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II

(Non-legislative acts)

REGULATIONS

COMMISSION DELEGATED REGULATION (EU) 2019/1974
of 17 May 2019

supplementing Regulation (EU) No 1295/2013 of the European Parliament and of the Council by
establishing additional qualitative and quantitative performance indicators

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) No 1295/2013 of the European Parliament and of the Council of 11 December 2013
establishing the Creative Europe Programme (2014 to 2020) and repealing Decisions No 1718/2006/EC, No 1855/2006/
EC and No 1041/2009/EC (!), and in particular Article 20 thereof,

Whereas:

(1) Regulation (EU) No 1295/2013, which established the Creative Europe Programme (‘the programme’), includes
specific provisions on the monitoring of the programme as well as a list of indicators to be used for the
measurement of its performance. However, shortcomings of the current framework impeded the proper
monitoring of the programme.

(2)  With regard to the programme’s configuration, whilst the general and specific objectives listed in Articles 3 and 4 of
Regulation (EU) No 1295/2013 apply uniformly to both sub-programmes as well as the cross-sectoral strand, the
seven priorities of the MEDIA sub-programme referred to in Article 9 and the six priorities of the Culture sub-
programme referred to in Article 12 duplicate specific objectives. Some priorities refer to the programme’s
objectives whilst others refer to the sub-programmes’ or actions’ objectives. As a result, the outputs cannot be
directly linked to the intermediary and final results.

(3)  In addition, the indicators referred to in Article 18(1) of Regulation (EU) No 1295/2013 do not allow a
comprehensive monitoring of the programme’s progress and performance towards the set objectives. Currently,
there are output and result indicators, but only a limited number of indicators could qualify as impact indicators.
Finally, there is a set of indicators for the assessment of the overall market performance which cannot be used for
the measurement of the programme’s performance.

(4)  There is a need for a comprehensive review of the programme’s performance monitoring framework, with the
introduction of additional qualitative and quantitative indicators. During the course of the mid-term external
evaluation of the programme the Commission developed new programme indicators, in the light of the experience
of the implementation of the programme so far.

(5)  The proposed set of indicators should constitute the framework for measuring the progress of the programme in the
achievement of its objectives. The new indicators should be used both for the regular monitoring of the programme
and for the final evaluation in accordance with Article 18(5) of Regulation (EU) No 1295/2013.

(6)  The performance of the programme should be measured at programme level, at sub-programme and at individual
scheme level for which the proposed new indicators have been designed. This should provide useful information
regarding the Cultural and Creative sectors of the programme, as well as the Cultural and Audiovisual sectors in
relation to the sub-programmes. Scheme-based indicators, on the other hand, should provide information on the
implementation of particular sub-programme schemes,

(') OJL 347,20.12.2013, p. 221.
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HAS ADOPTED THIS REGULATION:

Article 1
1. In addition to the indicators for the general objectives referred to in point (a) of Article 18(1) of Regulation (EU)
No 1295/2013, the following performance indicators shall also apply:
(@) the number of jobs generated by the programme in the Cultural and Creative sectors;

(b) the financial contribution of the Cultural and Creative sectors leveraged by the programme for the funded
projects;

(c) the number of people accessing European cultural and creative works generated by the programme, including,
where possible, works from countries other than their own;

(d) the number and share of audiovisual companies that report improved market position due to MEDIA sub-
programme support.

2. In addition to the indicators for the specific objectives referred to in point (b) of Article 18(1) of Regulation (EU)
No 1295/2013, the following performance indicators shall also apply:

(a) the number and scale of transnational partnerships created with the support of the programme, including the
country of origin of the beneficiary organisations;

(b) the number of cultural and creative activities organised transnationally with the Culture sub-programme’s
support;

(c) the number of participants in learning experiences and activities, supported by the programme, having
improved their competences and increased their employability (including the proportion of women);

(d) qualitative evidence of success stories in the field of artistic, business and technological innovation due to the
programme support;

(e) list of awards, nominations and prizes granted to audiovisual works supported by the MEDIA sub-programme
in the framework of the main major international festivals and national academies (including Berlinale,
Cannes, Oscars, European Film Awards).

3. In addition to the indicators for the specific objectives referred to in point (c) of Article 18(1) of Regulation (EU)
No 1295/2013, the following performance indicators shall also apply:

(a) the number of admissions in the Member States for films from other Member States, distributed in the Union
with the support of the programme;

(b) the share of admissions in the Member States for films from other Member States;

(c) the percentage of the Union audiovisual works in cinemas and on digital platforms supported by the
programme;

(d) the average number of non-national territories in which the supported titles or films and television works
have been distributed;

(e) the number of co-productions developed and created with the support of the programme, including the share
of co-productions with diverse partners;

(f) the proportion of audiovisual works supported by the MEDIA sub-programme, which are directed or written
by women.

4. In addition to the indicators for the specific objectives referred to in point (d) of Article 18(1) of Regulation (EU)
No 1295/2013, the following performance indicators shall also apply:

(a) the number of artists and cultural and creative professionals as well as general public, directly and indirectly
reached through projects supported by the Culture sub-programme;

(b) the number of supported project participants who report new or enhanced market or professional
opportunities;

(c) the number of projects supported by the programme addressed to disadvantaged groups, among others
people with a migrant background, people with disabilities and unemployed persons, especially unemployed
young people.

(d) the size (micro, small, medium-sized and large) of the organisations participating in the projects
(annual headcount and annual turnover or annual balance sheet);

() the number and relative share of small-scale and large-scale cooperation projects supported by the Culture
sub-programme;
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(f) the number of artists and cultural and creative professionals geographically mobile beyond national borders
due to the Culture sub-programme support, by country of origin and gender;

(2) the number of literary translations undertaken per year with the programme support;
(h) the number and percentage of translations from lesser-used languages supported by the programme;

(i) the number of books produced with the support of the programme.

Article 2

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

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 17 May 2019.

For the Commission
The President
Jean-Claude JUNCKER
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COMMISSION IMPLEMENTING REGULATION (EU) 2019/ 1975
of 31 October 2019

amending Implementing Regulation (EU) 2015/220 laying down rules for the application of Council
Regulation (EC) No 1217/2009 setting up a network for the collection of accountancy data on the
incomes and business operation of agricultural holdings in the European Union

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Council Regulation (EC) No 1217/2009 of 30 November 2009 setting up a network for the collection of
accountancy data on the incomes and business operation of agricultural holdings in the European Union ('), and in
particular the third subparagraph of Article 5(1), Articles 5a(2), 5b(7), 6(5) and 7(2), the third and fourth subparagraphs of
Article 8(3) and Article 19(3) thereof,

Whereas:

(1)  Due to the adoption of Regulation (EU) 2018/1091 of the European Parliament and of the Council (3 and
Commission Implementing Regulation (EU) 2018/1874 (}), which introduced the Integrated Farm Statistics (IFS),
the Union typology for agricultural holdings set out in Commission Implementing Regulation (EU) 2015/220 (%)
needs to be adapted.

(2)  The type of farming and the economic size of the holding is to be determined on the basis of an economic criterion.
It is appropriate to use the standard output referred to in Article 5b(2) of Regulation (EC) No 12172009 and to
introduce the concept of ‘standard output coefficient’ for that purpose. Those standard output coefficients need to
be established by product and in line with the list of variables of the IFS set out in Annex III of Regulation (EU)
2018/1091 and described in Annex I to Implementing Regulation (EU) 2018/1874 and a correspondence between
the variables of the IFS and the headings of the farm return of the Farm Accountancy Data Network (FADN) needs
to be established. The relevant products for which a standard output coefficient is required should be defined in
Implementing Regulation (EU) 2015/220 rather than in Regulation (EU) 2018/1091.

(3)  Articles 11 to 14 of Implementing Regulation (EU) 2015/220 set out detailed procedures in relation to the standard
fee. In order to facilitate the network operations of collection of accountancy data on the incomes and business
operation of agricultural holdings in the Union, the responsibilities in relation to due completion of the farm
returns and to the standard fee need to be clarified. In addition, in accordance with Article 19(2) of Regulation (EC)
No 12172009, it is appropriate to specify that costs in respect of the setting up and operation of the National
Committee, Regional Committees and liaison agencies are under the responsibility of the Member States.

(4)  In order to support earlier availability, completeness and increased quality of accountancy data submitted by
Member States, the deadlines for data transmission and the procedure in relation to the payment of the standard fee
have been reviewed by the Commission and consequently, there is a need to modify them. They are linked to the
timing of delivery and completeness of the FADN data delivered to the Commission.

() OJL 328,15.12.2009, p. 27.

() Regulation (EU) 2018/1091 of the European Parliament and of the Council of 18 July 2018 on integrated farm statistics and repealing
Regulations (EC) No 1166/2008 and (EU) No 1337/2011 (O] L 200, 7.8.2018, p. 1).

() Commission Implementing Regulation (EU) 2018/1874 of 29 November 2018 on the data to be provided for 2020 under Regulation
(EU) 2018/1091 of the European Parliament and of the Council on integrated farm statistics and repealing Regulations (EC) No
1166/2008 and (EU) No 1337/2011, as regards the list of variables and their description (OJ L 306, 30.11.2018, p. 14).

() Commission Implementing Regulation (EU) 2015/220 of 3 February 2015 laying down rules for the application of Council Regulation
(EC) No 1217/2009 setting up a network for the collection of accountancy data on the incomes and business operation of agricultural
holdings in the European Union (O] L 46, 19.2.2015, p. 1).
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(5)  Following the request of Czechia and Denmark to change the number of returning holdings and threshold of
economic size due to structural changes in agriculture, it is appropriate to allow those Member States to revise their
selection plans or threshold of economic size for the accounting year 2020 and to redistribute or adjust the number
of returning holdings accordingly.

(6)  Annex IV to Implementing Regulation (EU) 2015/220 provides the correspondence table linking Implementing
Regulation (EU) 2018/1874 and the FADN farm returns. In this annex, the terms ‘standard output’ and ‘standard
output coefficient’ should be defined. There is a need to align the correspondence table in that Annex to reflect the
definition of variables in Regulation (EU) 2018/1091 and Implementing Regulation (EU) 2018/1874.

(7)  In Annex VI to Implementing Regulation (EU) 2015/220, the principles for calculation of ‘standard output’ and
‘standard output coefficient’ should be defined. They should be calculated for each relevant product and for each
region by the Member States. In order to avoid potential errors and provide basis for reflection on a common
methodology, Member States should be required to submit their methodologyf(ies) for calculating their respective
standard output coefficients to the Commission.

(8)  Annex VI to Implementing Regulation (EU) 2015/220 sets out the form and layout of the accountancy data
contained in the farm returns. For the sake of clarity, that Annex should be adapted to reflect the abolition of the
sugar quota and the resulting changes to the notification obligations as set out in Commission Implementing
Regulation (EU) 2017/1185 (), the need to align the depreciation of ‘biological assets — plants’ to the international
accounting standards, the need to align the names of the standard output coefficients to the names used in
Implementing Regulation (EU) 2018/1874 and the new codes introduced by Regulation (EU) 20172393 of the
European Parliament and of the Council ().

(9)  Implementing Regulation (EU) 2015/220 should therefore be amended accordingly.
(10) Having regard to the nature of the amendments, this Regulation should apply as from the accounting year 2020.

(11) The measures provided for in this Regulation are in accordance with the opinion of the Committee for the Farm
Accountancy Data Network,

HAS ADOPTED THIS REGULATION:

Article 1

Implementing Regulation (EU) 2015/220 is amended as follows:

(1) Article 6 is replaced by the following:

‘Article 6

Standard output coefficient and total standard output of a holding

1. The method for the calculation to determine the standard output coefficient of each characteristic as referred to
in Article 5b(2) of Regulation (EC) No 1217/2009 and the procedure for collecting the corresponding data are set out
in Annexes IV and VI to this Regulation.

() Commission Implementing Regulation (EU) 2017/1185 of 20 April 2017 laying down rules for the application of Regulations (EU) No
1307/2013 and (EU) No 1308/2013 of the European Parliament and of the Council as regards notifications to the Commission of
information and documents and amending and repealing several Commission Regulations (O] L 171, 4.7.2017, p. 113).

(®) Regulation (EU) 2017/2393 of the European Parliament and of the Council of 13 December 2017 amending Regulations (EU) No
1305/2013 on support for rural development by the European Agricultural Fund for Rural Development (EAFRD), (EU) No
1306/2013 on the financing, management and monitoring of the common agricultural policy, (EU) No 1307/2013 establishing rules
for direct payments to farmers under support schemes within the framework of the common agricultural policy, (EU) No 1308/2013
establishing a common organisation of the markets in agricultural products and (EU) No 652/2014 laying down provisions for the
management of expenditure relating to the food chain, animal health and animal welfare, and relating to plant health and plant
reproductive material (O] L 350, 29.12.2017, p. 15).
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The standard output coefficient of the different characteristics of a holding as referred to in Article 5b(2) of Regulation
(EC) No 1217/2009 shall be determined for the crop and livestock variables listed in Part B.I of Annex IV to this
Regulation and for each geographical unit referred to in point 2(b) of Annex VI to this Regulation.

2. The total standard output of a holding shall be obtained by multiplying the standard output coefficient of each
crop and livestock variable by the number of corresponding units.’;

(2) in Article 11, the following second paragraph is added:

‘Accountancy offices and administrative departments carrying out duties of accountancy offices shall be responsible for
the due and timely completion of the farm returns so that they can be submitted by liaison agencies within the
deadlines referred to in Article 14(3) and (4) of this Regulation.’;

(3) in Article 13, the following third, fourth and fifth paragraphs are added:

‘The standard fee shall contribute to the costs of due completion of the farm returns and of improvements of data
delivery timings, processes, systems, procedures and overall quality of the farm returns, in particular by the
accountancy offices and by administrative departments carrying out duties of accountancy offices in this respect.

The standard fee paid to the Member States for the eligible number of duly completed farm returns transferred to the
Commission shall become the resources of the Member State and no longer of the Union.

Covering the costs in respect of the setting up and operation of the National Committee, Regional Committees and
liaison agencies shall be under the responsibility of the Member States.’;

(4) in Article 14(4), the first subparagraph is replaced by the following:

‘4. To the increase of the standard fee under points (a) and (b) of paragraph 3 may be added EUR 2 for the
accounting year 2018, EUR 5 for the accounting years 2019 and 2020 and EUR 10 from the accounting year 2021
where the accountancy data has been verified by the Commission in accordance with point (b) of the first paragraph
of Article 13 of this Regulation and is deemed duly completed in accordance with Article 8(2) of Regulation (EC) No
12172009, either at the moment of its submission to the Commission, or within 40 working days from the date on
which the Commission informed the submitting Member State that the submitted accountancy data is not duly
completed.’;

(5) Annexes [, II, IV, VI and VIIl are amended in accordance with the Annex to this Regulation.

Article 2

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

It shall apply from the accounting year 2020.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 31 October 2019.

For the Commission
The President
Jean-Claude JUNCKER



29.11.2019 Official Journal of the European Union L 308/7

ANNEX

Annexes [, II, IV, VI and VIII to Implementing Regulation (EU) 2015/220 are amended as follows:

(1) in Annex [, the entries related to Czechia and Denmark are replaced by the following:

‘Czechia 15000

Denmark 25000

(2) in Annex II, the entries related to Czechia and Denmark are replaced by the following:

745 CZECHIA 1282

370 DENMARK 1600’

(3) Annex IV is amended as follows:
(a) the following definitions are inserted before Part A:
‘The following definitions apply:

(a) Standard output (SO) is the standard value of gross production. The SO is used for classifying farms
according to the Union farm typology (in which the type of farming is defined by main production activities)
and for determining economic farm size.

(b) Standard output coefficient (SOC) is the average monetary value of gross production of each agricultural
variable referred to in Article 6(1), corresponding to the average situation in a given region, per unit of
production. SOCs are calculated at farm-gate price, in euro per hectare of crop or euro per head of livestock
(exceptions apply for mushrooms in euro per 100 m? poultry in euro per 100 heads and bees in euro per
hive). VAT, taxes and subsidies are not included in the farm-gate price. SOCs are updated at least every time a
European survey on the structure of agricultural holdings is conducted.

(c) Total SO of a holding is the sum of the individual production units of a specific holding multiplied by their
respective SOC/

(b) Parts A and B are replaced by the following:

‘A. PARTICULAR TYPES OF FARMING SPECIALISATION
The particular types of farming specialisation are defined by two features:
(a) The nature of the variables concerned

The variables refer to the list of variables surveyed in the 2020 census: they are indicated by using the codes
presented in the table of correspondence in Part B.I of this Annex or by a code regrouping several of those
variables as set out in Part B.II of this Annex ().

(b) The conditions determining the class limits
Unless otherwise indicated, these conditions are expressed as fractions of the total SO of the holding.

All conditions indicated for particular types of farming specialisation have to be met cumulatively in order for
the holding to be classified under the related particular type of farming specialisation.

