The same approach should be follbxegarding the use of products
and substances as food additives and processisgiraithe production of organic
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processed food. Therefore, provision should be nfadehe authorisation of such
products and substances for use in organic pramuetid in the production of organic
processed food, subject to the principles laid dawthis Regulation and to certain
criteria.

In order to ensure quality, traceability and comptie with this Regulation as regards
organic production and production of organic preeesfood and feed, and adaptation
to technical development, the power to adopt aerdais should be delegated to the
Commission to provide for additional criteria fdret authorisation or withdrawal of

products and substances for use in organic pramtuetid in the production of organic

processed food and feed, and other requirementghforuse of such authorised
products and substances.

Under certain conditions organic products and nagaic products can be collected
and transported simultaneously. In order to dulyasate organic from non-organic
products during handling and to avoid any commimgkpecific provisions should be
laid down.

In order to ensure the integrity of organic produttand adaptation to technical
development, the power to adopt certain acts shbeldelegated to the Commission
in respect of the establishment of rules amendmgupplementing the specific rules
on collection, packaging, transport and storagergénic products.

The labelling of agricultural products and food&whould be subject to the general
rules laid down in Regulation (EU) No 1169/2011tlué European Parliament and of
the Councit’, and in particular the provisions aimed at prewentabelling that may
confuse or mislead consumers. In addition, spepifawisions relating to the labelling
of organic products should be laid down in this iRatjon. They should protect both
the interests of operators to have their produstthe market correctly identified and
to function in the conditions of fair competitioand those of consumers to enable
them to make informed choices.

In view of that, the terms used to indicate orggmaducts should be protected from
being used on non-organic products throughout theJand independently of the
language used. The protection should also applyth® usual derivatives or
diminutives of those terms, whether they are u$eaesor combined.

In order to create clarity for consumers throughthigt Union market, the use of the
organic production logo of the European Union stidoé made obligatory for all

organic pre-packed food produced within the EUshibuld otherwise be possible to
use that logo on a voluntary basis in the caseoof pre-packed organic products
produced within the Union or any organic produatparted from third countries. The
model of the organic production logo of the Eurapélmion should be set out in this
Regulation.

It is however considered appropriate to limit tree wf that logo to products which

contain only, or almost only, organic ingrediemtsorder not to mislead consumers as
to the organic nature of the entire product. Itididherefore not be allowed to use it
in the labelling of in-conversion products or presed products of which less than 95
% of its ingredients of agricultural origin are argc.
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The use of national and private organic labels add justified by standards that go
beyond the requirements of the Union legislatioher€fore they should continue to
be allowed.

For the sake of avoiding any possible confusion ragebconsumers on the Union or
non-Union origin of the product, whenever the oigaproduction logo of the
European Union is used, consumers should be infbramut the place where the
agricultural raw materials of which the product@mposed have been farmed. In this
context, it should be allowed to refer to aquaaeltan the label of products from
organic aquaculture instead of referring genetallgtigriculture

In order to provide clarity for the consumer and ewnsure that the appropriate
information is communicated to the consumer, thegyao adopt certain acts should
be delegated to the Commission to adapt the listeains referring to organic
production set out in this Regulation, as well @gstablish the specific labelling and
composition requirements applicable to feed andeiignts thereof, to lay down
further rules on labelling and the use of the iatlans, other than the organic
production logo of the European Union, set outhis Regulation and to amend the
organic production logo of the European Union.

Organic production is only credible if accompanieg effective verification and
controls at all stages of production, processind distribution. Organic production
should be subject to official controls performedaircordance with Regulation (EU)
No (XXX/XXXX) of the European Parliament and of th@ouncit® to verify
compliance with the rules on organic production katelling of organic products.

Specific requirements should be laid down to ensarapliance with the rules that are
peculiar to the organic production. In particulprovisions should be made for the
notification of the activities of the operators wéa@ subject to official controls and for
a certification system to identify the operatorattbomply with the rules governing
organic production and labelling of organic producThe transparency of the
certification system should be ensured by requifiign Member States to make
public the list of operators having notified thaitivities and any fees that may be
collected in relation to the controls for compliangith the organic production rules.

Small farmers in the Union face, individually, telaly high inspection costs and
administrative burden linked to organic certificati A system of group certification
should be allowed with a view to reducing the ircsjg® and certification costs and
the associated administrative burden, strengtheldogl networks, contributing to
better market outlets and ensuring a level playiieyd with operators in third
countries.

In order to ensure the effectiveness, efficiencyl aransparency of the organic
production and labelling system, the power to adeptain acts should be delegated to
the Commission in respect of the requirements &mpkng records by operators, the
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Regulation (EU) No XX/XXX of the European Parliamend of the Council on official controls and
other official activities performed to ensure thpplication of food and feed law, rules on animaltte
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requirements for the publication of the list of oggers, as well as the requirements
and procedures to be applied for the publicatiotheffees collected in relation to the
controls for compliance with the organic productioies and for the supervision by
the competent authorities of the application okthtees.

In order to ensure the effective and efficient fisrang of the certification of a group
of operators, the power to adopt certain acts shbeldelegated to the Commission in
respect of the responsibilities of the individuagémbers of a group of operators, the
composition and dimension of that group, the safgbe products to be produced by
a group of operators, the conditions for partiggratin the group, and the set up and
functioning of the group's system for internal cols, including the scope, content
and frequency of the controls to be carried out.

The experience with the arrangements for imporbrganic products into the Union
under Regulation (EC) No 834/2007 has shown thatetlis a need to revise those
arrangements in order to respond to consumer exfpmts that imported organic
products meet standards as high as those of thenlJas well as to better ensure the
access of Union organic products to the internatiomarket. In addition, it is
necessary to provide for clarity regarding the sudg@plicable to export of organic
products, in particular by establishing a certiiicaof export and laying down
provisions for export to third countries recognided the purpose of equivalence
under Regulation (EC) No 834/2007.

The provisions governing the import of productsttltamply with the Union
production and labelling rules and in respect ofciWwloperators have been subject to
the control of control authorities and control esdrecognised by the Commission as
competent to carry out controls and certificatinrthe field of organic production in
third countries, should be further reinforced. &rtgrular, requirements concerning the
accreditation bodies which accredit control bodies the purposes of import of
compliant organic products into the Union should&»é down. This would ensure an
even playing field for the supervision of the cohtbodies by the Commission.
Furthermore, it is necessary to provide for thespmity for the Commission to
contact directly the accreditation bodies and cdemgeauthorities in third countries to
render the supervision of control bodies and cérarghorities respectively more
efficient.

The possibility for organic products to get accesshe Union market where such
products do not comply with the Union rules on aiggproduction but come from
third countries whose organic production and cdrgystems have been recognised as
equivalent to those of the Union should be presentdowever, the scheme for
recognition of equivalence of third countries, ad|down in Regulation (EC)
No 834/2007, should be abolished and the equivalefcmew third countries, which
have not been recognised for that purpose underRkgulation, should only be
granted through an international agreement betwéen Union and those third
countries, where a reciprocal recognition of egieinee would be also pursued for the
Union.

Third countries recognised for the purpose of egleivce under Regulation (EC) No
834/2007 should continue to be recognised as saderuthis Regulation, provided
that they continue to ensure the equivalence af tirganic production and control

rules to the relevant Union rules in force and thaly fulfil all requirements relating

to the supervision of their recognition by the Coission. That supervision should be
based in particular on the annual reports the ttorthtries send to the Commission.
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The experience with the scheme of control autresiind control bodies recognised as
competent to carry out controls and issue certdigan third countries for the purpose
of import of products providing equivalent guarasteshows that the differences
between the standards applied by those authoatidsodies could be substantial and
difficult to adapt in practice to a level at whitiey can be considered equivalent to
the respective Union rules. Therefore that scheimeomgnition of equivalence should
be abolished. However, sufficient time should beegito those control authorities and
control bodies so that they can prepare themsdbresbtaining recognition for the
purposes of import of products complying with Unioites.

The placing on the market as organic of any oproduct imported into the Union,
under any of the import arrangements provided foithis Regulation, should be
subject to the availability of the information nesary to ensure the traceability of the
product on the food chain.

In order to ensure fair competition among operattirs traceability of the imported

products intended to be placed on the market withim Union as organic, the
transparency of the recognition procedure of cordrdghorities and control bodies
within the context of import of compliant organicoducts and in order to ensure the
management of the list of third countries recoghif® the purpose of equivalence
under Regulation (EC) No 834/2007, the power topadwmertain acts should be
delegated to the Commission in respect of the decdsnintended for customs
authorities in third countries, in particular amg@anic export certificate, the documents
necessary for the purposes of import, the criteniaecognition or withdrawal of the

recognition of control authorities and control keEsliin the context of import of

compliant organic products, and in respect of thfermation to be sent by third

countries recognised under Regulation (EC) No 832 necessary for the

supervision of their recognition and the exercick tbhat recognition by the

Commission, including on-the-spot examination.

Provision should be made to ensure that the moveoferrganic products that have
been subject to a control in one Member State amdhacomply with this Regulation
cannot be restricted in another Member State. dieroto ensure proper functioning of
the single market and trade between Member Sttegpower to adopt certain acts
should be delegated to the Commission to lay dowlesrrelating to the free
movement of organic products.