(") The variables SO_CLNDO019 (Other root crops n.e.c.), SO_CLNDO37 (Plants harvested green from arable land), SO_CLND049 (Fallow
land), SO_CLNDO073_085 (Kitchen gardens and other UAA under glass or high accessible cover n.e.c.), SO_CLNDO51 (Pasture and
meadow, excluding rough grazing), SO_CLNDO052 (Rough grazings), SO_CLNDO053 (Permanent grassland no longer used for
production purposes and eligible for the payment of subsidies), SO_CLVS001 (Bovine animals less than 1 year old), SO_CLVS014
(Other sheep), SO_CLVS017 (Other goats) and SO_CLVS018 (Piglets, live weight of under 20 kg) are used only under certain
conditions (see point 5 of Annex VI).



Specialist holdings - crop products

Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
p p p p 1)
tions (D1) Condition 1 (C1) Condition 2 Condition 3
ondition (C2> (C})
1 Specialist field
crops
15 | Specialist cereals oil-
seeds and protein
crops
151 | Specialist cereals Cereals, excluding rice, P1>2/3 P15+P16+SO_CLN-|P151+P16+SO_CLN-
(other than rice), oil- | oilseeds, dried pulses D014 > 2/3 D014 > 2/3
seeds and protein and protein crops > 2/3
crops
152 | Specialist rice Rice > 2/3 P1>2/3 |P15+P16+SO_CLN-[SO_CLNDO13 > 23
D014 >2/3
153 | Cereals, oilseeds, pro- | Holdings meeting con- P1>2/3 |P15+P16+SO_CLN-
tein crops and rice | ditions C1 and C2, ex- D014 > 2/3
combined cluding holdings in
classes 151 and 152
16 | General field cropping
161 | Specialist root crops | Potatoes, sugarbeetand| P1>2/3 |P15+P16+SO_CLN-|P17 >2/3
other root crops n.e.c. D014 < 2/3
>2/[3
162 | Cereals, oilseeds, pro- | Cereals, oilseeds, dried P1>2/3 P15+P16+SO_CLN-|P15+ P16 + SO_CLN-

tein crops and root

crops combined

pulses protein crops
>1/3 AND roots > 1/3

D014 <2/3

D014 > 1/3 AND P17
>1/3

8/80¢ 1
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
P p p % (1) U
tions (D1) Condition 1 (C1) Condition 2 Condition 3
(C2) (C3)
163 | Specialist field vegeta- | Fresh vegetables (in- P1>2/3 |P15+P16+SO_CLN-|SO_CLNDO45 > 2/3
bles cluding melons) and D014 < 2/3
strawberries — Open
field > 2/3
164 | Specialist tobacco Tobacco > 2/3 P1>2/3 |P15+P16+SO_CLN-|SO_CLNDO032 > 2/3
D014 < 2[3
165 | Specialist cotton Cotton > 2/3 P1>2/3 P15+P16 +SO_CLN- |SO_CLNDO030 > 2/3
D014 < 23
166 | Various field crops | Holdings meeting con- P1>2/3 |P15+P16+SO_CLN-
combined ditions C1 and C2, ex- D014 < 2/3
cluding holdings in
classes 161, 162, 163,
164 and 165
2 Specialist horti-
culture
21 Specialist horti-cul-
ture indoor
211 | Specialist vegetables | Vegetables (including P2>2/3 |SO_CLNDO081 +SO_-|SO_CLNDO81 > 2/3
indoor melons) and strawber- CLND082 > 2/3
ries under glass or high
accessible cover > 2/3
212 | Specialist flowers and | Flowers and ornamen- P2>2/3 |SO_CLNDO81 +SO_-|SO_CLNDO082 > 2/3

ornamentals indoor

tal plants (excluding
nurseries) under glass or
high accessible cover
>2/[3

CLNDO082 > 2/3

610C1T6C
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
p p p P (1) u
tions (D1) Condition 1 (C1) Condition 2 Condition 3
ondition (CZ) (C})
213 |Mixed horticulture | Holdings meeting con- P2>2/3 |SO_CLNDO81 +SO_-
indoor specialist ditions C1 and C2, ex- CLNDO082 > 2/3
cluding those in classes
211 and 212
22 | Specialist horti-cul-
ture outdoor
221 | Specialist vegetables | Fresh vegetables (in- P2>2/3 |SO_CLNDO044 +SO_-|SO_CLND044 > 2/3
outdoor cluding melons) and CLNDO046 > 2/3
strawberries — Market
gardening > 2/3
222 | Specialist flowers and | Flowers and ornamen- P2>2/3 |SO_CLNDO044 +SO_-|SO_CLNDO046 > 2/3
ornamentals outdoor | tal plants (excluding CLNDO046 > 2/3
nurseries) > 2/3
223 |Mixed horticulture Holdings meeting con- P2>2/3 SO_CLNDO044 +SO_-
outdoor specialist ditions C1 and C2, ex- CLNDO046 > 2/3
cluding those in classes
221 and 222
23 | Other horticulture
231 | Specialist mushrooms | Mushrooms > 2/3 P2>2/3 |SO_CLNDO044 +SO_-|SO_CLND079 > 2/3
CLNDO046 < 2/3 AND
SO_CLNDO081 +SO_-
CLNDO082 < 2/3
232 | Specialist nurseries | Nurseries > 2/3 P2>2/3 |SO_CLNDO044 +SO_-|SO_CLNDO070 > 2/3

CLNDO046 < 2/3 AND
SO_CLNDO81 +SO _-
CLNDO0S2 < 2/3

01/80¢ 1
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
P p p % (1) U
tions (D1) Condition 1 (C1) Condition 2 Condition 3
ondition (€2) (C3)

233 | Various horticulture | Holdings meeting con- P2>2/3 |SO_CLNDO044+SO_-
ditions C1 and C2, ex- CLNDO046 < 2/3 AND
cluding those in classes SO_CLNDO081 +SO_-
231 and 232 CLNDO082 < 2/3

3 Specialist per-
manent crops
35 | Specialist vineyards

351 | Specialist quality wine | Grapes for wines with P3>2/3 |SO_CLND062>2/3 |SO_CLND064+SO_C-
protected designation LNDO065 > 2/3
of origin (PDO) and
grapes for wines with
protected geographical
indication (PGI) > 2/3

352 | Specialist wine other | Grapes for other wines P3>2/3 |SO_CLNDO062>2/3 |SO_CLND066 >2/3

than quality wine n.e.c. (without PDO/

PGI) > 2[3

353 | Specialist table grapes | Grapes for table use P3>2/3 |SO_CLND062>2/3 |SO_CLNDO67 >2/3
>2/[3

354 | Other vineyards Holdings meeting con- P3>2/3 |SO_CLND062>2/3
ditions C1 and C2, ex-
cluding those in classes
351, 352 and 353

36 |Specialist fruit and ci-

trus fruit

610C1T6C
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
P p p % (1) U
tions (D1) Condition 1 (C1) Condition 2 Condition 3
(C2) (C3)

361 |Specialist fruit (other |Fruit of temperate cli- P3>2/3 |SO_CLNDO55+ SO_CLNDO56_57 +§S-
than citrus, tropical | mate zones and berries SO_CLNDO061> 2/3 |O_CLNDO59 > 2/3
and subtropical fruits | (excluding strawber-
and nuts) ries) > 2/3

362 | Specialist citrus fruit | Citrus fruits > 2/3 P3>2/3 |SO_CLNDO55+ SO_CLNDO061> 2/3

SO_CLNDO061> 2/3
363 | Specialist nuts Nuts > 2/3 P3>2/3 SO_CLNDO055 +SO_- | SO_CLNDO060 > 2/3
CLNDO061> 2/3

364 | Specialist tropical and | Fruit from subtropical P3>2/3 |SO_CLNDO55+SO_-|SO_CLND058 > 2/3

subtropical fruits and tropical climate CLNDO061> 2/3
zones > 2/3

365 | Specialist fruits, citrus, | Holdings meeting con- P3>2/3 |SO_CLNDO55 +SO_-
tropical and subtropi- | ditions C1 and C2, ex- CLNDO061> 2/3
cal fruits and nuts: | cluding those in classes
mixed production 361,362,363 and 364

37  |Specialist olives
370 | Specialist olives Olives > 2/3 P3>2/3 |SO__CLNDO069 >2/3
38 Various permanent
crops combined
380 |Various permanent |Holdings meeting con- P3>2/3

crops combined

dition C1, excluding
those in classes 351 to
370
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Specialist holdings — Animal production

610C1T6C

Types of farming Methods for the calculation of particular types of farming specialisations
(* for better readability the six columns under this heading are reproduced in Part C of this Annex) IF (C1) AND (C2) AND (C3) THEN (S1)
Code of variables and conditions
Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
P p p P (S1)
tions (D1) Condition 1 (C1) Condition 2 Condition 3
(C2) (C3)
4 Specialist grazing
livestock

45 | Specialist dairying

450 | Specialist dairying Dairy cows > 3/4 of to-| P4>2[3 |SO_CLVS009+SO_C-
tal grazing livestock LVSO011 > 3/4 GL
AND grazing livestock AND GL > 1/10 P4

> 1/10 of grazing live-
stock and forage

46 | Specialist cattle —
rearing and fattening

460 |Specialist cattle — | All bovine (ie. bovine| P4>2/3 |P46>2/3 GL AND
rearing and fattening |animals less than 1 year SO_CLVS009+SO_C-

old, bovine animals 1 to LVSO011 < 1/10 GL

less than two years old AND GL > 1/10 P4

and bovine animals 2
years old and over
(male, heifers, dairy
cows, non-dairy cows
and buffalo cows))

> 2[3 of grazing live-
stock AND dairy cows
< 1/10 of grazing live-
stock AND

grazing livestock > 1/10
of grazing livestock and
forage
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
p p p P& (1) U
tions (D1) Condition 1 (C1) Condition 2 Condition 3
(C2) (C3)
47 | Cattle — dairying,
rearing and fattening
combined
470 | Cattle — dairying, All bovine > 2/3 of P4>2/3 |P46>2/3 GL AND
rearing and fattening | grazing livestock AND SO_CLVS009+SO_C-
combined dairy cows > 1/10 of LVS011 > 1/10 GL
grazing livestock AND AND GL > 1/10 P4;
grazing livestock > 1/10 excluding 450
of grazing livestock and
forage; excluding those
holdings in class 450
48 | Sheep,goatsand other
grazing livestock
481 | Specialist sheep Sheep > 2/3 of grazing P4>2/3  |Holdings meeting SO_CLVS012>2/3 GL
livestock AND grazing condition C1, exclud- | AND GL > 1/10 P4
livestock > 1/10 of ing those in classes
grazing livestock and 450, 460 and 470
forage
482 | Sheep and cattle All bovine > 1/3 of P4>2/3 |Holdings meeting P46 > 1/3 GL AND

combined

grazing livestock AND
sheep > 1/3 of grazing
livestock AND grazing
livestock > 1/10 of
grazing livestock and
forage

condition C1, exclud-
ing those in classes
450, 460 and 470

SO_CLVS012>1/3 GL
AND GL > 1/10 P4

¥1/80¢ 1
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
p p p % (1) U

tions (D1) Condition 1 (C1) Condition 2 Condition 3

ondition (CZ) (CB)

483  |Specialist goats Goats > 2/3 of grazing P4>2/3 |Holdings meeting SO_CLVS015>2/3 GL
livestock AND grazing condition C1, exclud- | AND GL > 1/10 P4
livestock > 1/10 of ing those in classes
grazing livestock and 450, 460 and 470
forage

484 |Various grazing live- |Holdings meeting con- P4>2/3 |Holdings meeting

stock ditions C1 and C2, ex- condition C1, exclud-
cluding those in 481, ing those in classes
482 and 483 450, 460 and 470
5 Specialist grani-
vores
51 Specialist pigs

511 |Specialist pig rearing |Breeding sows > 2/3 P5>2/3 |P51>2/3 SO_CLVS019 > 2/3

512 | Specialist pig fattening | Piglets and other pigs P5>2/3 |P51>2[3 SO_CLVS018 + SO_C-
>2[3 LVS020 > 2/3

513 |Pigrearing and fat- | Holdings meeting con- P5>2/3 |P51>2[3

tening combined ditions C1 and C2, ex-
cluding those in classes
511 and 512
52 | Specialist poultry
521 | Specialist laying hens | Laying hens > 2/3 P5>2/3 |P52>2[3 SO_CLVS022 > 2/3

610C1T6C
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations

IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular Descrinti Description of the (ref. Part B of this Annex)
General Description Principal Description specialisa- escription calculation
p p p % (1) U
tions (D1) Condition 1 (C1) Condition 2 Condition 3
(C2) (C3)

522 | Specialist poultry- Broilers and other P5>2/3 |P52>2/3 SO_CLVS021 + SO_C-
meat poultry > 2/3 LVS023 > 2/3

523 | Laying hens and Holdings meeting con- P5>2/3 |P52>2/3
poultry-meat com- | ditions C1 and C2, ex-
bined cluding those in classes

521 and 522
53 Various granivores
combined
530 |Various granivores | Holdings meeting con- P5>2/3

combined

dition C1, excluding
those in classes 511 to
523

91/80¢ 1
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Mixed holdings

Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Particu- Code of variables and conditions
Princi- lar Description Description of the (ref. Part B of this Annex)
General Description | Description specia- 1 calculation ~ ~ —
pa lisa- (S1) (D1) Condition 1 Condition 2 Condition 3
tions (€1) (€2 (C3)
6 Mixed cropping
61 Mixed cropping
611 Horticulture and Horticulture > 1/3 (P1+P2+P3) | P2>1/3 AND P3
permanent crops AND permanent >2[3AND | >1/3
combined crops > 1/3 P1<2/3
AND P2
< 2/3 AND
P3 <23
612 Field crops and General cropping (P1+P2+P3) | P1>1/3 ANDP2
horticulture com- > 1/3 AND horticul- >2[3AND | >1/3
bined ture > 1/3 P1<2/3
AND P2
< 2/3 AND
P3<2/3
613 Field crops and vi- General cropping (P1+P2+P3) | P1>1/3 AND
neyards combined >1/3 AND vineyards | >2/3 AND | SO_CLNDO062>1/3
>1/3 P1 <23
AND P2
< 2/3 AND
P3 <23
614 Field crops and per- | General cropping (P1+P2+P3) | P1>1/3 ANDP3
manent crops com- | > 1/3 AND perma- >2[3AND | >1/3 AND
bined nentcrops>1/3 AND P1<2/3 SO_CLNDO062
vines < 1/3 AND P2 <1/3
< 2/3 AND
P3 <23
615 Mixed cropping, General cropping (P1+P2+P3) | P1>1/3 ANDP2
mainly field crops >1/3 AND no other >2/3AND | <1/3ANDP3<1/3
activity > 1/3 P1<2/3
AND P2
< 2/3 AND
P3 <23
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations

IF (C1) AND (C2) AND (C3) THEN (S1)

Particu- Code of variables and conditions
Princi lar Descripti Description of the (ref. Part B of this Annex)
General Description r1n1c1— Description specia- escgllp ton calculation
pa lisa- (S1) (D1) Condition 1 Condition 2 Condition 3
tions (€1) (€2) (@3)
616 Other mixed crop- | Holdings meeting (P1+P2+P3)
ping conditionsClandC2, | >2/3 AND
excluding holdings in P1<2/3
classes 611,612,613, AND P2
614 and 615 <2/3 AND
P3 <23
7 Mixed livestock
73 Mixed livestock,
mainly grazing live-
stock
731 Mixed livestock, Bovine, dairying>1/3 | P4+P5>2/3 | P4>P5 P45 >1/3 GL AND
mainly dairying of grazing livestock AND P4 SO_CLVS009+SO_C-
AND dairycows>1/2 | < 2/3; P5 LVSO11 > 1/2 P45
of dairying bovine <2/3
732 Mixed livestock, Holdings meeting P4+P5>2[3 | P4>P5
mainly non-dairy- conditions C1 and C2, AND P4
ing grazinglivestock | excluding holdingsin | < 2/3 AND
class 731 P5<2/3
74 Mixed livestock,
mainly granivores
741 Mixed livestock: Bovine, dairying>1/3 | P4+P5>2/3 | P4<P5 P45>1/3 GL AND P5
granivores and of grazing livestock AND P4 >1/3 AND
dairying AND granivores>1/3 | < 2/3 AND SO_CLVS009+SO_C-
ANDdairycows>1/2 |  P5<2/3 LVSO11 > 1/2 P45

of bovine, dairying

81/80¢ 1
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations

IF (C1) AND (C2) AND (C3) THEN (S1)

Particu- Code of variables and conditions
Princi- lar Description Description of the (ref. Part B of this Annex)
General Description Description specia- P calculation
pal lisa- (S1) (D1) Condition 1 Condition 2 Condition 3
tions (€1) (€2) (@3)
742 Mixed livestock: Holdings meeting P4+P5>2[3 | P4<P5
granivores and non- | conditionsC1and C2, AND P4
dairying grazing li- | excluding holdingsin | =< 2/3 AND
vestock class 741 P5<2/3
8 Mixed crops -
livestock
83 Field crops—grazing
livestock combined
831 Field crops com- Bovine, dairying>1/3 | Holdings not | P1>1/3 AND P4 P45 >1/3 GL AND
bined with dairying | of grazing livestock includedin | >1/3 SO_CLVS009+SO_C-
AND dairy classes LVSO11 > 1/2 P45
cows + buffalo 151-742and AND P45 <P1
cows> 1/2 of bovine, 999
dairying AND bovine,
dairying < general
cropping
832 Dairying combined | Bovine,dairying>1/3 | Holdings not | P1>1/3 AND P4 P45 >1/3 GL AND
with field crops of grazing livestock includedin | >1/3 SO_CLVS009+SO_C-
AND dairy classes LVS011 > 1/2 P45
cows + buffalo 151-742 and AND P45 > P1
cows> 1/2 of bovine, 999
dairying AND bovine,
dairying > general
cropping
833 Field crops com- General cropping > Holdings not | P1>1/3 AND P4 P1 > P4; excluding
bined with non- grazing livestock and | includedin | >1/3 831
dairying grazing li- | forage, excluding classes
vestock holdings in class 831 | 151-742and
999
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Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Particu- Code of variables and conditions
Princi- lar Description Description of the (ref. Part B of this Annex)
General Description Description specia- P calculation
pal lisa- (S1) (D1) Condition 1 Condition 2 Condition 3
tions (€1) (€2) (@3)
834 | Non-dairying graz- | Holdings meeting Holdings not | P1>1/3 AND P4
ing livestock com- conditionsClandC2, | includedin | >1/3
bined with field excluding holdings in classes
crops classes 831, 832 and | 151-742and
833 999
84 Various crops and
livestock combined
841 Field crops and General cropping Holdings not | Holdings meeting P1>1/3ANDP5>1/3
granivores com- >1/3 ANDgranivores | includedin | condition C1, ex-
bined >1/3 classes cluding holdings in
151-742and | classes 831, 832,
999 833 and 834
842 Permanent crops Permanent crops Holdings not | Holdings meeting P3>1/3ANDP4>1/3
and grazing live- > 1/3 AND grazing includedin | condition C1, ex-
stock combined livestock and forage classes cluding holdings in
>1/3 151-742and | classes 831, 832,
999 833 and 834
843 Apiculture Bees > 2/3 Holdings not | Holdings meeting SO_CLVS030 > 2/3
includedin | condition C1, ex-
classes cluding holdings in
151-742and | classes 831, 832,
999 833 and 834
844 | Variousmixedcrops | Holdings meeting Holdings not | Holdings meeting

and livestock

conditions C1and C2,
excluding holdings in
classes 841, 842 and
843

included in
classes
151-742 and
999

condition C1, ex-
cluding holdings in
classes 831, 832,
833 and 834
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Non-classified holdings

Types of farming

(* for better readability the six columns under this heading are reproduced in Part C of this Annex)

Methods for the calculation of particular types of farming specialisations
IF (C1) AND (C2) AND (C3) THEN (S1)

Code of variables and conditions

Particular - - (ref. Part B of this Annex)
General Description Principal Description specialisa- Desc;llptwn Descriptllo Itl of the
tions (S1) calculaion . Condition 2 Condition 3
Condition 1 (C1) (€2) (©3)
9 Non-classified
holdings
99  [Non-classified hold-
ings
999 | Non-classified hold- |Total SO =0

ings

610C1T6C
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B. TABLE OF CORRESPONDENCE AND REGROUPING CODES

. Correspondence between the headings of the 2020 Union survey on integrated farm statistics (IFS 2020’) referred to in Implementing Regulation (EU) 2018/1874, the
headings to be collected for the SOC 2017 and the farm return of the FADN

Equivalent headings for the application of SOCs

IFS 2020 (Implementing Regulation (EU) . FADN farm return
IES code 2018/1874) SOC code 2017 SOC heading (Annex VIII to this Regulation)
I. Crops
CLNDO004 Common wheat and spelt SOC_CLNDO004 Common wheat and spelt 10110. Common wheat and spelt
CLNDO005 Durum wheat SOC_CLNDO005 Durum wheat 10120. Durum wheat
CLNDO006 Rye and winter cereal mixtures (ma- | SOC_CLNDO006 Rye and winter cereal mixtures (ma- | 10130. Rye and winter cereal mixtures
slin) slin) (maslin)
CLND007 Barley SOC_CLNDO007 Barley 10140. Barley
CLNDO008 Oats and spring cereal mixtures (mixed | SOC_CLND008 Oats and spring cereal mixtures (mixed | 10150. Oats and spring cereal mixtures
grain other than maslin) grain other than maslin) (mixed grain other than maslin)
CLNDO009 Grain maize and corn-cob mix SOC_CLNDO009 Grain maize and corn-cob mix 10160. Grain maize and corn-cob mix
CLNDO10 Triticale SOC_CLNDO010_011_012 Triticale, sorghum and other cereals n. | 10190. Triticale, sorghum and other
CLNDO11 Sorghum e.c. (buckwheat, millet, canary seed, cereals n.e.c. (buckwheat, mill-
CLNDO012 Other cereals n.e.c. (buckwheat, millet, can- etc)) et, canary seed, etc.)
ary seed, etc.) ’ ’ S
CLNDO13 Rice SOC_CLNDO13 Rice 10170. Rice
CLNDO14 Dry pulses and protein crops for the | SOC_CLNDO014 Dry pulses and protein crops for the | 10210. Field peas, beans and sweet lu-
production of grain (including seed production of grain (including seed pins
and mixtures of cereals and pulses) and mixtures of cereals and pulses) 10220. Lentils, chickpeas and vetches
10290. Other protein crops
CLNDO15 Field peas, beans and sweet lupins SOC_CLNDO15 Field peas, beans and sweet lupins 10210. Field peas, beans and sweet lu-
pins
CLNDO17 Potatoes (including seed potatoes) SOC_CLNDO17 Potatoes (including seed potatoes) 10300. Potatoes (including early pota-

toes and seed potatoes)
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Equivalent headings for the application of SOCs

IFS 2020 (Implementing Regulation (EU)

FADN farm return

IS code 2018/1874) SOC code 2017 SOC heading (Annex VIII to this Regulation)
CLNDO18 Sugar beet (excluding seed) SOC_CLNDO18 Sugar beet (excluding seed) 10400. Sugar beet (excluding seed)
CLNDO019 Other root crops n.e.c. SOC_CLNDO19 Other root crops n.e.c. 10500. Other root crops n.e.c.
CLNDO022 Rape and turnip rape seeds SOC_CLNDO022 Rape and turnip rape seeds 10604. Rape and turnip rape seeds
CLNDO023 Sunflower seed SOC_CLNDO023 Sunflower seed 10605. Sunflower seed
CLNDO024 Soya SOC_CLNDO024 Soya 10606. Soya
CLNDO025 Linseed (oil flax) SOC_CLNDO025 Linseed (oil flax) 10607. Linseed (oil flax)

CLNDO026 Other oilseed crops n.e.c. SOC_CLNDO026 Other oilseed crops n.e.c. 10608. Other oil seed crops n.e.c
CLNDO028 Fibre flax SOC_CLNDO028 Fibre flax 10609. Fibre flax
CLNDO029 Hemp SOC_CLNDO029 Hemp 10610. Hemp
CLNDO030 Cotton SOC_CLNDO030 Cotton 10603. Cotton
CLNDO31 Other fibre crops n.e.c. SOC_CLNDO031 Other fibre crops n.e.c. 10611. Other fibre crops n.e.c
CLNDO032 Tobacco SOC_CLNDO032 Tobacco 10601. Tobacco
CLNDO033 Hops SOC_CLNDO033 Hops 10602. Hops
CLNDO034 Aromatic, medicinal and culinary SOC_CLNDO034 Aromatic, medicinal and culinary 10612. Aromatic, medicinal and cu-
plants plants linary plants
CLNDO035 Energy crops n.e.c. SOC_CLNDO035 036 Energy and other industrial crops n.e.c. | 10613. Sugar cane
CLNDO036 Other industrial crops n.e.c. 10690. Energy and other industrial crops n.
ec.
CLNDO037 Plants harvested green from arable SOC_CLNDO037 Plants harvested green from arable
land land
CLNDO38 Temporary grasses and grazings SOC_CLNDO038 Temporary grasses and grazings 10910. Temporary grasses and graz-
ings
CLNDO039 Leguminous plants harvested green | SOC_CLNDO039 Leguminous plants harvested green | 10922. Leguminous plants harvested
green
CLNDO040 Green maize SOC_CLNDO040 Green maize 10921. Green maize
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Equivalent headings for the application of SOCs

IFS 2020 (Implementing Regulation (EU)

FADN farm return

IS code 2018/1874) SOC code 2017 SOC heading (Annex VIII to this Regulation)
CLNDO041 Other cereals harvested green (ex- SOC_CLNDO041_042 Other plants and cereals (excluding | 10923. Other plants and cereals (ex-
CLNDO042 cluding green maize) Other plants maize) harvested green n.e.c. cluding green maize) harvested

harvested green from arable land n.e.c. green n.e.c.
CLNDO043 Fresh vegetables (including melons) | SOC_CLNDO043 Fresh vegetables (including melons)
and strawberries and strawberries — outdoor
CLNDO044 Fresh vegetables (including melons) | SOC_CLNDO044 Fresh vegetables (including melons) | 10712. Fresh vegetables (including
and strawberries — Market gardening and strawberries — Market gardening melons) and strawberries —
Market gardening
CLNDO045 Fresh vegetables (including melons) | SOC_CLNDO045 Fresh vegetables (including melons) | 10711. Fresh vegetables (including
and strawberries — Open field and strawberries — Open field melons) and strawberries —
Open field
CLNDO046 Flowers and ornamental plants (ex- | SOC_CLNDO046 Flowers and ornamental plants (ex- | 10810. Flowers and ornamental plants
cluding nurseries) cluding nurseries) - outdoor (excluding nurseries)
CLNDO047 Seeds and seedlings SOC_CLNDO047 Seeds and seedlings 11000. Arable land seed and seedlings
CLND048 Other arable land crops n.e.c. SOC_CLNDO048_083 Other arable land crops n.e.c. includ- | 11100. Other arable land crops n.e.c.
CLNDO83 Other arable land crops under glass or high ing under glass or high accessible cover including under glass or high
accessible cover accessible cover
CLNDO049 Fallow land SOC_CLNDO049 Fallow land 11200. Fallow land
CLNDO050 Permanent grassland SOC_CLNDO050 Permanent grassland
CLNDO51 Pasture and meadow, excluding rough | SOC_CLNDO051 Pasture and meadow, excluding rough | 30100. Pasture and meadow, excluding
grazings grazings rough grazings
CLNDO52 Rough grazings SOC_CLNDO052 Rough grazings 30200. Rough grazings
CLNDO53 Permanent grassland no longer used | SOC_CLNDO053 Permanent grassland no longer used | 30300. Permanent grassland no longer
for production purposes and eligible for production purposes and eligible used for production purposes
for the payment of subsidies for the payment of subsidies and eligible for the payment of
subsidies
CLNDO55 Fruits, berries and nuts (excluding ci- | SOC_CLNDO55 Fruits, berries and nuts (excluding ci-

trus fruits, grapes and strawberries)

trus fruits, grapes and strawberries)
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Equivalent headings for the application of SOCs

IFS 2020 (Implementing Regulation (EU)

FADN farm return

IS code 2018/1874) SOC code 2017 SOC heading (Annex VIII to this Regulation)
SOC_CLNDO056_057 Fruit of temperate climate zones
CLNDO56 Pome fruits SOC_CLNDO056 Pome fruits 40101. Pome fruits
CLNDO57 Stone fruits SOC_CLNDO57 Stone fruits 40102. Stone fruits
CLNDO58 Fruits from subtropical and tropical | SOC_CLNDO058 Fruits from subtropical and tropical | 40115. Fruits from subtropical and
climate zones climate zones tropical climate zones
CLNDO059 Berries (excluding strawberries) SOC_CLNDO059 Berries (excluding strawberries) 40120. Berries (excluding strawberries)
CLNDO060 Nuts SOC_CLNDO060 Nuts 40130. Nuts
CLNDO061 Citrus fruits SOC_CLNDO61 Citrus fruits 40200. Citrus fruits
CLNDO062 Grapes SOC_CLNDO062 Grapes
CLNDO063 Grapes for wines SOC_CLNDO063 Grapes for wines
CLNDO64 Grapes for wines with protected des- | SOC_CLNDO064 Grapes for wines with protected des- | 40411. Wine with protected designa-
ignation of origin (PDO) ignation of origin (PDO) tion of origin (PDO) 40451.
Grapes for wines with pro-
tected designation of origin
(PDO)
CLNDO65 Grapes for wines with protected geo- | SOC_CLNDO065 Grapes for wines with protected geo- | 40412. Wine with protected geogra-
graphical indication (PGI) graphical indication (PGI) phical indication (PGI)
40452. Grapes for wines with protected
geographical indication (PGI)
CLNDO066 Grapes for other wines n.e.c. (without | SOC_CLNDO066 Grapes for other wines n.e.c. (without | 40420. Other wines
PDO/PGI) PDO/PGI) 40460. Grapes for other wines
CLNDO67 Grapes for table use SOC_CLNDO067 Grapes for table use 40430. Grapes for table use
CLNDO068 Grapes for raisins SOC_CLND068 Grapes for raisins 40440. Grapes for raisins
CLNDO069 Olives SOC_CLNDO069 Olives

SOC_CLNDO69A

Normally producing table olives

40310. Table olives
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Equivalent headings for the application of SOCs

IFS 2020 (Implementing Regulation (EU)

FADN farm return

IS code 2018/1874) SOC code 2017 SOC heading (Annex VIII to this Regulation)
SOC_CLNDO069B Normally producing olives for oil 40320. Olives for oil production (sold
production in the form of fruit) 40330.
Olive oil

CLNDO070 Nurseries SOC_CLNDO070 Nurseries 40500. Nurseries

CLNDO71 Other permanent crops including SOC_CLNDO071 Other permanent crops 40600. Other permanent crops
other permanent crops for human
consumption

CLNDO072 Christmas trees SOC_CLNDO072 Christmas trees 40610. Christmas trees

CLNDO073 Kitchen gardens SOC_CLNDO73_085 Kitchen gardens and other UAA under | 20000. Kitchen gardens

CLNDO085 Other UAA under glass or high accessible glass or high accessible cover n.e.c.
cover n.e.c.