It is necessary to lay down measures to ensurestheoth transition to some
modifications of the legal framework governing tingport of organic products into

the Union, as introduced by this Regulation. Intipatar, a provision allowing

regognition of conversion period statring under ltagon (EC) No 834/2007 should
be set out. Furthermore, a date for the expiratbrthe recognition of control

authorities and control bodies for the purpose gfivelence should be set and
provisions to address the situation until the extpn of their recognition should be
laid down. Provisions should be also laid down rdyey applications from third

countries for the purpose of equivalence which Hzeen submitted under Regulation
(EC) No 834/2007 and which are pending at the toheentry into force of this

Regulation

In order to ensure the management of the list atrobauthorities and control bodies
recognised for the purpose of equivalence undeulRegn (EC) No 834/2007 and to
complete the examination of applications from theaintries for recognition for the
purpose of equivalence that are pending at the mbmwientry into force of this
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Regulation, the power to adopt certain acts shbaldelegated to the Commission in
respect of the information to be sent by those robrauthorities and control bodies
that is necessary for the supervision of their gadmon and in respect of the exercise
of that supervision by the Commission, as wellrasespect of any procedural rules
necessary for the examination of the pending agiptios from third countries.

Member States should provide the Commission amyuelith the necessary
information for implementation of this Regulatioancerning the organic sector and
trade.

In order to ensure uniform conditions for the inmpéntation of this Regulation,
implementing powers should be conferred on the Cission as regards the measures
and conditions necessary for the application ofdpation rules; the specific and
practical modalities as regards the presentatimmposition and size of the
indications referring to the code numbers of cdrdtghorities and control bodies and
of the indication of the place where the agricadtwaw materials have been produced,;
the attribution of code numbers to control bodied eontrol authorities; the indication
of the place where the agricultural raw materiagenbeen produced; the laying down
of form and modalitiegas regards presentation, composition, size angmesithe use
of the organic production logo of the European Wnibe procedures for participation
in group certification and for the exchange of mifation; the specific requirements
for the operators' notification of their activity the competent authorities and for their
record keeping; the lists of recognised controlhartties and control bodies
recognised for their activities in third countritess the purpose of compliance; the
withdrawal of the recognition of a control authyprdr a control body in cases of non-
compliance with the provisions set out in this Ratjan; precautionary measures in
relation with cases of non-compliance affecting theegrity of organic products
communicated or suspicions of such cases; the vaital of the recognition of third
countries whose system of production no more caraphwith principles and
production rules equivalent to those laid down his tRegulation or whose control
measures are no more of equivalent effectivenesshése laid down in this
Regulation; the measures to establish, publish, emakailable or diffuse the
information concerning the details and specificqadioegarding the content, form and
method of notification, submission and exchangeindbrmation required in the
framework of this Regulation. Those powers showddekercised in accordance with
Regulation (EU) No 182/2011 of the European Pasiairand of the Council of 16
February 2011 laying down the rules and generalcpies concerning mechanisms
for control by the Member States of Commission&reise of implementing powet$.

The Commission should be empowered to adopt imrtedgiapplicable implementing
acts where, in duly justified cases relating to phatection against unfair practices in
case of non-compliance, or the suspicion therdédéctng the integrity of imported
organic products under the control of recognisethaities or recognised bodies,
imperative grounds of urgency so require.

Since the objectives of this Regulation in paréculair competition and a proper
functioning of the internal market in organic prothuas well as ensuring consumer
confidence in these products and in the organidymtion logo of the European
Union, cannot be sufficiently achieved by the Mem8tates but can rather, because
of the required harmonisation of the rules on oigamoduction, be better achieved at
Union level, the Union may adopt measures, in aaace with the principle of
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subsidiarity as set out in Article 5 of the Treaty European Union. In accordance
with the principle of proportionality, as set ontthat Article, this Regulation does not
go beyond what is necessary in order to achievgetbbjectives,

Regulation (EU) No XXX/XXXX (Official controls) shadd be amended to take
account of the results of the review of the pditiand legislative framework of
organic production and the specific needs relatmghe official controls and other
official activities governing organic productiondafabelling of organic products, as
identified in that review. In view of that, prowsis are necessary to enhance the
control of operators involved in organic productiand action by the competent
authorities, control authorities or control bodiegsases of detection of non-authorised
products or substances and of non-compliance. ditiad, the provisions relating to
the tasks and responsibilities of the competenthaiites, the approval and
supervision of control bodies, the official ceddtion, the reporting obligations and
the administrative assistance should be also addpteeet the specific needs of the
organic production sector.

HAVE ADOPTED THIS REGULATION:
Chapter |

Subject matter, scope and definitions
Article 1

Subject matter

This Regulation establishes the principles of oigaroduction and lays down the rules
concerning organic production and the use of irthoa referring thereto in labelling and
advertising.

Article 2

Scope

1. This Regulation shall apply to agricultural puots listed in Annex | to the Treaty
and to some other products listed in Annex | t® tRegulation, insofar as those
agricultural products and those other productdraended to be produced,prepared,
distributed, placed on the market, imported or etqutas organic.

The products of hunting and fishing of wild animalsall not be considered as
organic products.

2. This Regulation shall apply to any operator iwgd in activities, at any stage of
production, preparation and distribution, relatitey the products referred to in
paragraph 1.

Mass-catering operations shall not be subjectisoRlegulation.

Member States may apply national rules or, in theeace thereof, private standards
on labelling and control of products originatingrfir mass-catering operations.

3. This Regulation shall apply without prejudice dther specific Union provisions
relating to the placing of products on the marked,an particular, to Regulation

13 EN



(EU) No 1308/2013 of the European Parliament andthef Councid®, and to
Regulation (EU) No 1169/2011 of the European Paiat and of the Counéi

In order to take into account new productionhods or material or international
commitments, the Commission shall be empowered dmptadelegated acts in
accordance with Article 33 adapting the list of quots set out in Annex |. Only
products which are closely linked to agriculturabgucts shall be eligible for
inclusion in that list.

Article 3

Definitions

For the purposes of this Regulation, the followdtgginitions shall apply:

(1)

(2)
3)

(4)

()

(6)

(7)

(8)
(9)

‘organic production’ means the use of productionthods compliant with this
Regulation, at all stages of production, prepanaéind distribution;

‘organic’ means coming from or related to orgameduction;

‘agricultural raw material' means an agricultunaduct that has not been subjected
to any operation of preservation or processing;

‘preventive measures' means measures to be tal@dento ensure soil quality as
well as prevention and control of pests, disease$ weeds, and to prevent
contamination with products or substances that rawe authorised under this
Regulation;

‘conversion’” means the transition from non-orgatmcorganic production within a
given period of time;

‘operator’ means the natural or legal person resibbe for ensuring that this
Regulation is complied with at all stages of prdeutg preparation and distribution
and export under their control;

‘group of operators' means a group in which eadratpr is a farmer who has a
holding of up to 5 hectares of utilised agricultuaeea and who may, in addition to
producing food or feed, be engaged in processirigaaf or feed.

farmer' means farmer as defined in point (a) oficke 4 of Regulation (EU)
No 1307/2013 of the European Parliament and o€inencif?;

‘agricultural area’ means agricultural area asnddfiin point (e) of Article 4 of
Regulation (EU) No 1307/2013 of the European Pawdiat and of the Council;
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Regulation (EU) No 1308/2013 of the European Baréint and of the Council establishing a common
organisation of the markets in agricultural produand repealing Council Regulations (EEC) No
922/72, (EEC) No 234/79, (EC) No 1037/2001 and (NG)}1234/2007 (OJ L 347, 20.12.2013, p. 671).

Regulation (EU) No 1169/2011 of the European BRaréint and of the Council of 25 October 2011 on
the provision of food information to consumers, adieg Regulations (EC) No 1924/2006 and (EC)
No 1925/2006 of the European Parliament and of@bancil, and repealing Commission Directive

87/250/EEC, Council Directive 90/496/EEC, Commigaditirective 1999/10/EC, Directive 2000/13/EC

of the European Parliament and of the Council, C@sion Directives 2002/67/EC and 2008/5/EC and
Commission Regulation (EC) No 608/2004 (OJ L 3(412.2011, p. 18).

Regulation (EU) No 1307/2013 of the European Bariint and of the Council establishing rules for
direct payments to farmers under support schem#snwhe framework of the common agricultural

policy and repealing Council Regulation (EC) No &808 and Council Regulation (EC) No 73/2009
(OJ L 347, 20.12.2013, p. 608).
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(10)
(11)
(12)
(13)
(14)

(15)

(16)
(17)

(18)

(19)

(20)
(21)
(22)
(23)
(24)

(25)

‘plants’ means plants as defined in point 5 of @i 3 of Regulation (EC)
No 1107/2009 of the European Parliament and o€inencif>;

‘plant production’ means production of agriculturaop products including
harvesting of wild plant products for commerciatgmses;

‘plant products' means plant products as defingmbint 6 of Article 3 of Regulation
(EC) No 1107/2009;

‘plant protection products’ means the productsrrefito in Article 2 of Regulation
(EC) No 1107/2009;

‘livestock production’ means the production of detne or domesticated terrestrial
animals, including insects;

'veranda' means an additional, roofed, uninsulateddoor part of a livestock
building, the longest side usually equipped witheafencing or netting with outdoor
climate, natural and artificial illumination anditered floor;

‘aquaculture’ means aquaculture as defined in p@iptof Article 3 of Council
Regulation (EC) No 1198/2066

'veterinary treatment' means all courses of a mgratr preventive treatment against
one occurrence of a specific disease;

'veterinary medicinal products' means veterinandigieal products as defined in
point (2) of Article 1 of Directive 2001/82/EC die¢ European Parliament and of the
Councif>;

‘preparation’ means the operations of preservingrocessing of organic products,
including slaughter and cutting for livestock proth) packaging, labelling or
alterations made to the labelling relating to orggmoduction;

‘food’” means food as defined in Article 2 of Redida (EC) No 178/2002 of the
European Parliament and of the Couffril

‘feed’ means feed as defined in point 4 of Artiglef Regulation (EC) No 178/2002;

'in-conversion feedingstuffs' means feedingstuffsdpced during the conversion
period, with the exclusion of those harvested ie 2 months following the
beginning of the conversion;

‘placing on the market’ means placing on the madsetiefined in point 8 of Article
3 of Regulation (EC) No 178/2002;

‘traceability’ means traceability as defined in moll5 of Article 3 of Regulation
(EC) No 178/2002;

‘stages of production, preparation and distributioleans any stage from and
including the primary production of an organic ot up to and including its

23
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Regulation (EC) No 1107/2009 of the European Bawint and of the Council of 21 October 2009
concerning the placing of plant protection produmtsthe market and repealing Council Directives
79/117/EEC and 91/414/EEC (OJ L 309, 24.11.2009).p.

Council Regulation (EC) No 1198/2006 of 27 Julypo@®n the European Fisheries Fund (OJ L 223,
15.8.20086, p. 1).

Directive 2001/82/EC of the European Parliamerd ahthe Council of 6 November 2001 on the
Community code relating to veterinary medicinaldurots ( OJ L 311, 28.11.2001, p.1)

Regulation (EC) No 178/2002 of the European Pawiat and of the Council of 28 January 2002 laying
down the general principles and requirements ofl ftaw, establishing the European Food Safety
Authority and laying down procedures in mattersonfd safety (OJ L 31, 1.2.2002, p. 1).

15 EN



(26)

(27)
(28)
(29)
(30)

(31)

(32)
(33)

(34)

(35)
(36)

(37)

(38)

storage, processing, transport, sale or supplyhto final consumer, and where
relevant labelling, advertising, import, export aubcontracting activities;

‘catastrophic circumstances' means circumstangesndefrom an 'adverse climatic
event', an 'environmental incident’, a 'naturabslier' or a ‘catastrophic event' as
defined in points (h), (j), (k) and (I) of Articl®(1) of Regulation (EU) No 1305/2013
of the European Parliament and of the CodGhodspectively;

'mass-caterer’ means mass-caterer as defined m fd) of Article 2(2) of
Regulation (EU) No 1169/2011 of the European Pawiat and of the Council;

‘pre-packed food’ means pre-packed food as defingabint (e) of Article 2(2) of
Regulation (EU) No 1169/2011;

‘ingredient’ means ingredient as defined in poifitaf Article 2(2) of Regulation
(EU) No 1169/2011;

‘labelling’ means labelling as defined in point @f) Article 2(2) of Regulation (EU)
No 1169/2011;

‘advertising’ means any presentation of organiadpats to the public, by any means
other than a label, that is intended or is likelyrifluence and shape attitude, beliefs
and behaviours in order to promote directly oriedily the sale of organic products;

‘competent authorities’ means competent authoasedefined in point 5 of Article 2
of Regulation (EU) No XXX/XXXX [fficial controls Regulatiol

‘control authority' means control authority for angc products as defined in point 39
of Article 2 of Regulation (EU) No XXX/XXXX Dfficial controls Regulatiop

‘control body' means a delegated body as definegoint 38 of Article 2 of
Regulation (EU) No XXX/XXXX [Official controls Regulation The term control
body also comprises the body recognised by the Gssmwn or by a third country
recognised by the Commission to carry out contirolird countries for the import
of organic products into the Union;

'non-compliance’ means non-compliance with thisuRen;

‘genetically modified organism (GMO)' means a geradty modified organism as
defined in point (2) of Article 2 of Directive 20AB/EC of the European Parliament
and of the Coundf which is not obtained through the techniques ofietje
modifications listed in Annex I.B to that Directive

‘produced from GMOs’ means derived in whole or iartpfrom GMOs but not
containing or consisting of GMOs;

‘produced by GMOs’ means derived in whole or intplom GMOs but not
containing or consisting of GMOs;

27
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Regulation (EU) No 1305/2013 of the European Rariint and of the Council on support for rural
development by the European Agricultural Fund farrdk Development (EAFRD) and repealing
Council Regulation (EC) No 1698/2005 (OJ L 34712®013, p. 487).

Directive 2001/18/EC of the European Parliamendl af the Council of 12 March 2001 on the
deliberate release into the environment of genlticaodified organisms and repealing Council
Directive 90/220/EEC (OJ L 106, 17.4.2001, p. 1)

16 EN



EN

(39)
(40)
(41)
(42)
(43)

(44)

'food additive’ means a food additive as definedpoint (a) of Article 3(2) of
Regulation (EC) No 1333/2008 of the European Pasiat and of the Counél;

'feed additive’ means a feed additive as definegoamt (a) of Article 2(2) of
Regulation (EC) No 1831/2003 of the European Pasiat and of the Coundf}

'‘processed food' means food that has undergonetraayment resulting in a
substantial change in the original state of thelfoo

‘processing aid’ means processing aid as definegoimt (b) of Article 3(2) of
Regulation (EC) No 1333/2008;

‘ionising radiation’ means ionising radiation asfided in Article 1 of Council
Directive 96/29/Euratof;

'importer’ means the natural or legal person witthe Union who presents a
consignment for release for free circulation inke tUnion, either in person, or
through a representative.

29

30

31

Regulation (EC) No 1333/2008 of the European Biawdint and of the Council of 16 December 2008 on
food additives ( OJ L 354, 31.12.2008, p. 16)
Regulation (EC) No 1831/2003 of the European Bemdint and of the Council of 22 September 2003
on additives for use in animal nutrition (OJ L 2@8,10.2003, p. 29)
Council Directive 96/29/Euratom of 13 May 1996 ity down basic safety standards for the
protection of the health of workers and the genprdilic against the dangers arising from ionizing
radiation (OJ L 159, 29.6.1996, p. 1)
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Chapter Il

Principles of organic production
Article 4

General principles

Organic production is a sustainable managemenermsygbr agriculture that is based on the
following general principles:

(@)

(b)
(©)

(d)

(€)

(f)

(9)

the respect of nature's systems and cycles andissisind enhances the health of
soil, water, plants and animals and the balanosd®at them;

the contribution to a high level of biological digdy;

the responsible use of energy and the natural resspusuch as water, soil, organic
matter and air;

the respect of high animal welfare standards angbarticular the fulfilment of
animals’ species-specific behavioural needs.

the appropriate design and management of biologicaiesses based on ecological
systems using natural resources which are intéortale system by methods that:

(i) use living organisms and mechanical productieethods;

(i) practice land-related crop cultivation and dstock production or practice
aquaculture which complies with the principle oftsunable exploitation of
fisheries;

(i) exclude the use of GMOs and products produftech or by GMOs with the
exception of veterinary medicinal products;

(iv) are based on the use of preventive measutesy \&ppropriate;

the restriction of the use of external inputs. Véhexternal inputs are required or the
appropriate management practices and methodsedfearin point (e) do not exist,
these shall be limited to:

(i) inputs from organic production;
(i) natural or naturally-derived substances;
(i) low solubility mineral fertilisers;

the adaptation, where necessary, and within thedweork of this Regulation, of the
production taking account of the sanitary stateglianal differences in ecological
balance, climate and local conditions, stages wéld@ment and specific husbandry
practices.

Article 5

Specific principles applicable to agricultural actvities and aguaculture

In the framework of agricultural activities and aqulture, organic production shall in
particular be based on the following specific piphes:
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(@) the maintenance and enhancement of soil life amgralasoil fertility, soil stability
and soil biodiversity preventing and combating soinpaction and soil erosion, and
the nourishing of plants primarily through the smbsystem;

(b) the limitation of the use of non-renewable resosireed external inputs to a
minimum;
(c) the recycling of wastes and by-products of plamt animal origin as input in plant

and livestock production;

(d) the maintenance of plant health by preventive measun particular the choice of
appropriate species and varieties resistant tosp@sti diseases, appropriate crop
rotations, mechanical and physical methods angbtbction of natural enemies of
pests;

(e) the choice of breeds having regard to the capadfitgnimals to adapt to local
conditions, their vitality and their resistance dsease or health problems; the
practice of site-adapted and land-related livestpodduction; the application of
animal husbandry practices, which enhance the inemaystem and strengthen the
natural defence against diseases, in particuldndig regular exercise and access
to open air areas and pastureland, where apprepriat

) the observance of a high level of animal welfaspeeting species-specific needs;

(9) the feeding of livestock with organic feed composédgricultural ingredients from
organic production and of natural non-agricultw@bstances;

(h) the exclusion of genetic engineering, cloning,fiaréllly induced polyploidy and
ionising radiation from the whole organic food aehai

(1) the continuing health of the aquatic environmend #ime quality of surrounding
aquatic and terrestrial ecosystems;

g) the feeding of aquatic organisms with feed frontaunable exploitation of fisheries
as defined in point (e) of Article 3 of Council Reagtion (EC) No 2371/20G2 or
with organic feed composed of agricultural ingretsefrom organic production and
of natural non-agricultural substances.