CLNDO079 Cultivated mushrooms SOC_CLNDO079 Cultivated mushrooms 60000. Cultivated mushrooms

CLNDO081 Vegetables (including melons) and SOC_CLNDO081 Vegetables (including melons) and 10720. Vegetables (including melons)
strawberries under glass or high ac- strawberries under glass or high ac- and strawberries under glass or
cessible cover cessible cover high accessible cover

CLNDO082 Flowers and ornamental plants (ex- | SOC_CLNDO082 Flowers and ornamental plants (ex- | 10820. Flowers and ornamental plants
cluding nurseries) under glass or high cluding nurseries) under glass or high (excluding nurseries) under
accessible cover accessible cover glass or high accessible cover

CLNDO084 Permanent crops under glass or high | SOC_CLND084 Permanent crops under glass or high | 40700. Permanent crops under glass or
accessible cover accessible cover high accessible cover

II. Livestock

CLVS001 Bovine animals less than 1 year old | SOC_CLVS001 Bovine animals less than 1 year old | 210. Bovine animals less than 1 year old

CLVS003 Male bovine animals, 1 to less than 2 | SOC_CLVS003 Male bovine animals, 1 to less than 2 | 220.Male bovine animals, 1 to less than
years old years old 2 years old

CLVS004 Heifers, 1 to less than 2 years old SOC_CLVS004 Heifers, 1 to less than 2 years old 230. Heifers, 1 to less than 2 years old

CLVS005 Male bovine animals, 2 years old and | SOC_CLVS005 Male bovine animals, 2 years old and | 240. Male bovine animals, 2 years old
over over and over

CLVS007 Heifers, 2 years old and over SOC_CLVS007 Heifers, 2 years old and over 251. Breeding heifers

252. Heifers for fattening
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Equivalent headings for the application of SOCs

IFS 2020 (Implementing Regulation (EU)

FADN farm return

IS code 2018/1874) SOC code 2017 SOC heading (Annex VIII to this Regulation)
CLVS008 Cows SOC_CLVS008 Cows
CLVS009 Dairy cows SOC_CLVS009 Dairy cows 261. Dairy cows
CLVS010 Non-dairy cows SOC_CLVS010 Non-dairy cows 269. Non-dairy cows
CLVSO011 Buffalo-cows SOC_CLVS011 Buffalo-cows 262. Buffalo dairy cows
CLVS012 Sheep (all ages) SOC_CLVS012 Sheep (all ages)
CLVS013 Breeding female sheep SOC_CLVS013 Breeding female sheep 311. Breeding female sheep
CLVS014 Other sheep SOC_CLVS014 Other sheep 319. Other sheep
CLVSO015 Goats (all ages) SOC_CLVS015 Goats (all ages)
CLVS016 Breeding female goats SOC_CLVS016 Breeding female goats 321. Breeding female goats
CLVS017 Other goats SOC_CLVS017 Other goats 329. Other goats
CLVS018 Piglets, live weight of under 20 kg SOC_CLVS018 Piglets, live weight of under 20 kg 410. Piglets, live weight of under 20 kg
CLVS019 Breeding sows, live weight 50 kg and | SOC_CLVS019 Breeding sows, live weight 50 kg and | 420. Breeding sows, live weight 50 kg
over over and over
CLVS020 Other pigs SOC_CLVS020 Other pigs 491. Pigs for fattening
499. Other pigs
CLVS021 Broilers SOC_CLVS021 Broilers 510. Poultry — broilers
CLVS022 Laying hens SOC_CLVS022 Laying hens 520. Laying hens
CLVS023 Other poultry SOC_CLVS023 Other poultry 530. Other poultry
CLVS029 Breeding female rabbits SOC_CLVS029 Breeding female rabbits 610. Breeding female rabbits
CLVS030 Bees SOC_CLVS030 Bees 700. Bees
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II. Codes regrouping several variables included in IFS 2020:

P45. Bovine, dairying = SO_CLVS001 (Bovine animals less than 1 year old) + SO_CLVS004 (Heifers, 1 to less
than 2 years old) + SO_CLVS007 (Heifers 2 years old and over) + SO_CLVS009 (Dairy
cows) + SO_CLVS011 (Buffalo-cows)

P46. Bovine = P45 (Bovine, dairying) + SO_CLVS003 (Male bovine animals, 1 to less than 2 years
old) + SO_CLVS005 (Male bovine animals, 2 years old and over) + SO_CLVS010 (Non-dairy cows)

GL  Grazing livestock = P46 (Bovine) + SO_CLVS013 (Breeding female sheep) + SO_CLVS014 (Other
sheep) + SO_CLVS016 (Breeding female goats) + SO_CLVS017 (Other goats)

If GL = 0 THEN

FCP1 Forage for sale = SO_CLNDO19 (Other root crops n.e.c) + SO_CLNDO37 (Plants harvested
green from arable land) + SO_CLNDO51 (Pasture and meadow, excluding rough
grazings) + SO_CLNDO052 (Rough grazings)

AND
FCP4 Forage for grazing livestock = 0
AND

P17 Roots = SO_CLNDO17 (Potatoes (including seed potatoes)) + SO_CLNDO18 (Sugar beet
(excluding seed)) + SO_CLNDO19 (Other root crops n.e.c)

If GL > 0 THEN
FCP1 Forage for sale = 0
AND

FCP4 Forage for grazing livestock = SO_CLNDO19 (Other root crops n.e.c) + SO_CLNDO037
(Plants harvested green from arable land) + SO_CLNDO51 (Pasture and meadow, excluding
rough grazings) + SO_CLNDO052 (Rough grazings)

AND

P17 Roots = SO_CLNDO17 (Potatoes (including seed potatoes)) + SO_CLNDO18 (Sugar beet
(excluding seed))

P151. Cereals excluding rice = SO_CLND004 (Common wheat and spelt) + SO_CLNDO05 (Durum
wheat) + SO_CLNDO006 (Rye and winter cereal mixtures (maslin) + SO_CLNDOO7
(Barley) + SO_CLNDOO08 (Oats and spring cereal mixtures (mixed grain other than
maslin)) + SO_CLNDO009 (Grain maize and corn-cob mix) + SO_CLNDO010_011_012 (Triticale,
sorghum and other cereals n.e.c. (buckwheat, millet, canary seed, etc.))

P15. Cereals = P151 (cereals without rice) + SO_CLNDO13 (Rice)

P16. Oilseeds = SO_CLNDO022 (Rape and turnip rape seeds) + SO_CLNDO23 (Sunflower
seed) + SO_CLNDO024 (Soya) + SO_CLNDO025 (Linseed (oilflax)) + SO_CLNDO026 (Other oilseed crops
n.e.c.)

P51. Pigs = SO_CLVSO018 (Piglets, live weight of under 20 kg) + SO_CLVS019 (Breeding sows, live weight 50
kg and over) + SO_CLVS020 (Other pigs)

P52. Poultry = SO_CLVS021 (Broilers) + SO_CLVS022 (Laying hens) + SO_CLVS023 (Other poultry)

P1.  General cropping = P15 (Cereals) + SO_CLNDO14 (Dry pulses and protein crops for the production of
grain (including seed and mixtures of cereals and pulses)) + SO_CLNDO17 (Potatoes (including seed
potatoes)) + SO_CLNDO18 (Sugar beet (excluding seed)) + SO_CLNDO032 (Tobacco) + SO_CLNDO033
(Hops) + SO_CLNDO030 (Cotton) + P16 (oilseeds) + SO_CLNDO28 (Fibre flax) + SO_CLNDO029
(Hemp) + SO_CLNDO31 (Other fibre crops n.e.c.) + SO_CLNDO034 (Aromatic, medicinal and culinary
plants) + SO_CLNDO035_036 (Energy and other industrial crops n.e.c) + SO_CLNDO045 (Fresh
vegetables (including melons) and strawberries — Open field)) + SO_CLNDO047 (Seeds and
seedlings) + SO_CLNDO048_083 (Other arable land crops n.e.c, including under glass or high
accessible cover) + SO_CLNDO049 (Fallow land) + FCP1 (Forage for sale)
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P2.  Horticulture = SO_CLNDO044 (Fresh vegetables (including melons) and strawberries — Market
gardening)) + SO_CLNDO81 (Vegetables (including melons) and strawberries under glass or high
accessible cover) + SO_CLNDO046 (Flowers and ornamental plants (excluding nurseries) + SO_CLND082
(Flowers and ornamental plants (excluding nurseries) under glass or high accessible
cover) + SO_CLNDO079 (Cultivated mushrooms) + SO_CLNDO070 (Nurseries)

P3.  Permanent crops = SO_CLNDO55 (Fruits, berries and nuts (excluding citrus fruits, grapes and
strawberries)) + SO _CLNDO061 (Citrus fruits) + SO_CLND069 (Olives) + SO _CLNDO062
(Grapes) + SO_CLNDO071 (Other permanent crops) + SO_CLNDO084 (Permanent crops under glass)

P4.  Grazing livestock and forage = GL (Grazing livestock) + FCP4 (Forage for grazing livestock)
P5.  Granivores = P51 (Pigs) + P52 (Poultry) + SO_CLVS029 (Breeding female rabbits)’;

(4) Annex VIis replaced by the following:

‘ANNEX VI
STANDARD OUTPUT COEFFICIENTS (SOCs) REFERRED TO IN ARTICLE 6

1. DEFINITION AND PRINCIPLES FOR CALCULATION OF SOCs

(a) The standard output (SO), standard output coefficient (SOC) and total SO of a holding are defined as laid down
in Annex IV of this Regulation.

(b) Production period
The SOCs correspond to a production period of 12 months.

For crop products and livestock products for which the period of production is less than or exceeds 12 months,
a SOC corresponding to growth or production in a 12-month period is calculated.

(c) Basic data and reference period

The SOCs are determined on the basis of the production per unit and the farm-gate price referred to in the
definition of SOC in Annex IV. To this end, the basic data are collected in the Member States for a reference
period defined in Article 4 of Commission Delegated Regulation (EU) No 1198/2014 (¥).

(d) Units
(1) Physical units:
(@) The SOCs for crop variables are determined on the basis of area expressed in hectares.

(b) For mushrooms, the SOCs are determined on the basis of gross output for all the annual successive
harvests and are expressed per 100 m2 of area under crops. For their use in the context of the FADN,
such SOCs for mushrooms are divided by the number of annual successive harvests, which is to be
communicated to the Commission pursuant to Article 8 of this Regulation.

(c) The SOCs relating to livestock variables are determined by head.

(d) Exceptions apply for poultry, for which SOC are determined in terms of 100 heads, and for bees, for
which they are determined by hive.

(2) Monetary units and rounding:

The basic data for determining the SOCs and the calculated SOs are established in EUR. For the Member
States not taking part in the Economic and Monetary Union, the SOCs are converted into EUR using the
average exchange rates for the reference period as defined in point 1(c) of this Annex. These average
exchange rates are calculated based on the official exchange rates published by the Commission (Eurostat).

The SOCs may be rounded to the nearest EUR 5 where appropriate.

2. BREAKDOWN OF SOCs
(a) By crop and livestock variables

The SOCs are determined for all the agricultural variables corresponding to the headings for the application of
SOCs listed in Table B.I in Annex IV of this Regulation.
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(b) Geographical breakdown

— The SOCs are determined at least on the basis of geographical units which are usable for the IFS and for the
FADN. These geographical units are all based on the general Nomenclature of Territorial Units for Statistics
(NUTS) as defined in Regulation (EC) No 1059/2003 of the European Parliament and of the Council (**).
These units are described as a regrouping of NUTS 3 regions. Areas with natural constraints are not
considered as a geographical unit.

— No SOC is determined for variables which are not relevant in the region concerned.

3. COLLECTION OF DATA FOR DETERMINING SOCs

(@) The basic data for determining SOCs are renewed at least each time a European survey on the structure of
agricultural holdings is carried out in the form of a census as referred to in Article 5 of Regulation (EU)
2018/1091.

(b) When the IFS may be carried out as sample survey as referred to in Article 5 of Regulation (EU) 2018/1091, the
updating of the SOCs shall be carried out:

(i) either by renewing the basic data in a manner similar to that specified in point (a),

(i) or by applying a coefficient of change whereby SOCs are updated to take account of changes, as estimated
by the Member State, in quantities produced per unit and in prices with respect to each variable and
region, that have occurred since the last reference period, as referred to in Article 4 of Delegated
Regulation (EU) No 1198/2014.

4. EXECUTION

The Member States are responsible, in accordance with the provisions of this Annex, for collecting the basic data
needed for calculating the SOCs and for calculating them, for converting them into EUR and for collecting the data
required for applying the updating method, if appropriate. The Member States shall submit their collection and
calculation methodologies to the Commission, and if required, provide explanations in order to harmonise the
SOC calculations methodology throughout the Member States.

5. TREATMENT OF SPECIAL CASES

The following special rules are laid down for the calculation of SOCs for certain variables and for calculating the
total SO of the holding:

(a) Fallow land

The SOC relating to fallow land is taken into account when calculating the total SO of the holding only when
there are other positive SOCs on that holding.

(b) Kitchen gardens

Since the produce of kitchen gardens is normally intended for the holder’s own consumption and not for sale,
the SOCs for kitchen gardens are regarded as equal to zero.

(c) Livestock

For livestock the variables are split by category of age. The output corresponds to the value of growth of the
animal during the time spent in the category. In other words, it corresponds to the difference between the
value of the animal when it is leaving the category and its value when it is entering the category (named also
the replacement value).

(d) Bovine animals less than 1 year old

SOCs relating to bovine animals under one year old are taken into account when calculating the total SO of the
holding only when there are more bovine animals under one year than cows on the holding. Only the SOCs
relating to the surplus number of bovine animals under one year are taken into account. There is only one SOC
relating to bovine animals less than 1 year old irrespective of the sex of the animal.
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Other sheep and other goats

SOCs relating to other sheep are taken into account when calculating the total SO of the holding only when
there are no breeding female sheep on the holding.

SOCs relating to other goats are taken into account when calculating the total SO of the holding only when
there are no breeding female goats on the holding.

Piglets

SOCs relating to piglets are taken into account when calculating the total SO of the holding only when there are
no breeding sows on the holding.

Forage

If there are no grazing livestock (i.e. bovine, sheep or goats) on the holding, the forage (i.e. roots, plants
harvested green, pasture and meadows) is considered as intended for sale and is part of the general cropping
output.

If there are grazing livestock on the farm, the forage is considered as intended to feed the grazing livestock and is
part of the grazing livestock and forage output.;

Commission Delegated Regulation (EU) No 1198/2014 of 1 August 2014 supplementing Council Regulation

(EC) No 1217/2009 setting up a network for the collection of accountancy data on the incomes and business
operation of agricultural holdings in the European Union (OJ L 321, 7.11.2014, p. 2).

Regulation (EC) No 1059/2003 of the European Parliament and of the Council of 26 May 2003 on the
establishment of a common classification of territorial units for statistics (NUTS) (O] L 154, 21.6.2003, p. 1).

(5) Annex VIII is amended as follows:

(a) Table E is replaced by the following:

‘Table E

Quotas and other rights

L 308/31

Category of quota or right Code(*)
Columns
Owned quota Rented in Rented out Taxes
Group of information quota quota
N I o T
QQ Quantity at the end of the accounting year -
QP Quota purchase - - -
Qs Quota sold - - .
ov Opening valuation = = -
Ccv Closing valuation - - -
PQ Payments for quota leased or rented in - - -
quota
RQ Receipts from leasing or renting out quota - - -
X Taxes - - -
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Code(*) Description
50 Organic manure
60 Entitlements for payments under basic payment scheme

The quantities of quota (owned quota, rented-in quota and rented-out quota) are compulsory items. Only the
quantity as of the end of the accounting year is recorded.

The values concerning quotas which can be traded separately from associated land are recorded in this table. The
quotas which cannot be traded separately from associated land are only recorded in Table D “Assets”. The quotas
originally acquired freely must be entered as well and valuated at current market values if they can be traded
separately from land.

Some data entries are simultaneously included, individually or as components of aggregates, at other groups or
categories in Tables D “Assets”, H “Inputs” and/or I “Crops”.

The following categories must be used:

50. Organic manure

60. Entitlements for payments under the basic payment scheme.
The following groups of information must be used:

E.QQ. Quantity (to be recorded for columns N, I, O only)

The units to be used are:

— Category 50 (organic manure): number of animals converted with standard conversion factors for manure
excretion,

— Category 60 (basic payment scheme): number of entitlements/ares
E.QP. Quota purchased (to be recorded for column N only)

The amount paid for purchase during the accounting year of quotas or other rights which can be traded separately
from associated land should be recorded.

E.QS. Quota sold (to be recorded for column N only)

The amount received for sale during the accounting year of quotas or other rights which can be traded separately
from associated land should be recorded.

E.OV. Opening valuation (to be recorded for column N only)

The value at opening valuation of the quantities at the holder’s own disposal, whether originally acquired freely or
purchased, should be recorded at current market values, if the quotas can be traded separately from associated land.

E.CV. Closing valuation (to be recorded for column N only)

The value at closing valuation of the quantities at the holder’s own disposal, whether originally acquired freely or
purchased, should be recorded at current market values if the quotas can be traded separately from associated land.

E.PQ. Payments for quota leased or rented in quota (to be recorded for column I only)

Amount paid for leasing or renting of quotas or other rights. Also included in rent paid under category 5070 (Rent
paid) in Table H “Inputs”.

E.RQ. Receipts from leasing or renting out quota (to be recorded for column O only)

Amount received for renting or leasing of quotas or other rights. Also included under category 90900 (“Other”) in
Table I “Crops”.

E.TX. Taxes, additional levy (column T)

Amount paid.
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COLUMNS IN TABLE E
Column N refers to owned quota, column I to rented-in quota, column O to rented-out quota, and column T to
taxes.’;
(b) in Table H, the fourth subparagraph is replaced by the following:

‘Where the costs indicated are for the total “consumption” of inputs during the accounting year but do not
correspond to production during that year, changes in stocks of inputs should be indicated in Table D under the
code 1040 Inventories, except for costs accruing to growing permanent and standing crops which should be
registered to 2010 Biological assets — plants.’;

in Table I, the second table, with codes for the category of crop, is replaced by the following:

‘Code (%)

Description

Cereals for

the production of grain (including seeds)

10110 Common wheat and spelt

10120 Durum wheat

10130 Rye and winter cereal mixtures (maslin)

10140 Barley

10150 Oats and spring cereal mixtures (mixed grain other than maslin)

10160 Grain maize and corn-cob mix

10170 Rice

10190 Triticale, sorghum and other cereals n.e.c. (buckwheat, millet, canary seed, etc.)

Dried pulses and protein crops for the production of grain (including seed and mixtures of cereals and

pulses)

10210 Field peas, beans and sweet lupins

10220 Lentils, chickpeas and vetches

10290 Other protein crops

10300 Potatoes (including early potatoes and seed potatoes)
10310 - of which potatoes for starch

10390 - of which other potatoes

10400 Sugar beet (excluding seed)

10500 Other root crops n.e.c.

Industrial crops

10601 Tobacco

10602 Hops

10603 Cotton

10604 Rape and turnip rape seeds
10605 Sunflower seed

10606 Soya

10607 Linseed (oil flax)

10608 Other oil seed crops n.e.c.

10609

Fibre flax
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‘Code (¥) Description
10610 Hemp
10611 Other fibre crops n.e.c.
10612 Aromatic, medicinal and culinary plants
10613 Sugar cane
10690 Energy and other industrial crops n.e.c.