Article 6

Specific principles applicable to the processing ajrganic food and feed

The production of processed organic food and feeall Sn particular be based on the
following specific principles:

(@) the production of organic food from organic agriatdl ingredients;
(b) the production of organic feed from organic feedemals;
(c) the limitation of the use of food additives anchoh-organic ingredients with mainly

technological and sensory functions and of microents and processing aids, so
that they are used to a minimum extent and onlgaise of essential technological
need or for particular nutritional purposes;

32 Council Regulation (EC) No 2371/2002 of 20 Decemp@02 on the conservation and sustainable
exploitation of fisheries resources under the Comifigheries Policy (OJ L 358, 31.12.2002, p. 59).

19 EN



EN

(d)

(€)

(f)

the limitation of the use of feed additives andgessing aids to a minimum extent
and only in case of essential technological or ecimical needs or for particular
nutritional purposes;

the exclusion of substances and processing methuats might be misleading
regarding the true nature of the product;

the processing of food or feed with care, prefgrablth the use of biological,
mechanical and physical methods.
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Chapter Il

Production rules
Article 7

General production rules
Operators shall comply with the following generedguction rules:

(@) the entire agricultural holding shall be managedcompliance with the
requirements applicable to organic production.

(b) During the conversion period, the agricultural legdmay be split into clearly
separated units which are not all managed undeanargproduction. As
regards animals, different species shall be invb\Vss regards aquaculture,
the same species may be involved, provided thae tiseadequate separation
between the production sites. As regards plantiereet varieties that can be
easily differentiated shall be involved;

(c) only products and substances authorised pursuagtitde 18 may be used in
organic agriculture and aquaculture, provided thatcorresponding product or
substance has been authorised in agriculture iMtdraber States concerned in
accordance with the relevant provisions of Union t& the relevant national
provisions based on Union law;

(d) the use of ionising radiation for the treatmenbgfanic food or feed, or of raw
materials used in organic food or feed shall béiited;

(e) organic operators other than farmers and opergiarsducing seaweed or
aquaculture animals, shall put in place an enviemal management system
with a view to improving their environmental perftance.

() organic products shall be collected, packaged,spamned and stored in
accordance with the rules set out in Annex Il

The Commission shall be empowered to adopt deldgatés in accordance with
Article 33 to provide the criteria to which the @mmwwmental management system
referred to in point (e) of paragraph 1 is to cepand and to amend or supplement
the rules set out in Annex lll. Those delegated abgll take account of the rules set
out in Regulation (EC) No 1221/2009 of the Europdarliament and of the
Councif®.

Article 8

Conversion

Farmers and operators producing seaweed or aqueewdhimals shall respect a
conversion period. During the whole conversion geethey shall apply the rules on

33

Regulation (EC) No 1221/2009 of the European Bawint and of the Council of 25 November 2009
on the voluntary participation by organisationsairCommunity eco-management and audit scheme
(EMAS), repealing Regulation (EC) No 761/2001 andm@nission Decisions 2001/681/EC and
2006/193/EC (OJ L 342, 22.12.2009, p. 1).
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organic production laid down in this Regulation aimdparticular, the specific rules
on conversion set out in Annex Il

The conversion period shall start at the earlieserwthe farmer or the operator
producing seaweed or aquaculture animals has exbtifis activity to the competent
authorities in accordance with this Regulation.

No previous period may be recognised retroactiaslyeing part of the conversion
period.

Products produced during the conversion period sloabe marketed as organic.

In order to ensure quality, traceability and compde with this Regulation as
regards organic production and adaptation to teethdievelopment, the Commission
shall be empowered to adopt delegated acts in @acoe with Article 33 to
supplement the rules laid down in this Article apglement and amend the rules set
out in Annex Il as regards conversion.

Article 9

Prohibition of the use of GMOs

GMOs and products produced from or by GMOs shall b® used in organic
production as food or feed or in food or feed, escessing aids, plant protection
products, fertilisers, soil conditioners, seedgjetative propagating material, micro-
organisms or animals.

For the purposes of paragraph 1, with regard to GMOproducts produced from or
by GMOs for food and feed, operators may rely om ldbels of a product or any
other accompanying document, affixed or providedrspant to Directive
2001/18/EC, Regulation (EC) No 1829/2003 of thedpean Parliament and of the
Councig;1 or Regulation (EC) No 1830/2003 of the Europeariidaent and of the
Councif®.

Operators may assume that no GMOs or products peadirtom or by GMOs have
been used in the manufacture of purchased foodesadwhen such products are not
labelled, or accompanied by a document, pursuatiteédRegulations referred to in
the paragraph 2, unless they have obtained othHermation indicating that the
labelling of the products concerned is not in comity with those Regulations.

In order to ensure quality, traceability and compbe with this Regulation as
regards organic production and adaptation to teethdievelopment, the Commission
shall be empowered to adopt delegated acts in @éacoe with Article 33 laying

down the rules for the application of the prohipitiof the use of GMOs and
products produced from or by GMOs in organic prdidunc

34
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Regulation (EC) 1829/2003 of the European Parlignaend the Council of 22 September 2003 on
genetically modified food and feed (OJ L 268, 1&003, p. 1).

Regulation (EC) 1830/2003 of the European Parlignaand of the Council of 22 September 2003
concerning the traceability and labelling of gecedty modified organisms and the traceability obdo
and feed products produced from genetically modifieganisms (OJ L 268, 18.10.2003, p. 24).
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Article 10

Plant production rules

Operators producing plants or plant products simalparticular comply with the
specific production rules set out in Part | of Arrile

Each Member State shall ensure that a computedatabase is established for the
listing of the varieties for which seed or vegetatpropagating material obtained by
the organic production method is available onatsitory.

In order to ensure quality, traceability and comupdie with this Regulation as
regards organic plant production and adaptationtetthnical development, the
Commission shall be empowered to adopt delegatesdim@accordance with Article
33 amending or supplementing the specific plantipetion rules as regards:

(@) cultivation practices;
(b) soil management and fertilization;
(c) plant health and management of pests, diseaseseaus;

(d) management of mushroom production and other spqaéint and plant
production systems;

(e) origin of seed and vegetative propagating material;
()  collection of wild plants.

The Commission shall adopt implementing acts laglogin the technical details for
the establishment of the database referred toragpaph 2. Those implementing acts
shall be adopted in accordance with the examingirooedure referred to in Article
34(2).

Article 11

Livestock production rules

Livestock operators shall in particular comply witte specific production rules set
out in Part Il of Annex Il

In order to ensure quality, traceability and compde with this Regulation as
regards organic livestock production and adaptatoorechnical development, the
Commission shall be empowered to adopt delegatesdirm@accordance with Article
33 amending or supplementing the specific livestmdduction rules as regards:

(@) the origin of animals;

(b) livestock housing, including minimum surface are@sloors and
outdoors and the maximum number of animals perahect

(c) husbandry practices;

(d) breeding;

(e) feed and feeding;

(H disease prevention and veterinary treatment;
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Article 12

Production rules for seaweed and aquaculture animal

Operators producing seaweed and aquaculture anishallé in particular comply
with the specific production rules set out in RHrdf Annex Il.

In order to ensure quality, traceability and compde with this Regulation as
regards organic seaweed production and adaptatidechnical development, the
Commission shall be empowered to adopt delegatesdirm@accordance with Article
33 amending or supplementing the specific seawesdliption rules as regards:

(@) suitability of aquatic medium and sustainable managnt plan;

(b) harvesting of wild seaweed;

(c) seaweed cultivation;

(d) antifouling measures and cleaning of productionigent and facilities.

In order to ensure quality, traceability and compde with this Regulation as
regards organic aquaculture animals and adaptédidechnical development, the
Commission shall be empowered to adopt delegatesdirm@accordance with Article
33 amending or supplementing the specific produaatides for aquaculture animals
as regards:

(@) suitability of aquatic medium and sustainable mamnaent plan;
(b) the origin of aquaculture animals;

(c) aquaculture husbandry, including aquatic contaitmesystems,
production systems and maximum stocking density;

(d) breeding;

(e) management of aquaculture animals;

(H feed and feeding;

(g) disease prevention and veterinary treatment.

Article 13

Production rules for processed food and feed

Operators producing processed food and feed shgtlarticular comply with the
specific production rules set out in Part IV of Axnl.

In order to ensure quality, traceability and comupdie with this Regulation as
regards organic processed food and feed and aemptat technical development,
the Commission shall be empowered to adopt deldgatés in accordance with
Article 33 to amend or supplement the specific patidn rules for processed food
and feed as regards:

(@) procedures to be followed,;

(b) preventive measures to be taken;

(c) composition of processed food and feed,;
(d) cleaning measures;
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(e) the placing on the market of processed productsdintg their labelling
and identification;

(H separation of organic products, agricultural inggats and feed materials
from non-organic products, agricultural ingredieamsl feed materials;

(g) the list of non-organic agricultural ingredientsigifhmay exceptionally
be used for the production of organic processedymnts;

(h) the calculation of the percentage of agricultungrédients in accordance
with Article 19 (4) (ii);
(i) techniques used in food or feed processing.

Article 14

Production rules for wine

1. Operators producing products of the wine sectoll sigarticular comply with the
specific production rules set out in Part V of Arrke

2. In order to ensure quality, traceability and comupdie with this Regulation as
regards organic production of wine and adaptatmriethnical development, the
Commission shall be empowered to adopt delegatesdim@accordance with Article
33 amending or supplementing the specific wine pectidn rules as regards
oenological practices and restrictions.

Article 15

Production rules for yeast used as food or feed

1. Operators producing yeast used as food or feed ishphrticular comply with the
specific production rules set out in Part VI of Axnl.

2. In order to ensure quality, traceability and comptie with this Regulation as
regards organic yeast production and adaptatioriethinical development, the
Commission shall be empowered to adopt delegatesdim@accordance with Article
33 amending or supplementing the specific yeastiyrtion rules as regards the
processing and the substrates used.

Article 16

Production rules for other products

In order to take account of a possible future naedave specific production rules for
additional other products, and in order to enswiaity, traceability and compliance with this
Regulation as regards organic production of thakktianal other products, the Commission
shall be empowered to adopt delegated acts in dacoe with Article 33 amending or
supplementing Annex Il with regard to specific pwotdon rules for those products.
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Article 17

Adoption of exceptional production rules

In order to allow organic production to continuerecommence in the case of catastrophic
circumstances and subject to the principles ladrdm Chapter II, the Commission shall be
empowered to adopt delegated acts in accordanbeAuticle 33 providing for the criteria to
qualify such situations as catastrophic and lagiogin specific rules on how to address such
situations, on monitoring and on reporting requeeais.

Article 18

Authorisation of products and substances used in ganic production

1. The Commission may authorise certain products abdtances for use in organic
production and inclusion in restricted lists, foe tfollowing purposes:

(@) as plant protection products;

(b) as fertilisers, soil conditioners and nutrients;

(c) as feed materials of mineral origin and other feederials;
(d) as feed additives and processing aids;

(e) as products for cleaning and disinfection of porwdges, buildings and
installations for animal production;

(H as products for cleaning and disinfection of buitggi and installations
used for plant production, including storage oragncultural holding.

The Commission may also authorise certain prodamcts substances for use in the
production of organic processed food and inclusionrestricted lists, for the
following purposes:

(a) as food additives and processing aids,
(b) as processing aids for the production of yeastyaadt products.

2. The authorisation of the products and substandesed to in the first subparagraph
of paragraph 1 for use in organic production sballsubject to the principles laid
down in Chapter Il and to the following criteria ief shall be evaluated as a whole:

(@) their use is necessary for sustained production eswential for its
intended use;

(b) all products and substances are of plant, animadiofvial or mineral
origin except where products or substances fronh fmurces are not
available in sufficient quantities or qualities ibralternatives are not
available;

(c) inthe case of products referred to in point (ajheffirst subparagraph of
paragraph 1, the following shall apply:

(i) their use is essential for the control of arhfal organism or a
particular disease for which other biological, phgkor breeding
alternatives or cultivation practices or other efifee management
practices are not available;
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(i) if products are not of plant, animal, microbaa mineral origin and
are not identical to their natural form, they mayduthorised only
if their conditions for use preclude any direct t@mh with the
edible parts of the crop;

(d) in the case of products referred to in point (b}hed# first subparagraph
paragraphl, their use is essential for obtaininghaintaining the fertility
of the soil or to fulfil specific nutrition requineents of crops, or specific
soil-conditioning purposes;

(e) in the case of products referred to in points (o)l &d) of the first
subparagraph of paragraph 1, the following shallyap

(i) their use is necessary to maintain animal healhimal welfare and
vitality and contribute to an appropriate diet ifliig the
physiological and behavioural needs of the spectserned or
their use is necessary to produce or preserve beeduse the
production or preservation of feed is not possimithout having
recourse to such substances;

(i) feed of mineral origin, trace elements, vitasior provitamins
shall be of natural origin except where productsudrstances from
such sources are not available in sufficient qtiastor qualities or
if alternatives are not available.

The authorisation of the products and substancésrred to in the second
subparagraph of paragraph 1 for use in the prooluaif organic processed food
shall be subject to the principles laid down in tkall and to the following criteria
which shall be evaluated as a whole:

(a) alternatives authorised in accordance with thischertare not available;

(b) it would be impossible to produce or preserve thwfor to fulfil given
dietary requirements provided for on the basishef Wnion legislation,
without having recourse to those products and anbss;

(c) they are to be found in nature and may have undergaly mechanical,
physical, biological, enzymatic or microbial proses, except where
products and substances from such sources arevaitdlde in sufficient
guantities or qualities.

The authorisation of the use of chemically syntesiproducts or substances is
strictly limited to cases where the use of extemplts referred to in Article 5(b) of
this Regulation would contribute to unacceptablrenmental impacts.

In order to ensure specific quality, traceabilidacompliance with this Regulation
as regards organic production and production otgssed organic food and feed,
and adaptation to technical development, the Cosiamisshall be empowered to
adopt delegated acts, in accordance with Articlep@®iding for additional criteria
for the authorization or withdrawal of products amsdbstances referred to in
paragraph 1 for use in organic production and enpgfoduction of organic processed
food and feed, and other requirements and conditionthe use of such authorised
products and substances.

Where a Member State considers that a productlmstance should be added to, or
withdrawn from the lists of authorized products asubstances referred to in
paragraph 1, or that the specifications of use mmeadl in the production rules
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should be amended, the Member State shall ensatra ttiossier giving the reasons
for the inclusion, withdrawal or amendments is s#fitially to the Commission and
to the other Member States.

Requests for amendment or withdrawal shall be phbld by Member States.

The Commission shall adopt implementing acts aughngy products and substances
that may be used in organic production and prodamdissubstances that may be used
in the production of processed organic food and,feeluding the procedures to be
followed for the authorization and the lists of ¢skoproducts and substances and,
where appropriate, their description, compositioguirement and conditions for
use. Those implementing acts shall be adopted dordance with the examination
procedure referred to in Article 34 (2).
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Chapter IV

Labelling
Article 19

Use of terms referring to organic production

For the purposes of this Regulation a product shallregarded as bearing terms
referring to organic production where, in the ldibgl advertising material or
commercial documents, such a product, its ingrdésliesr feed materials are
described in terms suggesting to the purchasethbgiroduct, its ingredients or feed
materials have been obtained in accordance with Rieigulation. In particular, the
terms listed in Annex IV, their derivatives or dimatives, such as ‘bio’ and ‘eco’,
alone or combined, may be used throughout the Uamzhin any language listed in
that Annex for the labelling and advertising of guots which comply with this
Regulation.

The terms referred to in paragraph 1 shall notdeslanywhere in the Union and in
any language listed in Annex IV for the labellinggvertising and commercial
documents of a product which does not comply with Regulation, unless it is clear
that there is no link with organic agricultural geation..

Furthermore, any terms, including terms used idemnaarks, or practices used in
labelling or advertising liable to mislead the com&r or user by suggesting that a
product or its ingredients comply with this Regidatshall not be used.

The terms referred to in paragraph 1 shall notdesdor a product for which it has
to be indicated in the labelling or advertisingttitacontains GMOs, consists of
GMOs or is produced from or with GMOs.

As regards processed food, the terms referred paragraph 1 may be used:
(@) inthe sales description, provided that:

() the processed food complies with the productigies set out in Part IV
of Annex lI;

(i) atleast 95 % by weight of its agriculturabimedients are organic;

(b) only in the list of ingredients, where less tha®®6f agricultural ingredients
are organic and provided that those ingredientsptpmwith the production
rules set out in this Regulation.

The list of ingredients referred to in point (b)tbé first subparagraph shall indicate
which ingredients are organic. The references tggamc production may only

appear in relation to the organic ingredients.Tisatof ingredients shall include an

indication of the total percentage of organic inggats in proportion to the total

guantity of agricultural ingredients.

The terms referred to in paragraph 1 and the itidicaf the percentage referred to
in the second subparagraph of this paragraph simdear in the same colour,
identical size and style of lettering as the othdications in the list of ingredients.

In order to provide clarity for the consumer andetosure that the appropriate
information is communicated to the consumer, thenfgssion shall be empowered
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to adopt delegated acts in accordance with ArB8econcerning the adaptation of
the list of terms set out in Annex IV taking intacaunt linguistic developments
within the Member States and concerning the esfatnient of specific labelling and
composition requirements applicable to feed andedignts thereof.