Fresh vegetables, melons and strawberries of which:

Fresh vegetables, melons and strawberries — Outdoor or under low (not accessible) protective cover

10711 Fresh vegetables (including melons) and strawberries — Open field
10712 Fresh vegetables (including melons) and strawberries — Market gardening
10720 Fresh vegetables (including melons) and strawberries under glass or high accessible cover

Details for

all sub-categories of ‘fresh vegetables (including melons) and strawberries”:

10731 Cauliflower and broccoli
10732 Lettuce

10733 Tomatoes

10734 Sweet corn

10735 Onions

10736 Garlic

10737 Carrots

10738 Strawberries

10739 Melons

10790 Other vegetables

Flowers and ornamental plants (excluding nurseries)

10810

Flowers and ornamental plants (excluding nurseries)

10820

Flowers and ornamental plants (excluding nurseries) under glass or high accessible cover

Details for

all sub-categories of ‘flowers and ornamental plants (excluding nurseries)’

10830 Flower bulbs, corms and tubers
10840 Cut flowers and flower buds
10850 Flowering and ornamental plants

Plants harvested green

10910

Temporary grasses and grazings

Other plants harvested green

10921 Green maize
10922 Leguminous plants harvested green
10923 Other plants and cereals (excluding green maize) harvested green n.e.c.
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‘Code (¥) Description
Seeds and seedlings and other arable land crops

11000 Seeds and seedlings

11100 Other arable land crops

Fallow land

11200 Fallow land

Kitchen gardens

20000 Kitchen gardens

Permanent grassland

30100 Pasture and meadow, excluding rough grazings

30200 Rough grazings

30300 Permanent grassland no longer used for production purposes and eligible for the payment of subsidies
Permanent crops

Fruit species, of which:

40101 Pome fruits

40111 - of which apples

40112 - of which pears

40102 Stone fruits

40113 - of which peaches and nectarines

40115 Fruit from subtropical and tropical climate zones
40120 Berries (excluding strawberries)

40130 Nuts

Citrus plantations

40200 Citrus fruits

40210 - of which oranges

40230 - of which lemons

Olive plantations

40310 Table olives

40320 Olives for oil production (sold in the form of fruit)
40330 Olive oil

40340 Olive by-products

Vineyards

40411 Wine with protected designation of origin (PDO)
40412 Wine with protected geographical indication (PGI)
40420 Other wines

40430 Grapes for table use

40440 Grapes for raisins
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‘Code (*) Description

40451 Grapes for wine with protected designation of origin (PDO)

40452 Grapes for wine with protected geographical indication (PGI)

40460 Grapes for other wines

40470 Miscellaneous products of vines: grape must, juice, brandy, vinegar and others produced on the farm

40480 Vine by-products (marc, lees)

Nurseries, other permanent crops, permanent crops under glass or high accessible cover and young
plantations

40500 Nurseries

40600 Other permanent crops

40610 - of which Christmas trees

40700 Permanent crops under glass or high accessible cover
40800 Growth of young plantations

Other land

50100 Unutilised agricultural land

50200 Wooded area

50210 - of which short rotation coppices

50900 Other land (land occupied by buildings, farmyards, tracks, ponds, quarries, infertile land, rock, etc.)

60000 Cultivated mushrooms

Other products and receipts

90100 Receipts from renting out agricultural land

90200 Compensation by crop insurance not allocable to specific crops
90300 Crop by-products other than from olives and vine

90310 Straw

90320 Sugar beet tops

90330 Other by-products

90900 Other’
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(d) Table] is replaced by the following:

‘Table

Livestock production

Structure of the table

Category of livestock Code (¥
Columns
Average number Number Value
Group of Information
A N \4

AN Average number - -
ov Opening valuation -
Ccv Closing valuation -
PU Purchases =
SA Total Sales -
SS Sales for slaughtering -
SR Sales for further rearing/breeding -
SU Sales with unknown destination -
FC Farmhouse consumption -
FU Farm use =

Code (¥) Description
100 Equidae
210 Bovine animals less than 1 year old, male and female
220 Male bovine animals, 1 to less than 2 years old
230 Heifers, 1 to less than 2 years old
240 Male bovine animals, 2 years old and over
251 Breeding heifers
252 Heifers for fattening
261 Dairy cows
262 Buffalo dairy cows
269 Non-dairy cows
311 Breeding female sheep
319 Other sheep
321 Breeding female goats
329 Other goats
410 Piglets, live weight of under 20 kg
420 Breeding sows, live weight 50 kg and over
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Code () Description
491 Pigs for fattening
499 Other pigs
510 Poultry — broilers
520 Laying hens
530 Other poultry
610 Breeding female rabbits
699 Other rabbits
700 Bees
900 Other animals

Categories of livestock

The following categories of livestock should be distinguished:
100. Equidae

Includes also race- and riding horses, donkeys, mules, hinnies etc.
210. Bovine animals, less than 1 year old, male and female
220. Male bovine animals, 1 to less than 2 years old
230. Heifers, 1 to less than 2 years old

Excluding female bovine animals which have calved.
240. Male bovine animals, 2 years old and over
251. Breeding heifers

Female bovine animals 2 years old or over which have not yet calved and which are intended for breeding.
252. Heifers for fattening

Female bovine animals 2 years old or over which have not yet calved and which are not intended for
breeding.

261. Dairy cows

Female bovine animals which have calved (including those less than 2 years old) which are kept exclusively or
principally for milk production for human consumption or processing as dairy products. Includes cull dairy
COWws.

262. Buffalo dairy cows

Female buffalo animals which have calved (including those less than two years old) which are kept exclusively
or principally for milk production for human consumption or processing as dairy products. Includes cull
buffalo’s cows.

269. Non-dairy cows

1. Female bovine animals which have calved (including those less than 2 years old) which are kept
exclusively or principally for production of calves and whose milk is not used for human consumption
or processing as dairy products.

2. Cows for work.

3. Non-dairy cull cows (whether or not fattened before slaughter).
Categories 210 to 252 and 269 also include the corresponding categories of buffaloes and/or female buffaloes.
311. Breeding female sheep

Ewes 1 year old or over intended for breeding.
319. Other sheep

Sheep of all ages excluding breeding female sheep.
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321.
329.

410.

420.

491.

499.

510.

520.

530.

610.
699.
700.

900.

Breeding female goats

Other goats

Goats other than breeding females.

Piglets, live weight of under 20 kg

Piglets of less than 20 kg live weight.

Breeding sows, live weight 50 kg and over

Breeding sows of 50 kg or more excluding cull sows (see category 499 ‘Other pigs).

Pigs for fattening

Pigs for fattening of 20 kg live weight or more, excluding cull sows and boars (see category 499 ‘Other pigs’).
Other pigs

Pigs of 20 kg live weight or more excluding breeding sows (see category 420) and pigs for fattening (see
category 491).

Poultry — broilers
Table chickens. Excluding laying hens and cull hens. Not including chicks.
Laying hens

Including pullets, laying hens, cull hens and breeding cocks for laying hens when these are stalled as laying
hens. Pullets are young hens which have not yet begun to lay. Not including chicks.

Other poultry

Includes ducks, turkeys, geese, guinea fowl, ostriches and breeding males (excluding those mentioned above
for laying hens). Includes breeding females. Not including chicks.

Breeding female rabbits

Other rabbits

Bees

To be indicated in number of occupied hives.
Other animals

Includes chicks, deer, and fish. Includes also other animals used for farm tourism. Excludes products of other
animals (see Table K, category 900).;

(e) inTable M, the following three entries are added at the end of table listing the categories to be selected:

Columns
‘Code (*) Group Description of categories
N A\ T
10320 Al Areas with Miscanthus - -
10321 Al Areas with Silphium perfoliatum - -
10322 Al Land lying fallow for melliferous plants (pollen - -
and nectar rich species)
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COMMISSION IMPLEMENTING REGULATION (EU) 2019/ 1976
of 25 November 2019

authorising the placing on the market of Phenylcapsaicin as a novel food under Regulation (EU)
2015/2283 of the European Parliament and of the Council and amending Commission Implementing
Regulation (EU) 2017/2470

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) 2015/2283 of the European Parliament and of the Council of 25 November 2015 on
novel foods, amending Regulation (EU) No 1169/2011 of the European Parliament and of the Council and repealing
Regulation (EC) No 258/97 and Commission Regulation (EC) No 1852/2001 ('), and in particular Article 12 thereof,

Whereas:

(1) Regulation (EU) 2015/2283 provides that only novel foods authorised and included in the Union list may be placed
on the market within the Union.

(2)  Pursuant to Article 8 of Regulation (EU) 2015/2283, Commission Implementing Regulation (EU) 2017/2470 ()
establishing a Union list of authorised novel foods was adopted.

(3)  Pursuant to Article 12 of Regulation (EU) 2015/2283, the Commission is to decide on the authorisation and on the
placing on the Union market of a novel food and on updating the Union list.

(4)  On 7 February 2018, the company aXichem AB (‘the applicant’) made a request to the Commission in accordance
with Article 10(1) of Regulation (EU) 2015/2283 to place Phenylcapsaicin obtained by chemical synthesis on the
Union market as a novel food. The application concerns the use of Phenylcapsaicin in foods for special medical
purposes as defined in Regulation (EU) No 609/2013 of the European Parliament and of the Council () excluding
those intended for infants young children and children under the age of 11 years, and in food supplements as
defined in Directive 2002/46/EC of the European Parliament and of the Council () intended for the general
population above the age of 11 years.

(5)  The Applicant also submitted a request to the Commission for the protection of proprietary data for a number of
studies submitted in support of the application, namely, an in vivo absorption, distribution, metabolism, and
excretion (ADME’) study with Phenylcapsaicin in rats (%), an in vivo ADME study with Capsaicin in rats (°), a bacterial
reverse mutation test with Phenylcapsaicin ('), an in vitro mammalian cell micronucleus test with Phenylcapsaicin (%),
a 90-day oral toxicity study in Wistar rats with Phenylcapsaicin (°), and a TRPV1 activation test using the HEK293
cell line with Phenylcapsaicin and Capsaicin (*%).

(6)  On 27 August 2018, the Commission consulted the European Food Safety Authority (the Authority’), asking it to
carry out an assessment of Phenylcapsaicin as a novel food in accordance with Article 10(3) of Regulation (EU)
2015/2283.

() OJL327,11.12.2015, p. 1.

() Commission Implementing Regulation (EU) 2017/2470 of 20 December 2017 establishing the Union list of novel foods in accordance
with Regulation (EU) 2015/2283 of the European Parliament and of the Council on novel foods, (O] L 351, 30.12.2017, p. 72).

() Regulation (EU) No 609/2013 of the European Parliament and of the Council of 12 June 2013 on food intended for infants and young
children, food for special medical purposes, and total diet replacement for weight control and repealing Council Directive 92/52/EEC,
Commission Directives 96/8/EC, 1999/21/EC, 2006/125/EC and 2006/141/EC, Directive 2009/39/EC of the European Parliament
and of the Council and Commission Regulations (EC) No 41/2009 and (EC) No 953/2009 (OJ L 181, 29.6.2013, p. 35).

(*) Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the

Member States relating to food supplements (O] L 183, 12.7.2002, p. 51).

) Feng et al. 2012a (unpublished).

) Feng et al. 2012b (unpublished).

7} Schreib 2015 (unpublished).

) Donath 2016 (unpublished).

) Stiller 2016 (unpublished).

0
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(7)  On 15 May 2019, the Authority adopted its scientific opinion ‘Safety of Phenylcapsaicin as a novel food pursuant to
Regulation (EU) 2015/2283’ (). That scientific opinion is in accordance with the requirements of Article 11 of
Regulation (EU) 2015/2283.

(8)  Inits opinion, the Authority concluded that Phenylcapsaicin is safe under the proposed conditions of use. Therefore
the scientific opinion gives sufficient grounds to establish that Phenylcapsaicin, under the proposed uses and uses
levels, when used in foods for special medical purposes excluding those intended for infants, young children, and
children under the age of 11 years, and when used in food supplements intended for the general population above
the age of 11 years, complies with Article 12(1) of Regulation (EU) 2015/2283.

(9) In its opinion on Phenylcapsaicin, the Authority considered that the data from the in vivo ADME study with
Phenylcapsaicin in rats, the in vivo ADME study with Capsaicin in rats, the bacterial reverse mutation test with
Phenylcapsaicin, the in vitro mammalian cell micronucleus tests with Phenylcapsaicin, the 90-day oral toxicity study
in rats with Phenylcapsaicin, and the TRPV1 activation test using the HEK293 cell line with Phenylcapsaicin and
Capsaicin served as a basis to establish the safety of the novel food. Therefore, it is considered that the conclusions
on the safety of Phenylcapsaicin could not have been reached without the data from the report of these studies.

(10) Following the receipt of the Authority’s opinion, the Commission requested the Applicant to further clarify the
justification provided with regard to their proprietary data from the in vivo ADME study with Phenylcapsaicin in
rats, the in vivo ADME study with Capsaicin in rats, the bacterial reverse mutation test with Phenylcapsaicin, the in
vitro mammalian cell micronucleus tests with Phenylcapsaicin, the 90-day oral toxicity study in rats with
Phenylcapsaicin, and the TRPV1 activation test using the HEK293 cell line with Phenylcapsaicin and Capsaicin, and
to clarify their claim to an exclusive right of reference to these reports and studies, as referred to in Article 26(2) of
Regulation (EU) 2015/2283.

(11) The Applicant declared that, at the time the application was submitted, they held proprietary and exclusive rights of
reference to the study under national law and that therefore third parties could not lawfully access or use those
studies.

(12) The Commission assessed all the information provided by the Applicant and considered that the Applicant has
sufficiently substantiated the fulfilment of the requirements laid down in Article 26(2) of Regulation (EU)
2015/2283. Therefore, the data from the studies contained in the Applicant’s file which served as a basis for the
Authority’s conclusion establishing the safety of the novel food and the safety of Phenylcapsaicin, and without
which the novel food could not have been assessed by the Authority, should not be used by the Authority for the
benefit of a subsequent applicant for a period of five years from the date of entry into force of this Regulation. As a
consequence, the placing on the market within the Union of the novel food authorised by this Regulation should be
restricted to the Applicant for a period of five years.

(13) However, restricting the authorisation of Phenylcapsaicin and of the reference to the studies contained in the
Applicant’s file for the sole use of the Applicant does not prevent other applicants from applying for an
authorisation to place on the market the same novel food provided that their application is based on lawfully
obtained information supporting the authorisation under this Regulation.

(14) Directive 2002/46/EC lays down requirements on food supplements. The use of Phenylcapsaicin should be
authorised without prejudice to that Directive.

(15) Regulation (EU) No 609/2013 lays down requirements on food intended for infants and young children, food for
special medical purposes, and total diet replacement for weight control. The use of Phenylcapsaicin should be
authorised without prejudice to that Regulation.

(16) The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on
Plants, Animals, Food and Feed,

HAS ADOPTED THIS REGULATION:

Article 1

1. Phenylcapsaicin as specified in the Annex to this Regulation shall be included in the Union list of authorised novel
foods established in Implementing Regulation (EU) 2017/2470.

(') EFSA Journal 2019;17(6):5718.
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2. Fora period of five years from the date of entry into force of this Regulation only the Applicant:

Company: aXichem AB;

Address: Sodergatan 26, SE 211 34, Malmo, Sweden,
is authorised to place on the market within the Union the novel food referred to in paragraph 1, unless a subsequent
applicant obtains authorisation for the novel food without reference to the data protected pursuant to Article 2 or with the

agreement of aXichem AB.

3. The entry in the Union list referred to in paragraph 1 shall include the conditions of use and labelling requirements
laid down in the Annex to this Regulation.

4. The authorisation provided for in this Article shall be without prejudice to the provisions of Regulation (EU)
No 609/2013 and to the provisions of Directive 2002/46/EC.

Article 2
The studies and reports contained in the application file on the basis of which the novel food referred to in Article 1 has
been assessed by the Authority, claimed by the Applicant as fulfilling the requirements laid down in Article 26(2) of
Regulation (EC) No 2015/2283, shall not be used for the benefit of a subsequent applicant for a period of five years from
the date of entry into force of this Regulation without the agreement of aXichem AB.

Article 3

The Annex to Implementing Regulation (EU) 2017/2470 is amended in accordance with the Annex to this Regulation.

Article 4

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

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 25 November 2019.

For the Commission
The President
Jean-Claude JUNCKER



The Annex to Implementing Regulation (EU) 2017/2470 is amended as follows:

ANNEX

(1) InTable 1 (Authorised novel foods), the following entry is inserted in alphabetical order:

Authorised novel food

Conditions under which the novel food may be used

Additional specific labelling
requirements

Other requirements

Data protection

Specified food category

Maximum levels

‘Phenylcapsaicin

Foods for special medical
purposes as defined under
Regulation (EU) No
609/2013 excluding foods
for infants, young children
and children under the age of
11 years

2,5 mg/day

Food supplements as defined
in Directive 2002/46/EC in-
tended for the general popu-
lation, excluding children
under the age of 11 years

2,5 mg/day

The designation of the novel
food on the labelling of the
foodstuffs containing it shall
be ‘phenylcapsaicin’.