Article 20

Compulsory indications
Where terms as referred to in Article 19(1) areduse

(@) the code number of the control authority or conbodly to which the operator
who has carried out the last production or prepamaiperation is subject, shall
also appear in the labelling;

(b) the organic production logo of the European Uniefienred to in Article 21 as
regards pre-packed food shall also appear on ttieagang.

Where the organic production logo of the Europeaiob) is used, an indication of
the place where the agricultural raw materials bich the product is composed have
been farmed shall also appear in the same viseldl dis the logo and shall take one
of the following forms, as appropriate:

(@) ‘EU Agriculture’, where the agricultural raw matarihas been farmed in the
Union,

(b) ‘non-EU Agriculture’, where the agricultural raw tedal has been farmed in
third countries,

(c) ‘EU/non-EU Agriculture’, where part of the agricutél raw materials has been
farmed in the Union and a part of it has been farmea third country.

The word "Agriculture™ may be replaced by "Aquaav#t’' when appropriate.

The indication ‘EU’ or ‘non-EU’ may be replaced supplemented by the name of a
country in the case where all agricultural raw mate of which the product is
composed have been farmed in that country.

For the indication ‘EU’ or ‘non-EU’ small quantiseoy weight of ingredients may be
disregarded provided that the total quantity of dis@egarded ingredients does not
exceed 5 % of the total quantity by weight of agjtieral raw materials.

The indication ‘EU’ or ‘non-EU’ shall not appear @ colour, size and style of
lettering more prominent than the sales descripticthe product.

The indications referred to in paragraphs 1, 2 Ariitle 21(3) shall be marked in a
conspicuous place in such a way as to be easilyl@j<learly legible and indelible.

In order to provide clarity for the consumer andesure that the appropriate
information is communicated to the consumer, then@ession shall be empowered
to adopt delegated acts in accordance with Ar88daying down further rules on
labelling and the use of the indications refer@datpoint (a) of paragraph 1 and in
paragraphs 2 and Article 21(3).

The Commission shall adopt implementing acts meggto the following:

30 EN



(@) specific and practical modalities as regards tlesgmtation, composition and
size of the indications referred to in point (a)pafagraph 1 and in paragraphs
2 and Article 21(3);

(b) the assignment of code numbers to control autlesréand control bodies;

(c) the indication of the place where the agricultwialv materials have been
farmed in accordance with paragraphs 2 and Ar8tI(@).

Those implementing acts shall be adopted in acooelavith the examination
procedure referred to in Article 34(2).

Article 21

Organic production logo of the European Union

The organic production logo of the European Uniacayrbe used in the labelling,
presentation and advertising of products which dgmyith this Regulation.

The organic production logo of the European Unisnan official attestation in
accordance with Articles 85 and 90 of Regulatio)Eo XXX/XXXX [Official
controls Regulation].

The use of the organic production logo of the EeespUnion shall be optional for
products imported from third countries. In additievhere that logo appears in the
labelling, the indication referred to Article 20@)all also appear in the labelling.

The organic production logo of the European Uniloallsollow the model set out in
Annex IV and shall comply with the rules set outhat Annex.

National and private logos may be used in the lalgelpresentation and advertising
of products which comply with this Regulation.

In order to provide clarity for the consumer andetosure that the appropriate
information is communicated to the consumer, thenfgssion shall be empowered
to adopt delegated acts in accordance with Art@8 amending the organic
production logo of the European Union.
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Chapter V

Organic certification
Article 22

Organic certification system

Any operator or group of operators who producegp@res or stores organic
products, who imports such products from a thirdntoy or exports such products to
a third country or who places such products onntlaeket shall, prior to the placing
on the market as organic or prior to conversiorifyndis activity to the competent
authorities of the Member States where the actigityarried out.

Operators and groups of operators shall keep recamdthe different activities they
engage in accordance with this Regulation.

Competent authorities shall keep an updated listatoing the names and addresses
of operators and groups of operators who haveiedttheir activities in accordance
with paragraph 1 and shall make that list publagether with the information
relating to their organic certificates as refertedin Article 23(1). The competent
authorities shall respect the requirements of ttegeption of personal data under
Directive 95/46/EC of the European Parliament afth® Councit®.

Member States shall ensure that the fees that magobected by the competent
authorities, the control authorities or the conbotlies in accordance with article 76
of Regulation (EU) No XX/XXXX (official controls Rgulation) are made public.

In order to ensure the effectiveness, efficiencg aémansparency of the organic
production and labelling system, the Commissionllsbea empowered to adopt

delegated acts in accordance with Article 33 camogrthe requirements for keeping
records, the requirements for the publication eflikt referred to in paragraph 3 and
the requirements and procedures to be appliechéoptblication of the fees referred
to in paragraph 4 and for the supervision by thenmetent authorities of the

application of those fees.

The Commission may adopt implementing acts to pi®wletails and specifications
regarding the content, form and way of notificatieferred to in paragraph 1 and the
form of the publication of the fees referred toparagraph 4. Those implementing
acts shall be adopted in accordance with the exaimm procedure referred to in
Article 34(2).

Article 23

Organic certificate

Operators and groups of operators that have natifieir activity in accordance with
Article 22(1) and comply with this Regulation shib# entitled to be provided with
an organic certificate. The organic certificatesuisd in the form of an electronic

Directive 95/46/EC of the European Parliament afdthe Council of 24 October 1995 on the
protection of individuals with regard to the prosieg of personal data and on the free movement of
such data (OJ L 281, 23.11.1995, p. 31).
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certificate wherever possible, shall at least altbev identification of the operator or
group of operators, the type or range of produoigred by the certificate and its
period of validity.

The organic certificate is an official certificatiavithin the meaning of Articles 85
and 86 of Regulation (EU) No XXX/XXX (official cordls regulation).

Operators shall systematically verify the orgarg@dificate of their suppliers.
Article 24

Group of operators

Each group of operators shall establish a systeaninfernal controls. That system
shall consist of a documented set of control awdiwiand procedures, in accordance
with which an identified person or body is respbiesior verifying compliance with
this Regulation of each member of the group.

Deficiencies in the set-up or functioning of thestgyn for internal controls referred
in to paragraph 1, in particular as regards fadute detect or address non-
compliance by individual members of the group ofmapors that affect the integrity
of organic products, may result in the withdrawhthe organic certification for the

whole group.

In order to ensure the effective and efficient tioring of the certification of a
group of operators, the Commission shall be empeavés adopt delegated acts in
accordance with Article 33 concerning the respalisés of the individual members
of a group of operators, the composition and dinognef a group of operators, the
scope of the products to be produced by a grouppefators, the conditions for
participation in a group of operators, the set-ug fmunctioning of the group's system
for internal controls, including the scope, contandl frequency of the controls to be
carried out.

The Commission may adopt implementing acts conogrrtihe exchange of
information between the group of operators and toenpetent authority or
authorities, control authorities or control bodiasd between the Member States and
the Commission. Those implementing acts shall wpi@d in accordance with the
examination procedure referred to in Article 34(2).
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Chapter VI

Trade with third countries
Article 25

Export of organic products

A product may be exported from the Union as orgast bear the organic
production logo of the European Union if it compligith this Regulation.

However, a product may be exported as organic tthi@ country which is
recognized in accordance with Article 29 if it cdrap with the requirements of the
third country to be placed as organic within itskea

In order to avoid creating unequal conditions te@rapors when exporting to third
countries, the Commission shall be empowered tptadielegated acts in accordance
with Article 33 concerning specific rules for exfof organic products to a third
country which is recognized in accordance with @eti29.

In order to ensure fair competition among operattinge Commission shall be
empowered to adopt delegated acts in accordande Aiticle 33 concerning

documents intended for customs authorities in tbadntries, in particular as regards
an organic export certificate issued in the formanfelectronic certificate wherever
possible providing assurance that exported orggmaducts comply with this

Regulation.

Article 26

Import of organic products

A product may be imported from a third country nder to be placed on the market
within the Union as organic if the following conidits are met:

(@) the product is an organic product as referred trticle 2(1);
(b) the product:

(i) complies with Chapters I, 1ll and IV and alperators, including the
exporters in the third country concerned, have lseggject to the control
of control authorities or control bodies recognisedaccordance with
Article 27; or

(i) comes from a third country which is recognise@ccordance with:
—  Atrticle 28; or
—  Avrticle 29;

(c) the operators in third countries are able to preatiany time, to the importers
or the national authorities information allowingethdentification of the
operator who carried out the last operation withview to ensuring the
traceability of the organic product.

In order to ensure the traceability of the imponpedducts intended to be placed on
the market within the Union as organic, the Commisshall be empowered to
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adopt delegated acts in accordance with Article@3cerning documents necessary
for the purposes of import which should be in etaut form wherever possible

Article 27

Recognition of control authorities and control bodes

The Commission may adopt implementing acts recagmisor withdrawing the
recognition of, control authorities and control esdwhich fulfil the criteria set out
in a delegated act adopted pursuant to paragrapid @vhich are competent to carry
out controls in third countries. Those implementiagts shall be adopted in
accordance with the examination procedure refaoaad Article 34(2).

The control bodies shall be accredited to the mestntly notified version, by the
publication in the C series of the Official Jourrddl the European Union, of the
International Standard ISO/IEC for conformity assesnt — requirements for bodies
certifying products, processes and services. Thé@obodies shall undergo regular
on-the-spot evaluation, surveillance and multiahnerssessment of their activities
by the accreditation body.

The accreditation referred to in paragraph 2 mdy ba granted by:

(&) a national accreditation body in the Union in ademce with Regulation (EC)
No 765/2008 of the European Parliament and of tenCif’; or

(b) an accreditation body outside the Union that idgaaory of a multilateral
recognition arrangement under the auspices ofritegrlational Accreditation
Forum.

When examining requests for recognition, the Comaiois shall invite the control

authority or control body to supply all the necegsaformation. The Commission

may also entrust experts with the task of examininghe spot the application of the
production rules and the control activities carrmg in the third country by the

control authority or control body concerned.

The recognised control authorities or control bedstall provide the assessment
reports issued by the accreditation body or, asogpjate, the competent authority
on the regular on-the-spot evaluation, surveillaaeeé multiannual re-assessment of
their activities.

Based on the assessment reports, the Commissiolh ehsure appropriate

supervision of the recognised control authoritiesl @ontrol bodies by regularly

reviewing their recognition. For the purposes dadttBupervision, the Commission
may request additional information to the accreaitabodies or, as appropriate, to
the competent authorities.

The nature of the supervision shall be determinedhe basis of an assessment of
the risk of non-compliance.

In order to ensure the transparency of the recmgnprocedure, the Commission
shall be empowered to adopt delegated acts in @daaoe with Article 33 concerning

Regulation (EC) No 765/2008 of the European Pasiat and of the Council of 9 July 2008 setting out
the requirements for accreditation and market silewee relating to the marketing of products and
repealing Regulation (EEC) No 339/93 (OJ L 218812008, p 30).
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the criteria to be applied to the recognition, lee tvithdrawal of the recognition, of
the control authorities and control bodies refetaeth paragraph 1.

7. The Commission may adopt implementing acts to enthe application of measures
in relation to cases of non-compliance affecting thtegrity of organic products
imported under the recognition provided for in tigicle or suspicion of such
cases. Such measures may consist in particuldreinerification of the integrity of
the organic products before placing the productthermarket within the Union and,
where appropriate, the suspension of the authmwsaif placing on the market
within the Union of such products as organics. Ehomsplementing acts shall be
adopted in accordance with the examination proeerkferred to in Article 34(2).

8. On duly justified imperative grounds of urgencyatelg to the protection against
unfair practices or practices which are incompatibith the principles and rules on
organic production, protection of consumers' cafite or protection of fair
competition between operators, the Commission sttapt immediately applicable
implementing acts in accordance with the procedeferred to in Article 34(3) to
take the measures referred to in paragraph 7 ef Alicle or to decide on the
withdrawal of the recognition of the control autiies and control bodies referred to
in paragraph 1 of this Article.

Article 28

Equivalence under a trade agreement

A recognised third country referred to in the finstlent of Article 26(1)(b)(ii) is a third
country which the Union has recognised under aetragreement as having a system of
production complying with principles and productinries equivalent to those of the Union
and control measures of equivalent effectivenesisase of the Union.

Article 29

Equivalence under Regulation (EC) No 834/2007

1. A recognised third country referred to in the setoment of Article 26(1)(b)(ii) is a
third country which has been recognised for theopse of equivalence under Article
33(2) of Regulation (EC) No 834/2007.

2. On the basis of annual reports to be sent to ther@ission, by 31 March of each
year, by the third countries referred to in parpgra regarding the implementation
and enforcement of the control measures establislyethem, the Commission
assisted by the Member States shall ensure apatemtipervision of the recognised
third countries by regularly reviewing their recdgm. The nature of the
supervision shall be determined on the basis odssessment of the risk of non-
compliance.

3. The control bodies performing controls in the thealintries referred to in paragraph

1 shall be accredited to the most recently notifiesion, by the publication in the C
series of the Official Journal of the European Wniof the International Standard
ISO/IEC for conformity assessment — requirementsbfadies certifying products,
processes and services. The control bodies shalergo regular on-the-spot
evaluation, surveillance and multiannual re-assessnof their activities by the
accreditation body. The accreditation may only ented by an accreditation body
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outside the Union that is a signatory of a mulkitat recognition arrangement under
the auspices of the International Accreditationuiror

The Commission shall, by means of an implementotigestablish a list of the third
countries referred to in paragraph 1 and may améwd list by means of
implementing acts. Those implementing acts shalidpted in accordance with the
examination procedure referred to in Article 34(2).

In order to ensure the management of the list ofl tkountries referred to in
paragraph 4, the Commission shall be empowereddtptadelegated acts in
accordance with Article 33 concerning the informatito be sent by those third
countries necessary for the supervision of theipgeition by the Commission, as
well as the exercise of that supervision by the @agion, including through on-
the-spot examination.

The Commission may adopt implementing acts to enthe application of measures
in relation to cases of non-compliance affecting thtegrity of organic products
imported from third countries referred to in thistidle or suspicion of such cases.
Such measures may consist in particular in thefigation of the integrity of the

organic products before placing the products onntlagket within the Union and,
where appropriate, the suspension of the authmwsaif placing on the market
within the Union of such products as organic. Thoaplementing acts shall be
adopted in accordance with the examination proeerkferred to in Article 34(2).

37 EN



Chapter VI

General provisions
SECTION 1

FREE MOVEMENT OF ORGANIC PRODUCTS
Avrticle 30

Non-prohibition and non-restriction of the marketing of organic products

1. Competent authorities, control authorities and drbodies may not, on grounds
relating to the production, to the labelling orttee presentation of the products,
prohibit or restrict the marketing of organic prothu controlled by another
competent authority, control authority or contraldy located in another Member
State, if those products comply with this Regulatim particular, no other controls
than those under Regulation (EU) No XXX/XXX (offaticontrols Regulation) may
be performed or other fees than those under arffileof Regulation (EU)
No XXX/XXX may be collected.

2. In order to ensure the proper functioning of thegle market and trade between
Member States, the Commission shall be empowereddaopt delegated acts in
accordance with Article 33 laying down rules reigtito the free movement of
organic products for the purposes of paragraphthisfArticle.

SECTION 2

INFORMATION
Article 31

Information relating to the organic sector and trade

1. Member States shall transmit to the Commissionngieessary information for the
implementation and monitoring of the applicatiortlué Regulation.

2. The Commission shall adopt implementing acts aarosgthe system to be used to
transmit information referred to in paragraph le tietails of information to be
transmitted, and the date by which that informatisnto be transmitted. Those
implementing acts shall be adopted in accordandke thie examination procedure
referred to in Article 34(2).

Article 32

Information relating to the competent authorities, control authorities and control bodies
1. Members States shall keep a regularly updatediibt
(@) the names and addresses of the competent authpritie
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(b) the names and addresses of the control authaaitiésontrol bodies, and their
code numbers.

Member States shall make public the list referredirt point (b) of the first
subparagraph..

The Commission shall publish annually on the interthe list of the control
authorities and control bodies referred to in péimtof the first paragraph.
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Chapter VIII

Procedural and final provisions
SECTION 1

PROCEDURAL PROVISIONS
Article 33

Exercise of the delegation

The power to adopt the delegated acts is confemeithe Commission subject to the
conditions laid down in this Article.

The power to adopt delegated acts referred to in |[....] shall be conferred on the
Commission for a [period of seven years] from. . The Commission shall draw up a
report in respect of the delegation of power ntarléhan nine months before the end
of the seven-year period. The delegation of powell sbe tacitly extended for
periods of an identical duration, unless the Eumopearliament or the Council
opposes such extension not later than three mbetlose the end of each period.

The delegation of power referred to in [.......... ] mag/ flevoked at any time by the
European Parliament or by the Council. A decismmnetvoke shall put an end to the
delegation of the power specified in that decisitinshall take effect the day
following the publication of the decision in ti@fficial Journal of the European
Union or at a later date specified therein. It shall affect the validity of any
delegated acts already in force.

As soon as it adopts a delegated act, the Commissiall notify it simultaneously to
the European Parliament and to the Council.

A delegated act adopted pursuant to [.....] shakremito force only if no objection
has been expressed either by the European Parlian#ére Council within a period
of two months of notification of that act to therBpean Parliament and the Council
or if, before the expiry of that period, the Eurapdarliament and the Council have
both informed the Commission that they will not edij That period shall be
extended by two months at the initiative of the dp@an Parliament or of the
Council.

0J: Please insert the date of entry into forcehisf Regulation.
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Article 34

Committee procedure

1. The Commission shall be assisted by a Committdeccéhe "Organic production
Committee”. That committee shall be a committedawithe meaning of Regulation
(EU) No 182/2011 of the European Parliament andowencif®.