Authorised on 19 December 2019. This in-
clusion is based on proprietary scientific evi-
dence and scientific data protected in accor-
dance with Article 26 of Regulation (EU)
2015/2283.

Applicant: aXichem AB, Sodergatan 26, SE
211 34, Malmé Sweden. During the period
of data protection, the novel food phenylcap-
saicin is authorised for placing on the market
within the Union only by aXichem AB, unless
a subsequent applicant obtains authorisation
for the novel food without reference to the
proprietary scientific evidence or scientific
data protected in accordance with Article
26 of Regulation (EU) 2015/2283 or with
the agreement of aXichem AB.

(2) InTable 2 (Specifications), the following entry is inserted in alphabetical order:

Authorised Novel Food Specification
Description/Definition:
Phenylcapsaicin  (N-[(4-hydroxy-3-methoxyphenyl)methyl]-7-phenylhept-6-ynamide, C,;H,;NO;, CAS no: 848127-67-3), is synthesized
chemically via a two step synthesis process involving in a first step the production of the acetylenic acid intermediate through a reaction of phenyl
acetylene with a carboxylic acid derivative, and in a second step a series of reactions of the acetylenic acid intermediate with vanillylamine
derivative to produce phenylcapsaicin.
Characteristics/Composition:
H 0, . 0,
‘Phenylcapsaicin Purity (% of dry matter): > 98 %

Moisture: < 0,5 %

Total synthesis related production by-products: < 1,0 %
N,N-dimethyl formamide: < 880 mg/kg
Dichloromethane: < 600 mg/kg

Dimethoxyethane: < 100 mg/kg

Ethyl acetate: < 0,5 %

Other solvents: < 0,5 %

610C1T6C
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Authorised Novel Food

Specification

Heavy metals:

Lead: < 1,0 mg/kg

Cadmium: < 1,0 mg/kg
Mercury: < 0,1 mg/kg
Arsenic: < 1,0 mg/kg
Microbiological criteria:
Total plate count: < 10 CFU/g
Coliforms: < 10 CFU/g
Escherichia coli: Negative/10 g
Salmonella sp.: Negative/10 g
Yeast and mould: < 10 CFU/g
CFU: Colony Forming Units’

v+/80¢ 1
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COMMISSION IMPLEMENTING REGULATION (EU) 2019/ 1977
of 26 November 2019

concerning the authorisation of phenylmethanethiol, benzyl methyl sulfide, sec-pentylthiophene,
tridec-2-enal, 12-methyltridecanal, 2,5-dimethylphenol, hexa-2(trans),4(trans)-dienal and 2-ethyl-4-
hydroxy-5-methyl-3(2H)-furanone as feed additives for cats and dogs

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EC) No 1831/2003 of the European Parliament and of the Council of 22 September 2003 on
additives for use in animal nutrition ('), and in particular Article 9(2) thereof,

Whereas:

(1)  Regulation (EC) No 1831/2003 provides for the authorisation of additives for use in animal nutrition and for the
grounds and procedures for granting such authorisation. Article 10 of that Regulation provides for the re-
evaluation of additives authorised pursuant to Council Directive 70/524EEC (3.

(2)  Phenylmethanethiol, benzyl methyl sulfide, sec-pentylthiophene, tridec-2-enal, 12-methyltridecanal, 2,5-
dimethylphenol, hexa-2(trans),4(trans)-dienal and 2-ethyl-4-hydroxy-5-methyl-3(2H)-furanone (‘the substances
concerned’) were authorised as feed additives for cats and dogs without a time limit in accordance with Directive
70/524/EEC. Those feed additives were subsequently entered in the Register of feed additives as existing products, in
accordance with Article 10(1) of Regulation (EC) No 1831/2003.

(3)  In accordance with Article 10(2) of Regulation (EC) No 1831/2003 in conjunction with Article 7 thereof, an
application was submitted for the re-evaluation of the substances concerned for cats and dogs, requesting those feed
additives to be classified in the additive category ‘sensory additives’. The application was accompanied by the
particulars and documents required under Article 7(3) of Regulation (EC) No 1831/2003.

(4)  The European Food Safety Authority (the Authority’) concluded in its opinion of 27 February 2019 () that, under
the proposed conditions of use, the substances concerned do not have adverse effects on animal health or the
environment. It also concluded that hazards for users have been identified. The applicant as required produced a
safety data sheet for each compound where hazards for users have been identified. No studies to assess the safety for
the user were submitted. Therefore, the EFSA cannot conclude on the safety for the users when handling the
additives. The hazards described in the safety data sheet are, in particular, hazards for skin and eye contact were
recognised for 2,5-dimethylphenol, 12-methyltridecanal, hexa-2(trans),4(trans)-dienal, phenylmethanethiol, benzyl
methyl sulfide, 2-ethyl-4-hydroxy-5-methyl-3(2H)-furanone and sec-pentylthiophene. Hazard for respiratory
exposure was recognised for 12-methyltridecanal, benzyl methyl sulfide and 2-pentylthiophene. In the absence of
data, the Authority could not conclude on the risk for the users. Therefore, the Commission considers that
appropriate protective measures should be taken to prevent effects on human health, in particular as regards the
users of the feed additive. For non-food-producing animals Commission Regulation (EC) No 429/2008 (%),
exempted additives intended for those animals from the environmental assessment as they do not have a significant
environmental effect. Pets are not raised in large groups of animals so their effect on the environment is considered
not significant. The Authority further concluded that since the substances concerned are used in food as flavourings
and their function in feed is the same as that in food, no further demonstration of efficacy in feed is necessary.

(') OJL268,18.10.2003, p. 29.

() Council Directive 70/524/EEC of 23 November 1970 concerning additives in feedingstuffs (O] L 270, 14.12.1970, p. 1).

() EFSA Journal 2019;17(3):5649.

(*) Regulation (EC) No 429/2008 of 25 April 2008 on detailed rules for the implementation of Regulation (EC) No 1831/2003 of the
European Parliament and of the Council as regards the preparation and the presentation of applications and the assessment and the
authorisation of feed additives (OJ L 133, 22.5.2008, p. 1).
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(5)  The Authority does not consider that there is a need for specific requirements of post-market monitoring. It also
verified the reports on the method of analysis in feed submitted by the Reference Laboratory set up by Regulation
(EC) No 1831/2003.

(6)  Restrictions and conditions should be provided for to allow for a better control. For the substances concerned
recommended contents should be indicated on the label of the additive. Where such contents are exceeded, certain
information should be indicated on the label of premixtures. and in the labelling compound feeds and feed materials.

(7)  The assessment of the substances concerned shows that the conditions for authorisation, as provided for in Article 5
of Regulation (EC) No 1831/2003, are satisfied for the use in feed. Accordingly, the use of those feed additives
should be authorised as specified in the Annex to this Regulation.

(8)  Since safety reasons do not require the immediate application of the modifications to the conditions of authorisation
for the substances concerned, it is appropriate to allow a transitional period for interested parties to prepare
themselves to meet the new requirements resulting from the authorisation.

(9)  The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on
Plants, Animals, Food and Feed,

HAS ADOPTED THIS REGULATION:

Article 1
Authorisation

The substances specified in the Annex, belonging to the additive category ‘sensory additives’ and to the functional group
‘flavouring compounds’, are authorised as feed additives in animal nutrition subject to the conditions laid down in the
Annex.

Article 2

Transitional Measures

1. The substances specified in the Annex and premixtures containing those substances, which are produced and labelled
before 19 December 2019 in accordance with the rules applicable before 19 December 2019 may continue to be placed on
the market and used until 19 June 2020.

2. Compound feed and feed materials containing the substances as specified in the Annex which are produced and
labelled before 19 December 2021 in accordance with the rules applicable before 19 December 2019 may continue to be
placed on the market and used until the existing stocks are exhausted if they are intended for cats and dogs.
Article 3
Entry into Force

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

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 26 November 2019.

For the Commission
The President
Jean- Claude JUNCKER



ANNEX
Minimum Maximum
Identification | Name of the - . Species or content content End of period
number of the |  holder of Additive Composition, chemical formula, category of | Maximum age : Other provisions of
i Horisat description, analytical method G 8¢| mg of active substance/kg of p hotisati
additive authorisation anima complete feedingstuff with a authorisation
moisture content of 12 %
Category: Sensory additives. Functional group: Flavouring compounds
2b5169 - 12-Methyl- | Additive composition: Cats and - - - . The additive shall be incorpo-| 19.12.2029
tridecanal | 12-Methyltridecanal dogs rated into the feed in the form

Characterisation of the active substance:
12-Methyltridecanal

Produced by chemical synthesis
Purity: min. 97 %

Chemical formula: C;,H,O

CAS number: 75853-49-5

FLAVIS: 05.169

Method of analysis ('):

For the determination of
12-methyltridecanal

in the feed additive and in feed fla-
vouring premixtures:

Gas chromatography mass spectrome-
try with retention time locking GC-MS-
RTL.

of a premixture.

. Inthe directions for use of the

additive and premixture, the
storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 0,5 mg/kg’

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded:
0,5 mg/kg.

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by

610C1T6C
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Identification
number of the
additive

Name of the
holder of
authorisation

Additive

Composition, chemical formula,
description, analytical method

Species or
category of
animal

Maximum age

Maximum
content

Minimum
content

mg of active substance kg of
complete feedingstuff with a
moisture content of 12 %

Other provisions

End of period
of
authorisation

inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection, safety glasses and
gloves.

2b5057

Hexa-2
(trans),4
(trans)-die-
nal

Additive composition:
Hexa-2(trans),4(trans)-dienal

Characterisation of the active substance:

Hexa-2(trans),4(trans)-dienal
Produced by chemical synthesis
Purity: min. 97 %

Chemical formula: C4HgO

CAS number: 142-83-6
FLAVIS: 05.057

Method of analysis (!):
For the determination of hexa-2

(trans),4(trans)-dienal in the feed addi-
tive and in feed flavouring premixtures:
Gas chromatography mass spectrome-
try with retention time locking GC-MS-

RTL.

Cats and
dogs

. The additive shall be incorpo-

rated into the feed in the form
of a premixture.

. Inthe directions for use of the

additive and premixture, the
storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 1,5 mg/kg’

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded:
1,5 mg/kg.

19.12.2029

8¥/80¢ 1
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Identification
number of the
additive

Name of the
holder of
authorisation

Additive

Composition, chemical formula,
description, analytical method

Species or
category of
animal

Maximum age

Maximum
content

Minimum
content

mg of active substance kg of
complete feedingstuff with a
moisture content of 12 %

Other provisions

End of period
of
authorisation

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by
inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection safety glasses and
gloves.

2b5078

Tridec-2-
enal

Additive composition:
Tridec-2-enal

Characterisation of the active substance:
Tridec-2-enal

Produced by chemical synthesis
Purity: min. 92 %

Chemical formula: C;5H,,0

CAS number: 7774-82-5

FLAVIS: 05.078

Method of analysis (*):

For the determination of tridec-2-enal
in the feed additive and in feed fla-
vouring premixtures:

Gas chromatography mass spectrome-
try with retention time locking GC-MS-
RTL.

Cats and
dogs

. The additive shall be incorpo-

rated into the feed in the form
of a premixture.

. Inthe directions for use of the

additive and premixture, the
storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

19.12.2029
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Identification
number of the
additive

Name of the
holder of
authorisation

Additive

Composition, chemical formula,
description, analytical method

Species or
category of
animal

Maximum age

Minimum
content

Maximum
content

mg of active substance kg of
complete feedingstuff with a
moisture content of 12 %

Other provisions

End of period
of
authorisation

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 0,5 mg/kg’

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded:
0,5 mg/kg.

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by
inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection, safety glasses and
gloves.
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Minimum Maximum
Identification | Name of the . . Species or content content End of period
number of the | holder of Additive Composition, chemical formula, category of | Maximum age . Other provisions of
i Horisa description, analytical method o 8¢| mg of active substance/kg of p hofisati
additive authorisation anima complete feedingstuff with a authorisation
moisture content of 12 %
2b13084 2-Ethyl-4- | Additive composition: Cats and . The additive shall be incorpo- | 19.12.2029
hydroxy-5- | 2-Ethyl-4-hydroxy-5-methyl-3 (2H)- dogs rated into the feed in the form
methyl-3 | furanone of a premixture.
(2H)-fura- o ) . Inthe directions for use of the
Characterisation of the active substance: . .
none additive and premixture, the

2-Ethyl-4-hydroxy-5-methyl-3 (2H)-
furanone

Produced by chemical synthesis
Purity: min. 97 %

Chemical formula: C;H;,05

CAS number: 27538-09-6

FLAVIS: 13.084

Method of analysis (*):

For the determination of
2-ethyl-4-hydroxy-5-methyl-3 (2H)-
furanone in the feed additive and in feed
flavouring premixtures:

Gas chromatography mass spectrome-
try with retention time locking GC-MS-
RTL.

storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 2,25 mg/kg’

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded:
2,25 mgfkg.

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by
inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-

610C1T6C
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Minimum Maximum
Identification | Name of the . . Species or content content End of period
number of the | holder of Additive Composition, chem.l cal formula, category of | Maximum age . Other provisions of
additive authorisation description, analytical method animal mg of active sgbstance/k.g of authorisation
complete feedingstuff with a
moisture content of 12 %
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection, safety glasses and
gloves.
2b12005 - Phenylme- | Additive composition: Cats and - - - . The additive shall be incorpo-| 19.12.2029
thanethiol | Phenylmethanethiol dogs rated into the feed in the form

Characterisation of the active substance:
Phenylmethanethiol

Produced by chemical synthesis
Purity: min. 99 %

Chemical formula: C;HgS

CAS number: 100-53-8

FLAVIS: 12.005

Method of analysis (!):

For the determination of phenyl-
methanethiol in the feed additive and in
feed flavouring premixtures:

Gas chromatography mass spectrome-
try with retention time locking GC-MS-
RTL.

of a premixture.

. Inthe directions for use of the

additive and premixture, the
storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 0,05 mg/kg’

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded:
0,05 mg/kg.
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Identification
number of the
additive

Name of the
holder of
authorisation

Additive

Composition, chemical formula,
description, analytical method

Species or
category of
animal

Maximum age

Maximum
content

Minimum
content

mg of active substance kg of
complete feedingstuff with a
moisture content of 12 %

Other provisions

End of period
of
authorisation

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by
inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection, safety glasses and
gloves.

2b12077

Benzyl
methyl sul-
fide

Additive composition:
Benzyl methyl sulfide

Characterisation of the active substance:
Benzyl methyl sulfide

Produced by chemical synthesis
Purity: min. 99 %

Chemical formula: CgH; S

CAS number: 766-92-7

FLAVIS: 12.077

Method of analysis (*):

For the determination of benzyl methyl
sulfide in the feed additive and in feed

flavouring premixtures:

Gas chromatography mass spectrome-
try with retention time locking GC-MS-
RTL.

Cats and
dogs

. The additive shall be incorpo-

rated into the feed in the form
of a premixture.

. Inthe directions for use of the

additive and premixture, the
storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 0,05 mg/kg’

19.12.2029
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Identification
number of the
additive

Name of the
holder of
authorisation

Additive

Composition, chemical formula,
description, analytical method

Species or
category of
animal

Maximum age

Maximum
content

Minimum
content

mg of active substance kg of
complete feedingstuff with a
moisture content of 12 %

Other provisions

End of period
of
authorisation

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded:
0,05 mg/kg.

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by
inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection, safety glasses and
gloves.

2b4019

2,5-Di-
methylphe-
nol

Additive composition:
2,5-Dimethylphenol

Characterisation of the active substance:
2,5-Dimethylphenol

Produced by chemical synthesis
Purity: min. 99 %

Chemical formula: CgH;,0

Cats and
dogs

. The additive shall be incorpo-

rated into the feed in the form
of a premixture.

19.12.2029
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Identification
number of the
additive

Name of the
holder of
authorisation

Additive

Composition, chemical formula,
description, analytical method

Species or
category of
animal

Maximum age

Minimum
content

Maximum
content

mg of active substance kg of
complete feedingstuff with a
moisture content of 12 %

Other provisions

End of period
of
authorisation

CAS number: 95-87-4
FLAVIS: 04.019

Method of analysis (!):

For the determination of
2,5-dimethylphenolin the feed additive
and in feed flavouring premixtures:
Gas chromatography mass spectrome-
try with retention time locking GC-MS-
RTL.

. Inthe directions for use of the

additive and premixture, the
storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 1 mg[kg’

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded: 1
mg/kg.