2. Where reference is made to this paragraph, Artisleof Regulation (EU)
No 182/2011 shall apply.
3. Where reference is made to this paragraph, Arti8leof Regulation (EU)

No 182/2011, in conjunction with Article 5 thereehall apply.
SECTION 2

REPEAL, AMENDMENTS AND FINAL PROVISIONS
Article 35

Repeal
Regulation (EC) No 834/2007 is repealed.

Article 36

Transitional measures relating to conversion to orgnic farming

In order to ensure a smooth transition, the Comonsshall be empowered to adopt
delegated acts in accordance with Article 33 camogrthe rules applicable to conversion
periods for farmers initiating conversion before #ntry into force of this Regulation.

Article 37

Transitional measuresrelating to control bodies and control authoritiesrecognised
under Article 33(3) of Regulation (EC) 834/2007

4,

1. The recognition of control bodies and control auties granted under Article 33(3)
of Regulation (EC) 834/2007 shall expire on [31 &aber 2018] at the latest.

2. The Commission shall, by means of an implementioly establish a list of the
control bodies and control authorities referredntparagraph 1 and may amend that
list by means of implementing acts. Those implemegnacts shall be adopted in
accordance with the examination procedure refaoaad Article 34(2).

8 Regulation (EU) No 182/2011 of the European Paudiat and of the Council of 16 February 2011

laying down the rules and general principles comogr mechanisms for control by Member States of
the Commission’s exercise of implementing powerd (&5, 28.2.2011 p. 13).
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3. In order to ensure the management of the list ef ¢bntrol bodies and control
authorities referred to in paragraph 1, the Comimisshall be empowered to adopt
delegated acts in accordance with Article 33 camogrthe information to be sent by
those control bodies and control authorities nexrgskor the supervision of their
recognition by the Commission, as well as the egerof that supervision by the
Commission, including through on-the-spot examorati

Article 38

Transitional measures relating to applications fromthird countries submitted under
Article 33(2) of Regulation (EC) 834/2007

1. The Commission shall complete the examination pliegtions from third countries
submitted under Article 33(2) of Regulation (EC) B®4/2007 which are pending at
the date of entry into force of this Regulation.

2. In order to complete the examination of the applee referred to in paragraph 1,
the Commission shall be empowered to adopt deldgatés in accordance with
Article 33 concerning the procedural rules necgs&arthe examination, including
on the information to be submitted by the third mimies.

Article 39

Amendments to Regulation (EU) No [...]/ on official ontrols and other official activities
Regulation (EU) No XXX/XXXX (Official controls Redation) is amended as follows:
1. In article 2, point 38 is replaced by the follogin

"38. 'delegated body' means a third party to whiah competent authorities have
delegated specific official control tasks or otb#icial activities;".

2. In Article 3, paragraph 3 is replaced by the follogy

"3. Competent authorities responsible for the i@aifon of compliance with the
rules referred to in point (j) of Article 1(2) mapnfer official control tasks or other
official activities to one or more control auth@g for organic products. In such
cases, they shall attribute a code number to ekittem."

3. Article 23 is replaced by the following:
“Article 23

Specific rules on official controls and on actiom be taken by the competent
authorities in relation to organic products and pootected designations of origin,
protected geographical indications and traditiosglecialties guaranteed

1. In relation to the rules referred to in pointdj Article 1(2), competent authorities
shall:

(a) have procedures and arrangements in placestoreethat operators or groups of
operators as defined in point (7) of Article 3 oédrlation (EU) No [organic
production] of the European Parliament and of tberil* who engage in different
stages of production, preparation and distribuaon export for the same type or
range of products are controlled by the same cbatrihority for organic products or
delegated body;
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(b) have procedures and arrangements in place dorernhat, where operators or
groups of operators contract out any of their @iy to a third party, both the
operator or group of operators and the third padywhom activities were

subcontracted comply with the provisions on nadifien referred to in Article 22 of

Regulation No XXX/XXXX (organic production and ldbeg of organic products);

(c) have procedures and arrangements in placesiare that members of a group of
operators are not entitled to be provided withratividual organic certificate for any
of the activities covered by the certification b&tgroup.

(d) have procedures and arrangements in placestarehat, when the presence of
products or substances that are not authorisedigtrso Article 18 of Regulation
No XXX/XXX (organic production and labelling of cagic products) is detected,
the control authorities or control bodies shallrgasut investigations in order to
establish the causes for their presence, to gueedhe respect of the principles and
rules set out in that Regulation and to allow tgkappropriate action. Products in
which such products or substances are present begorevel established in
accordance with paragraph 2(i) shall not be macdkageorganic.

2. In relation to the rules referred to in pointdf Article 1(2), when non-compliance
is established, competent authorities shall:

(@) in case of non-compliance that affects the gty of organic products
throughout any of the stages of production, prearand distribution and export in
particular due to the use of prohibited or non-atifed substances and techniques or
commingling with non-organic products, ensure timreference is made to organic
production in the labelling and advertising of thatire lot or production run
concerned;

(b) in case of repetitive or prolonged non-compt@rensure that the operator or the
group of operators concerned, in addition to th@suees referred to in point (a), is
prohibited from marketing products which refer t@amnic production and that its

organic certificate may be withdrawn for a perioe defined.

3. The Commission shall be empowered to adopt d&ddgacts, in accordance with
Article 139, concerning rules for the performandeofficial controls and other

official activities to verify compliance with theiles referred to in point (j) and (k) of
Article 1(2) and on action to be taken by the cotapeauthorities following such

official controls and other official activities.

4. In relation to the rules referred to in point ¢f Article 1(2), the delegated acts
referred to in paragraph 3 of this Article shail town rules on:

(a) the specific responsibilities and tasks of cbmpetent authorities, in addition to
those provided for in Articles 4, 8, 9, 10(1), I X3, 34(1) and (2), 36, and in
addition to Articles 25, 26, 28, 29, 30 and 32 fioe approval and supervision of
delegated bodies and to Articles 85 to 90 concegrafficial certification;

(b) additional requirements to those referred td\iticle 8(1) for risk assessment,
and for the establishment of the frequency of @ficontrols, and of sampling as
appropriate, taking into account the risk of thewstence of non-compliance;

(c) the minimum frequency of official controls opeyators as defined in point (d) of
Article 2 of Regulation (EC) No 834/2007, and tteses where and the conditions
under which certain such operators are to be exadrfpptm certain official controls;
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(d) additional methods and techniques for offi@ahtrols to those referred to in
Articles 13 and 33(1) to (5) and specific requiretseor the performance of official
controls aimed at ensuring the traceability of arggroducts at all stages of the
production, preparation and distribution, and abvmting assurances as to
compliance with the rules referred to in pointofj)Article 1(2);

(e) additional measures to those provided for itichkr 134(2) and (3) in case of
suspicion of non-compliance, additional criteriathose referred to in the second
subparagraph of Article 135(1), and additional meas to those provided for in
Article 135(2) and in paragraph 2 of this Article ¢case of the occurrence of non-
compliance; (f) additional requirements to thosevted for in point (f) of Article
4(1) in relation to the facilities and equipmentessary to carry out official controls
and specific and additional conditions and oblmyagi to those referred to in Articles
25, 26, 28, 29, and 30 to 32 for the delegatioroffitial control tasks and other
official activities to delegated bodies;

(g) additional reporting obligations to those rederto in articles 12, 28 and 31 for
the competent authorities, the control authorifies organic products], and the
delegated bodies in charge of official controls atiter official activities;

(h) specific criteria and conditions for the actisa and the functioning of the
mechanisms of administrative assistance providedifoTitle IV and for the
exchange of information concerning non-complianoesthe likelihood of non-
compliances between competent authorities, conaothorities [for organic
products] and delegated bodies;

(i) the specific circumstances and reasons for phesence of non-authorised
products or substances, and the specific critenid eonditions concerning the
establishment of the level above which productswimch such non-authorised
products or substances are present, shall not deetad as organic.

5. In relation to the rules referred to in poinj @ Article 1(2), the delegated acts
referred to in paragraph 3 of this Article shajl tbtown rules on:

(a) additional requirements, methods and technituésose referred to Articles 11
and 13 for official controls performed to verify ropliance with product
specifications and labelling requirements;

(b) additional methods and techniques to thoserrexfein Article 13 for the
performance of official controls aimed at ensurihg traceability of products falling
within the scope of the rules referred to in pdijt of Article 1(2) at all stages of
production, preparation and distribution, and abvpling assurances as to
compliance with those rules;

(c) specific additional criteria and specific adaiial content to those provided for in
Article 108, for the preparation of the relevanttpaof the multi-annual national
control plan provided for in Article 107(1), andesgfic additional content of the
report provided for in Article 112;

(d) specific criteria and conditions for the activa of the mechanisms of
administrative assistance provided for in Title IV;

(e) specific measures to be taken, in additiormése referred to in Article 135(2) in
case of non-compliance and of serious or recurrenticompliance.

6. Where appropriate, the delegated acts refewenh paragraphs 4 and 5 shall
derogate from the provisions of this Regulatiorenefd to in those paragraphs.
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Article 40
Entry into force

This Regulation shall enter into force on the twathtday following that of its publication in
the Official Journal of the European Union

This Regulation shall be binding in its entiretyatirectly applicable in all Member States.
Done at Brussels,

For the European Parliament For the Council
The President The President
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