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by
inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-
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Minimum Maximum
Identification | Name of the . . Species or content content End of period
number of the | holder of Additive Composition, chem.l cal formula, category of | Maximum age . Other provisions of
additive authorisation description, analytical method animal mg of active sgbstance/k.g of authorisation
complete feedingstuff with a
moisture content of 12 %
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection, safety glasses and
gloves.
2b15096 - sec-Pen- | Additive composition: Cats and - - - . The additive shall be incorpo-| 19.12.2029
tylthio- | sec-Pentylthiophene dogs rated into the feed in the form
phene of a premixture.

Characterisation of the active substance:
sec-Pentylthiophene

Produced by chemical synthesis
Purity: min. 98 %

Chemical formula: CoH;4S

CAS number: 4861-58-9

FLAVIS: 15.096

Method of analysis (!):

For the determination of sec-
-pentylthiophene in the feed additive
and in feed flavouring premixtures:
Gas chromatography mass spectrome-
try with retention time locking GC-MS-
RTL.

. Inthe directions for use of the

additive and premixture, the
storage conditions, the stabi-
lity to heat treatment shall be
indicated.

. On the label of the additive

the following shall be indi-
cated:

‘Recommended maximum
content of the active sub-
stance of complete feeding-
stuff with a moisture content
of 12 %: 0,1 mg/kg’

. The functional group, the

identification number, the
name and the added amount
of the active substance shall
be indicated on the label of
the premixtures, if the fol-
lowing content of the active
substance in complete fee-
dingstuff with a moisture
content of 12 % is exceeded:
0,1 mg/kg.
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Identification
number of the
additive

Name of the
holder of
authorisation

Additive

Composition, chemical formula,
description, analytical method

Species or
category of
animal

Maximum age

Minimum
content

Maximum
content

mg of active substance kg of
complete feedingstuff with a
moisture content of 12 %

Other provisions

End of period
of
authorisation

. For users of the additive and

premixtures, feed business
operators shall establish op-
erational procedures and or-
ganisational measures to ad-
dress potential risks by
inhalation, dermal contact or
eyes contact. Where those
risks cannot be eliminated or
reduced to a minimum by
such procedures and mea-
sures, the additive and pre-
mixtures shall be used with
personal protective equip-
ment, including breathing
protection, safety glasses and
gloves.

(") Details of the methods of analysis are available at the following address of the Reference Laboratory: https:|/ec.europa.cufjrc/en/eurl/feed-additives/evaluation-reports.

610CTTT°6C

[N ]

uorun) ueadoing a1y} Jo [euIno( [ePIO

£5/80€ 1



L 308/58 Official Journal of the European Union 29.11.2019

COMMISSION IMPLEMENTING REGULATION (EU) 2019/ 1978
of 26 November 2019

amending Regulation (EC) No 1238/95 as regards the fees payable to the Community Plant Variety
Office

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Council Regulation (EC) No 2100/94 of 27 July 1994 on Community Plant Variety Rights ('), and in
particular Article 113 thereof,

After consulting the Administrative Council of the Community Plant Variety Office,
Whereas:

(1)  Article 3(2) of Commission Regulation (EC) No 1238/95 (?) provides that the President of the Community Plant
Variety Office (‘the Office’) may allow alternative forms of payment of fees and surcharges and establishes a list of
those alternative forms. In order to increase flexibility and simplify the processes it is appropriate to include such
list of alternative forms of payment in the rules on working methods established by the Administrative Council of
the Office on the basis of Article 36(1)(d) of Regulation (EC) No 2100/94.

(2)  Article 4(1) of Regulation (EC) No 1238/95 sets out the date to be regarded as the date on which payment is received.
Based on experience in processing payments, it is necessary to clarify that the full amount of the transfer is to be
entered in a bank account held by the Office to ensure that no pending obligations exist towards the Office.

(3)  Article 5 of Regulation (EC) No 1238/95 requires the person having made a payment to the Office to indicate in
writing his name and the purpose of the payment. If the purpose of the payment cannot be established, the Office
sends a reminder within two months. To increase the efficiency of handling payments, this deadline should be
reduced from two months to one month.

(4)  Article 7(1) of Regulation (EC) No 1238/95 establishes the application fee. In order to encourage the use of the
Office’s online electronic application system the fee for submission of applications by other means, such as paper
applications, should be increased from EUR 650 to EUR 800. Moreover, practical experience has shown that the use
of the online electronic application system would become more efficient if it was complemented with the obligatory
use of the Office’s paperless communication platform for any further exchanges with the Office.

(5)  According to Article 7(7) of Regulation (EC) No 1238/95 the Office is to retain EUR 150 of the application fee if the
application is not valid under Article 50 of Regulation (EC) No 2100/94. In order to decrease the administrative
burden, the entirety of the application fee should be refunded.

(6)  In relation to the annual fee, Article 9(4) of Regulation (EC) No 1238/95 lays down that the Office does not refund
any payments which have been effected in order to keep the Community plant variety right in force. Experience has
shown that, in order to improve transparency, a refund may be provided for if the Office has received a surrender
between the date of payment and the anniversary of the date of grant.

(7)  Annex I to Regulation (EC) No 1238/95 sets out the level of fees for arranging and carrying out the technical
examination of a variety which is the subject of an application for a Community plant variety right (the
examination fee’), payable to the Office..

() OJL227,1.9.1994,p.1.
() Commission Regulation (EC) No 1238/95 of 31 May 1995 establishing implementing rules for the application of Council Regulation
(EC) No 2100/94 as regards the fees payable to the Community Plant Variety Office (O] L 121, 1.6.1995, p. 31).
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(8)  The Administrative Council of the Office has decided to follow the principle of 100 % cost recovery so that the
examination offices are reimbursed based on the average real costs of examinations.

(9)  Moreover, experience with technical examinations shows that examination fees may change over time for some cost
groups. The fees charged by the Office should therefore reflect the total amount of the fees for the respective cost
groups to be paid by the Office to the Examination Offices. The fees set out in Annex I to Regulation (EC) No
1238/95 should therefore be modified for all the cost groups concerned.

(10) Regulation (EC) No 1238/95 should therefore be amended accordingly.

(11)  This Regulation should apply from 1 April 2020 in order to allow sufficient time for the Office and the stakeholders
to adapt to those amendments.

(12) The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on
Community Plant Variety Rights,

HAS ADOPTED THIS REGULATION:

Article 1

Regulation (EC) No 1238/95 is amended as follows:
(1) In Article 3, paragraph 2 is replaced by the following:

‘2. The President of the Office may allow alternative forms of payment in accordance with rules on working
methods which shall be established pursuant to Article 36(1)(d) of Council Regulation (EC) No 2100/94.

(2) In Article 4, paragraph 1 is replaced by the following:

‘1. The date on which a payment of fees and surcharges shall be considered to have been received by the Office shall
be the date on which the full amount of the transfer referred to in Article 3(1) is entered in a bank account held by the
Office’

(3) In Article 5, paragraph 2 is replaced by the following:

2. If the Office cannot establish the purpose of a payment, it shall require the person having made the payment to
inform it thereof in writing within one month. If the purpose is not indicated within that period, the payment shall be
deemed not to have been made and shall be refunded to the person having made it.

(4) Article 7 is amended as follows:
(a) Paragraph 1 is replaced by the following:

‘1. The applicant for a Community Plant Variety Right (the applicant) shall pay a fee of EUR 450 for the
processing of an application filed and submitted via a web form by electronic means, made through the Office’s
online application system.

The applicant shall accept the Terms and Conditions of use of the secure electronic communications platform
maintained by the Office and shall use that platform for submitting applications referred to in the first
subparagraph and other documents, receiving notifications and documents sent by the Office, replying to such
notifications and performing other actions.

The applicant shall pay a fee of EUR 800 for the processing of an application submitted by means other than
through the Office’s online application system.
(b) Paragraph 7 is replaced by the following:

‘7. Where the application fee is received but the application is not valid under Article 50 of the basic Regulation,
the Office shall refund the application fee when notifying the applicant of the deficiencies found in the application.’

(5) In Article 9, paragraph 4 is replaced by the following:

‘4. The Office shall not refund any payments in relation to the annual fee which have been effected in order to keep
the Community plant variety right in force, unless the Office has received a surrender of a Community plant variety
right between the date for payment and the anniversary of the date grant as specified under point (b) of paragraph 2.
Surrenders received after the anniversary of the date grant shall not be taken into account for such payments.’

(6) Annex Iis replaced by the text in the Annex to this Regulation.
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Article 2

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

It shall apply from 1 April 2020.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 26 November 2019.

For the Commission
The President
Jean-Claude JUNCKER
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‘ANNEX
ANNEX [

Fees relating to technical examination as referred to in Article 8

The fee to be paid for the technical examination of a variety pursuant to Article 8 shall be determined in accordance with

the table:
(in EUR)
Cost group Fee
Agricultural group
1 Potato 2050
2 Oilseed rape 2150
3 Grasses 2920
4 Other agricultural species 1900
Fruit group
5 Apple 3665
6 Strawberry 3400
7 Other fruit species 3460
Ornamental group
8 Ornamental living greenhouse 2425
9 Ornamental living outdoor 2420
10 Ornamental non-living greenhouse 2400
11 Ornamental non-living outdoor 2200
12 Ornamental special 3900
Vegetable group
13 Vegetable greenhouse 2920
14 Vegetable outdoor 2 660°
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COMMISSION IMPLEMENTING REGULATION (EU) 2019/ 1979
of 26 November 2019

authorising the placing on the market of 2’-Fucosyllactose/Difucosyllactose mixture as a novel food
under Regulation (EU) 2015/2283 of the European Parliament and of the Council and amending
Commission Implementing Regulation (EU) 2017/2470

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) 2015/2283 of the European Parliament and of the Council of 25 November 2015 on
novel foods, amending Regulation (EU) No 1169/2011 of the European Parliament and of the Council and repealing
Regulation (EC) No 258/97 and Commission Regulation (EC) No 1852/2001 ('), and in particular Article 12 thereof,

Whereas:

(1)  Regulation (EU) 2015/2283 provides that only novel foods authorised and included in the Union list may be placed
on the market within the Union.

(2)  Pursuant to Article 8 of Regulation (EU) 2015/2283 Commission Implementing Regulation (EU) 2017/2470 (}) was
adopted, which establishes a Union list of authorised novel foods.

(3)  Pursuant to Article 12 of Regulation (EU) 2015/2283, the Commission is to decide on the authorisation and on the
placing on the Union market of a novel food and on updating the Union list.

(4)  On 30 April 2018, the company Glycom A/S (‘the Applicant’) made a request to the Commission within the
meaning of Article 10(1) of Regulation (EU) 2015/2283 to place 2’-Fucosyllactose/Difucosyllactose mixture (2’-FL|
DFL), obtained by microbial fermentation with a genetically modified strain of Escherichia coli strain K12 DH1, on
the Union market as a novel food. The Applicant requested for 2-FL/DFL to be used in unflavoured pasteurised and
unflavoured sterilised milk products, flavoured and unflavoured fermented milk based products including heat-
treated products, cereal bars, flavoured drinks, infant formula and follow-on formula and processed cereal-based
food and baby food for infants and young children, foods for special medical purposes, and total diet replacement
foods for weight control as defined in Regulation (EU) No 609/2013 of the European Parliament and of the
Council (), and in food supplements as defined in Directive 2002/46/EC of the European Parliament and of the
Council () intended for the general population excluding infants.

() OJL327,11.12.2015, p. 1.

() Commission Implementing Regulation (EU) 2017/2470 of 20 December 2017 establishing the Union list of novel foods in accordance
with Regulation (EU) 2015/2283 of the European Parliament and of the Council on novel foods (O] L 351, 30.12.2017, p. 72).

() Regulation (EU) No 609/2013 of the European Parliament and of the Council of 12 June 2013 on food intended for infants and young
children, food for special medical purposes, and total diet replacement for weight control and repealing Council Directive 92/52EEC,
Commission Directives 96/8/EC, 1999/21/EC, 2006/125/EC and 2006/141/EC, Directive 2009/39/EC of the European Parliament
and of the Council and Commission Regulations (EC) No 41/2009 and (EC) No 953/2009 (OJ L 181, 29.6.2013, p. 35).

(*) Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the
Member States relating to food supplements (O] L 183, 12.7.2002, p. 51).
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(5)  On 30 April 2018, the Applicant also made a request to the Commission for protection of proprietary data for a
number of studies submitted in support of the application, namely, the proprietary analytical reports on the
structure comparison via nuclear magnetic resonance (NMR’) of 2'-fucosyllactose and of difucosyllactose produced
by bacterial fermentation with 2’-fucosyllactose and difucosyllactose naturally present in human milk (), the
detailed characterisation data on the production bacterial strains and their certificates (%), (), the specifications for
the raw materials and processing aids (), the certificates of analyses of the various 2-FL/DFL batches (’), the
analytical methods and validation reports ('), the 2-FL/DFL stability reports ('), the laboratory accreditation
certificates ('?), the 2-FL/DFL intake assessment reports (*’), the summary table of the statistically significant
observations in the toxicity studies (*4), a bacterial reverse mutation test with 2'-FL/DFL (), an in vitro mammalian
cell micronucleus test with 2-FL/DFL ('), a 14-day oral toxicity study in the neonatal rat with 2’-FL/DFL (V'), a 90-
day oral toxicity study in the neonatal rat with 2’-FL/DFL (**), a bacterial reverse mutation test with 2’-Fucosyllactose
("2’-FL) (**) two in vitro mammalian cell micronucleus tests with 2’-FL (%), (*!), and a 90-day oral toxicity study in the
neonatal rat with 2’-FL (*3).

(6)  On 29 June 2018, the Commission requested the European Food Safety Authority (the Authority’) to carry out an
assessment of 2’-FL/DFL as a novel food in accordance with Article 10(3) of Regulation (EU) 2015/2283.

(7)  On 15 May 2019, the Authority adopted its scientific opinion ‘Safety of 2’-Fucosyllactose/Difucosyllactose mixture
as a novel food pursuant to Regulation (EU) 2015/2283’ (¥’). That scientific opinion is in accordance with the
requirements of Article 11 of Regulation (EU) 2015/2283.

(8)  Inits opinion, the Authority concluded that 2-FL/DFL is safe under the proposed conditions of use for the proposed
target population. Therefore that scientific opinion gives sufficient grounds to establish that 2’-FL/DFL, when used in
unflavoured pasteurised and unflavoured sterilised milk products, flavoured and unflavoured fermented milk based
products including heat treated products, cereal bars, flavoured drinks, infant formula and follow-on formula and
processed cereal-based food and baby food for infants and young children, foods for special medical purposes, and
total diet replacement foods for weight control, and in food supplements intended for the general population,
excluding infants, complies with the requirements of Article 12(1) of Regulation (EU) 2015/2283.

(9)  Inits opinion, the Authority considered that the data from the analytical NMR reports on the structure comparison
of 2-fucosyllactose and of difucosyllactose produced by bacterial fermentation with 2-fucosyllactose and
difucosyllactose naturally present in human milk, the detailed characterisation data on the production bacterial
strains, the specifications for the raw materials and processing aids, the certificates of analyses of the various 2’-FL|
DFL batches, the bacterial reverse mutation test with 2'-FL/DFL, the in vitro mammalian cell micronucleus test with
2-FL/DFL, the 90-day oral toxicity study in the neonatal rat with 2-FL/DFL, and the summary table of the
statistically significant observations in the 90-day toxicity study, served as a basis to establish the safety of the novel
food. Therefore, it is considered that the conclusions on the safety of 2’-FL/DFL could not have been reached without
the data from the reports of these studies.

) Glycom 2018 (unpublished).
) Glycom 2018 (unpublished).
7} Glycom/DSMZ 2018 (unpublished).
) Glycom 2018 (unpublished).
) Glycom 2018 (unpublished).
% Glycom 2018 (unpublished).
) Glycom 2018 (unpublished).
1) Glycom 2018 (unpublished).

) Glycom 2018 (unpublished).

) Flaxmer 2018 (unpublished) and Philips K. R., N. Baldwin, B. Lynch, J. Flaxmer, A. Soltésova, M. H. Miks, C. H. Rohrig. 2018. Safety
evaluation of the human-identical milk oligosaccharides 2'-fucosyllactose and difucosyllactose. Food and Chemical Toxicology
120:552-565.

() Soltésovd, 2017 (unpublished) and Philips et al. 2018. Food and Chemical Toxicology 120:552-565.
(") Gilby 2017 (unpublished) and Philips et al. 2018. Food and Chemical Toxicology 120:552-565.

(") Flaxmer 2017 (unpublished) and Philips et al. 2018. Food and Chemical Toxicology 120:552-565.
(**) Flaxmer 2018 (unpublished) and Philips et al. 2018. Food and Chemical Toxicology 120:552-565.
(") Verspeek-Rip 2015 (unpublished).

(*) Verbaan 2015a (unpublished).

(*) Verbaan 2015b (unpublished).

(**) Penard 2015 (unpublished).

(*) EFSA Journal 2019;17(6):5717.
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(10) Following the receipt of the Authority’s considerations, the Commission requested the Applicant to further clarify
the justification provided with regard to their proprietary analytical NMR reports on the structure comparison of 2’-
fucosyllactose and of difucosyllactose produced by bacterial fermentation with 2’-fucosyllactose and difucosyllactose
naturally present in human milk, the detailed characterisation data on the production bacterial strains, the
specifications for the raw materials and processing aids, the certificates of analyses of the various 2’-FL/DFL batches,
the bacterial reverse mutation test with 2’-FL/DFL, the in vitro mammalian cell micronucleus test with 2-FL/DFL, the
90-day oral toxicity study in the neonatal rat with 2-FL/DFL, and the summary table of the statistically significant
observations in the 90-day toxicity study, and to clarify their claim to an exclusive right of reference to those
reports and studies, as referred to in Article 26(2)(b) of Regulation (EU) 2015/2283.

(11) The Applicant declared that, at the time the application was made, they held proprietary and exclusive rights of
reference to the studies under national law and that therefore third parties could not lawfully access or use these
studies.

(12) The Commission assessed all the information provided by the Applicant and considered that the Applicant has
sufficiently substantiated the fulfilment of the requirements laid down in Article 26(2) of Regulation (EU)
2015/2283. Therefore the data from the studies contained in the Applicant’s file which served as a basis for the
Authority to establish the safety of the novel food and to reach its conclusions on the safety of 2-FL/DFL, and
without which the novel food could not have been assessed by the Authority, should not be used by the Authority
for the benefit of any subsequent applicant for a period of five years from the date of entry into force of this
Regulation. Accordingly, the placing on the market within the Union of 2-FL/DFL should be restricted to the
Applicant for that period.

(13) However, restricting the authorisation of 2’-FL/DFL and of the reference to the studies contained in the Applicant’s
file for the sole use of the Applicant, does not prevent other applicants from applying for an authorisation to place
on the market the same novel food provided that their application is based on legally obtained information
supporting such authorisation under Regulation (EU) 2015/2283.

(14) The use of 2-FL/DFL should be authorised without prejudice to Regulation (EU) No 609/2013 laying down
requirements on food intended for infants and young children, food for special medical purposes, and total diet
replacement for weight control.

(15) The use of 2-FL/DFL should also be authorised without prejudice to Directive 2002/46/EC laying down
requirements on food supplements.

(16) The use of 2’-FL/DFL should be authorised without prejudice to Regulation (EU) No 1308/2013 of the European
Parliament and Council of 17 December 2013 establishing a common organisation of the markets in agricultural
products (*) laying down requirements for agricultural products, in particular on milk and milk products.

(17) The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on
Plants, Animals, Food and Feed,

HAS ADOPTED THIS REGULATION:

Article 1

1.  2-FL/DFL as specified in the Annex to this Regulation shall be included in the Union list of authorised novel foods
established in Implementing Regulation (EU) 2017/2470.

2. For a period of five years from the date of entry into force of this Regulation only the initial Applicant:

Company: Glycom A/S;
Address: Kogle Allé 4, DK-2970 Horsholm, Denmark,

is authorised to place on the market within the Union the novel food referred to in paragraph 1, unless a subsequent
applicant obtains authorisation for the novel food without reference to the data protected pursuant to Article 2 to this
Regulation or with the agreement of Glycom A/S.

(*) OJL 347,20.12.2013, p. 671.
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3. The entry in the Union list referred to in paragraph 1 shall include the conditions of use and labelling requirements
laid down in the Annex to this Regulation.

4. The authorisation provided for in this Article shall be without prejudice to the provisions of Regulation (EU) No
609/2013, of Directive 2002/46/EC, and Regulation (EU) No 1308/2013.
Article 2

The studies and reports contained in the application file on the basis of which 2’-FL/DFL has been assessed by the Authority,
claimed by the Applicant as fulfilling the requirements laid down in Article 26(2) of Regulation (EC) 2015/2283, shall not
be used for the benefit of any subsequent applicant for a period of five years from the date of entry into force of this
Regulation without the agreement of Glycom A[S.

Article 3

The Annex to Implementing Regulation (EU) 2017/2470 is amended in accordance with the Annex to this Regulation.

Article 4

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

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 26 November 2019.

For the Commission
The President
Jean-Claude JUNCKER



ANNEX

The Annex to Implementing Regulation (EU) 2017/2470 is amended as follows:

(1) inTable 1 (Authorised novel foods), the following entry is inserted in alphabetical order:

Authorised novel food

Conditions under which the novel food may be used

Additional specific labelling
requirements

Other
requirements

Data Protection

‘2’-Fucosyllactose/Difuco-
syllactose mixture (‘2’-FL/
DFL)

(microbial source)

Specified food category

Maximum levels

Unflavoured pasteurised and
unflavoured sterilised (in-
cluding UHT) milk products

2,0 g/L

Unflavoured fermented milk-
based products

2,0 gL (beverages)
20 g/kg (products other than
beverages)

Flavoured fermented milk-
based products including

2,0 g/L (beverages)
20 g/kg (products other than

heat-treated products beverages)
Beverages (flavoured drinks) 2,0 g/L
Cereal bars 20 g/kg

Infant formula as defined un-
der Regulation (EU) No
609/2013

1,6 g/L in the final product

ready for use, marketed as

such or reconstituted as in-
structed by the manufacturer

Follow-on formula as defined
under Regulation (EU) No
609/2013

1,2 g/L in the final product

ready for use, marketed as

such or reconstituted as in-
structed by the manufacturer

Processed cereal-based food
and baby food for infants and
young children as defined un-
der Regulation (EU) No
609/2013

1,2 gL (beverages) in the final
product ready for use, mar-
keted as such or reconstituted
as instructed by the manufac-
turer

The designation of the novel food on
the labelling of the foodstuffs contain-
ing it shall be “2’-Fucosyllactose/Difu-
cosyllactose mixture”.

The labelling of food supplements
containing the 2-Fucosyllactose/Di-
fucosyllactose mixture shall bear a
statement that they should not be used
if breast milk or other foods contain-
ing added 2"-Fucosyllactose and/or Di-
fucosyllactose are consumed the same
day.

Authorised on 19.12.2019. This inclu-
sion is based on proprietary scientific
evidence and scientific data protected
in accordance with Article 26 of Reg-
ulation (EU) 2015/2283.

Applicant: Glycom A[S, Kogle Allé 4,
DK-2970 Hersholm, Denmark. Dur-
ing the period of data protection, the
novel food 2'-Fucosyllactose/Difuco-
syllactose mixture is authorised for pla-
cing on the market within the Union
only by Glycom A/S, unless a subse-
quent applicant obtains authorisation
for the novel food without reference to
the proprietary scientific evidence or
scientific data protected in accordance
with Article 26 of Regulation (EU)
2015/2283 or with the agreement of
Glycom A/S.

End date of the data protection: 19.12.
2024’
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Authorised novel food Conditions under which the novel food may be used Additional s.peciﬁc labelling cher Data Protection
requlrements requlrements
10 g/kg for products other
than beverages
Total diet replacement foods 4,0 g[L (beverages)
for weight control as defined | 40 g/kg (products other than
under Regulation (EU) No beverages)
609/2013
Food for special medical pur- | In accordance with the parti-
poses as defined under Regu- | cular nutritional requirements
lation (EU) No 609/2013 of the persons for whom the
products are intended
Food Supplements as defined 4,0 g/day
in Directive 2002/46/EC in-
tended for the general popu-
lation excluding infants
(2) in Table 2 (Specifications), the following entry is inserted in alphabetical order:
Authorised Novel Food Specification

‘2’-Fucosyllactose/Difucosyllactose
mixture (‘2’-FL/DFL’)
(microbial source)

Description/Definition:

2"-Fucosyllactose/Difucosyllactose mixture is a purified, white to off-white amorphous powder that is produced by a microbial process. After
purification, the 2’-Fucosyllactose/Difucosyllactose mixture is isolated by spray drying.

Source: Genetically modified strain of Escherichia coli strain K-12 DH1

Characteristics/Composition

Appearance: White to off white powder or agglomerates

Sum of 2’-Fucosyllactose, Difucosyllactose, Lactose and Fucose (% of dry matter): = 92,0 % (w/w)
Sum of 2’-fucosyllactose and difucosyllactose (% of dry matter): > 85,0 % (w/|w)
2’-Fucosyllactose (% of dry matter): > 75,0 % (w/w)

Difucosyllactose (% of dry matter): > 5,0 % (w/|w)

D-Lactose: < 10,0 % (w/|w)

L-Fucose: < 1,0 % (w/w)

2"-Fucosyl-D-lactulose: < 2,0 % (w/w)

Sum of other carbohydrates (*): < 6,0 % (w/w)

610C1T6C
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Authorised Novel Food Specification

Moisture: < 6,0 % (w/w)

Ash, sulfated: < 0,8 % (w/|w)

pH (20 °C, 5 % solution): 4,0-6,0
Residual protein: < 0,01 % (w/w)

Microbiological criteria:

Aerobic mesophilic bacteria total plate count: < 1000 CFU/g
Enterobacteriaceae: < 10 CFU/g

Salmonella sp.: Negative/25 g

Yeast: < 100 CFU/g

Mould: < 100 CFU/g

Residual endotoxins: < 10 EU/mg

CFU: Colony Forming Units; EU: Endotoxin Units

(*) 3-Fucosyllactose, 2’-Fucosyl-galactose, Glucose, Galactose, Mannitol, Sorbitol, Galactitol, Trihexose, Allo-lactose and other structurally related carbohydrates.’
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COMMISSION IMPLEMENTING REGULATION (EU) 2019/1980
of 26 November 2019
amending Regulation (EC) No 1484/95 as regards fixing representative prices in the poultrymeat and

egg sectors and for egg albumin
THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) No 1308/2013 of the European Parliament and of the Council of 17 December 2013
establishing a common organisation of the markets in agricultural products and repealing Council Regulations (EEC) No
922/72, (EEC) No 234/79, (EC) No 1037/2001 and (EC) No 1234/2007 (!), and in particular Article 183(b) thereof,

Having regard to Regulation (EU) No 510/2014 of the European Parliament and of the Council of 16 April 2014 laying
down the trade arrangements applicable to certain goods resulting from the processing of agricultural products and
repealing Council Regulations (EC) No 1216/2009 and (EC) No 614/2009 (3, and in particular Article 5(6)(a) thereof,

Whereas:

(1)  Commission Regulation (EC) No 1484/95 (*) lays down detailed rules for implementing the system of additional
import duties and fixes representative prices in the poultrymeat and egg sectors and for egg albumin.

(2)  Regular monitoring of the data used to determine representative prices for poultrymeat and egg products and for
egg albumin shows that the representative import prices for certain products should be amended to take account of
variations in price according to origin.

(3)  Regulation (EC) No 1484/95 should therefore be amended accordingly.

(4)  Given the need to ensure that this measure applies as soon as possible after the updated data have been made
available, this Regulation should enter into force on the day of its publication,

HAS ADOPTED THIS REGULATION:

Article 1

Annex I to Regulation (EC) No 1484/95 is replaced by the text set out in the Annex to this Regulation.

~

0] L 347, 20.12.2013, p. 671.

() OJL150,20.5.2014,p. 1.

Commission Regulation (EC) No 1484/95 of 28 June 1995 laying down detailed rules for implementing the system of additional
import duties and fixing representative prices in the poultrymeat and egg sectors and for egg albumin, and repealing Regulation No
163/67/EEC (O] L 145, 29.6.1995, p. 47).

~
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Article 2

This Regulation shall enter into force on the day of its publication in the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 26 November 2019.

For the Commission,
On behalf of the President,
Jerzy PLEWA
Director-General

Directorate-General for Agriculture and Rural
Development
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ANNEX
‘ANNEX 1
L Representative price Security under Article 3 .
CN code Description (EUR/100 kg) (EUR/100 k) Origin ()
02071290 Fowls of the species Gallus domesticus, 135,4 0 AR
not cut in pieces, presented as “65 %
chickens”, frozen
0207 1410 Fowls of the species Gallus domesticus, 236,9 19 AR
boneless cuts, frozen 213,0 26 BR
2448 17 CL
233,7 20 TH
16023211 Preparations of fowls of the species 284,0 1 BR
Gallus domesticus, uncooked

(") Nomenclature of countries laid down by Commission Regulation (EU) No 1106/2012 of 27 November 2012 implementing
Regulation (EC) No 471/2009 of the European Parliament and of the Council on Community statistics relating to external trade with
non-member countries, as regards the update of the nomenclature of countries and territories (OJ L 328, 28.11.2012, p. 7).’
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COMMISSION IMPLEMENTING REGULATION (EU) 2019/ 1981
of 28 November 2019

amending Implementing Regulation (EU) 2019/626 as regards lists of third countries and regions
thereof authorised for the entry into the European Union of snails, gelatine and collagen, and insects
intended for human consumption

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) 2017/625 of the European Parliament and of the Council of 15 March 2017 on official
controls and other official activities performed to ensure the application of food and feed law, rules on animal health and
welfare, plant health and plant protection products, amending Regulations (EC) No 999/2001, (EC) No 396/2005, (EC)
No 10692009, (EC) No 1107/2009, (EU) No 1151/2012, (EU) No 6522014, (EU) 2016/429 and (EU) 2016/2031 of the
European Parliament and of the Council, Council Regulations (EC) No 1/2005 and (EC) No 1099/2009 and Council
Directives 98/58/EC, 1999/74/EC, 2007[43/EC, 2008/119/EC and 2008/120/EC, and repealing Regulations (EC)
No 854/2004 and (EC) No 882/2004 of the European Parliament and of the Council, Council Directives 89/608/EEC,
89/662[EEC, 90/425[EEC, 91/496[EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision 92/438/EEC (Official
Controls Regulation) ('), and in particular Article 127(2) thereof,

Whereas:

(1) Regulation (EU) 2017/625 lays down rules for official controls and other control activities performed by the
competent authorities of the Member States in order to verify compliance with Union legislation in the area of,
among others, food safety at all stages of the production, processing and distribution process. In particular, it
provides that certain animals and goods are only to enter the Union from a third country or region thereof which
appears on a list drawn up by the Commission for that purpose.

(2)  Commission Delegated Regulation (EU) 2019/625 (3 supplements Regulation (EU) 2017/625 as regards the
requirements for the entry into the Union of consignments of certain animals and goods intended for human
consumption from third countries or regions thereof in order to ensure that they comply with the relevant
requirements established by the rules referred to in Article 1(2)(a) of Regulation (EU) 2017/625 or with
requirements recognised to be at least equivalent. Article 3 of Delegated Regulation (EU) 2019/625 lays down rules
regarding certain animals and goods that are required to come only from third countries or regions thereof
included in the list referred to in Article 126(2)(a) of Regulation (EU) 2017/625. Requirements to be included in the
list are laid down in Article 4 of Delegated Regulation (EU) 2019/625, in addition to the more general requirements
for inclusion laid down in Article 127(3) of Regulation (EU) 2017/625.

(3)  Commission Implementing Regulation (EU) 2019/626 (}) lays down or refers to lists of third countries or regions
thereof authorised for the entry into the Union of consignments of certain animals and goods intended for human
consumption to ensure compliance with the food safety requirements laid down in Article 4 of Delegated
Regulation (EU) 2019/625 and Article 127(3) of Regulation (EU) 2017/625. Implementing Regulation (EU)
2019/626 applies from 14 December 2019.

(4)  Article 12 of Implementing Regulation (EU) 2019/626 authorises the entry into the Union of consignments of
snails, as defined in point 6.2 of Annex I to Regulation (EC) No 853/2004 (), under certain conditions, provided
that such consignments come from the third countries or regions thereof listed in Annex III to Implementing
Regulation (EU) 2019/626.

() OJL95,7.4.2017,p. 1.

() Commission Delegated Regulation (EU) 2019/625 of 4 March 2019 supplementing Regulation (EU) 2017/625 of the European
Parliament and of the Council with regard to requirements for the entry into the Union of consignments of certain animals and goods
intended for human consumption (OJ L 131, 17.5.2019, p. 18).

() Commission Implementing Regulation (EU) 2019/626 of 5 March 2019 concerning lists of third countries and regions thereof
authorised for the entry into the European Union of certain animals and goods intended for human consumption, amending
Implementing Regulation (EU) 2016/759 as regards these lists (O] L 131, 17.5.2019, p. 31).

(*) Regulation (EC) No 853/2004 of the European Parliament and of the Council of 29 April 2004 laying down specific hygiene rules for
food of animal origin (O] L 139, 30.4.2004, p. 55).
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®)

In accordance with Article 6(1)(a) of Regulation (EC) No 853/2004, products of animal origin, including other
species of snails intended for human consumption, may be imported in the Union only if the third country or
regions thereof appear on a list laid down in Implementing Regulation (EU) 2019/626.

Pending such listing in accordance with Regulation (EU) 2019/626, imports of such snails are allowed in accordance
with Article 3 of Commission Regulation (EU) 2017/185 (*), which provides a derogation concerning pub