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S.1. No. 159 of 2024

EUROPEAN UNION (NOVEL FOODS) (AMENDMENT)
REGULATIONS 2024

I, STEPHEN DONNELLY, Minister for Health, in exercise of the powers
conferred on me by section 3 of the European Communities Act 1972 (No. 27
of 1972) and for the purpose of giving further effect to Commission
Implementing Regulation (EU) 2017/2470 of 20 December 2017%, and all other
associated European acts specified in Part A of Schedule 1 to these
Regulations, hereby make the following Regulations:

1. (1) These Regulations may be cited as the European Union (Novel
Foods) (Amendment) Regulations 2024.

(2) The Principal Regulations and these Regulations may be cited together
as the European Union (Novel Foods) Regulations 2022 and 2024.

2. In these Regulations “Principal Regulations” means the European
Union (Novel Foods) Regulations 2022 (S.1. No. 253 of 2022).

3. Regulation 11 of the Principal Regulations is amended—

(@) in paragraph (6)(b), by inserting “and Regulation 12” after “the
Official Controls Regulation”, and

(b) by inserting after paragraph (7) the following paragraph:

“(8) An authorised officer who serves a notice under paragraph
(7) may, by further notice in writing to the recipient of the
first notice, extend the period during which the removal of
the food or relevant thing is prohibited for a further period
specified in the second notice not exceeding 10 working
days, provided that such extension is necessary for the
purposes of completing analysis, testing or inspection of
the food or relevant thing.”.

4. Regulation 12 of the Principal Regulations is amended —

(@) in paragraph (1), by inserting “, provided that the second expert
opinion is requested by notice in writing to the authorised
officer within a period of 7 working days after the operator is
notified of the results of the analysis, testing or inspection” after
“(“a second expert opinion’)”,

(b) by inserting after paragraph (1) the following paragraphs:

1 0J No. L 351, 30.12.2017, p. 72.

Notice of the making of this Statutory Instrument was published in
"Iris Oifigidil™ of 19th April, 2024.
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“(1A) Following receipt of a request pursuant to paragraph (1),

the authorised officer shall issue a written
acknowledgement of the request.

(1B) An operator who makes a request pursuant to paragraph
(1) shall provide to the authorised officer, in writing
within 7 working days of the date of the acknowledgement
issued pursuant to paragraph (1A), written details of the
recognised and appropriately qualified expert who shall be
giving the second expert opinion and a written list of
documents and records relating to the sampling, analysis,
or test required for the purpose of the documentary review
under Article 35 of the Official Controls Regulation.

(1C) The documentary review under Article 35 of the Official
Controls Regulation shall be completed within 15 working
days of the date on which the documents and records
required for the purpose of the review are issued to the
operator.”,

in paragraph (2), by substituting for subparagraph (i) the
following:

“when purchasing or taking the sample, and if so requested by
the operator or the person in apparent charge or control of the
food or relevant thing, ensure that a sufficient quantity is taken
to allow for a second expert opinion referred to in Article 35(3)
of the Official Controls Regulation, or”, and

by substituting for paragraph (4) the following:

“(4) Where there is a dispute between the Authority or the
official agency and the operator that is based on a second
expert opinion, the operator may, by notice in writing
delivered to the authorised officer no more than 10
working days after the issuance of the opinion, request
pursuant to Article 35(3) of the Official Controls
Regulation and at his or her own expense, a documentary
review of the initial analysis or test or another analysis,
test or inspection by another official laboratory.”.

5. Regulation 13 of the Principal Regulations is amended—

(@)

(b)

in paragraph (2)(a) by substituting “close and seal” for “seal and
fasten”,

by inserting after paragraph (2) the following paragraph:

“(2A) Notwithstanding paragraph (2)(a), an authorised officer
may mark, close and seal a part of a sample, as
appropriate, in the absence of the operator, or the person in
apparent charge or control of the food, where no such
person agrees to be present or it is not technically feasible
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(©)

(d)

for such person to be present during such marking, closing
and sealing.”,

in paragraph (5), by inserting “, or the operator concerned
availed of its right to a second expert opinion under Article 35
of the Official Controls Regulation and Regulation 12” after “as
specified in this Regulation”, and

by substituting for paragraph (7) the following:

“(7) The Authority or the official agency, as the case may be,
may, where it considers that it is necessary to eliminate or
contain the risks to human, animal or plant health, animal
welfare, or, as regards GMOs and plant protection
products, also to the environment, take immediate action
notwithstanding that the sampling procedures set out in
this Regulation have not been carried out and
notwithstanding any application by the operator for a
second expert opinion under Article 35 of the Official
Controls Regulation and Regulation 12.”.

6. Regulation 14 of the Principal Regulations is amended—

(@)

(b)

(©)

(d)

by substituting for subparagraph (2)(a) the following:

“(a) in the presence of the operator, or the person in apparent
charge or control of the relevant thing, mark, close and
seal each relevant thing, copy or photograph, in such a
manner as its nature will permit, and in such a way that the
integrity of the sample is not compromised,”,

by inserting after paragraph (2) the following paragraph:

“(2A) Notwithstanding paragraph (2)(a), an authorised officer
may mark, close and seal a part of a sample, as
appropriate, in the absence of the operator, or the person in
apparent charge or control of the relevant thing, where no
such person agrees to be present or it is not technically
feasible for such person to be present during such
marking, closing and sealing,”,

in paragraph (3), by inserting “, or the operator concerned
availed of its right to a second expert opinion under Article 35
of the Official Controls Regulation and Regulation 12,” after
“taken pursuant to paragraph (1)”, and

by substituting for paragraph (5) the following:

“(5) The Authority or the official agency, as the case may be,
may, where it considers that it is necessary to eliminate or
contain the risks to human, animal or plant health, animal
welfare, or, as regards GMOs and plant protection
products, also to the environment, take immediate action
notwithstanding that the sampling procedures set out in
this Regulation have not been carried out and
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notwithstanding any application by the operator for a
second expert opinion under Article 35 of the Official
Controls Regulation and Regulation 12.”.

7. Regulation 23 of the Principal Regulations is amended by inserting
after paragraph (3) the following paragraphs:

“(4) Calanus finmarchicus oil food supplements which were lawfully
placed on the market before 12 July 2022 may be marketed until
their date of minimum durability or use by date.

(5) Calanus finmarchicus oil food supplements which were
dispatched from a third country and were on their way to the
Union before 12 July 2022 and complying with the rules in force
before 12 July 2022, may be marketed until their date of
minimum durability or use by date.”.

8. The Principal Regulations are amended by substituting for Part A of
Schedule 1 the following:
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10.

11.

12.

13.

14.

“Schedule 1
Part A

Commission Implementing Regulation (EU) 2018/460 of 20 March
20182

Commission Implementing Regulation (EU) 2018/461 of 20 March
20183

Commission Implementing Regulation (EU) 2018/462 of 20 March
2018*

Commission Implementing Regulation (EU) 2018/469 of 21 March
2018°

Commission Implementing Regulation (EU) 2018/991 of 12 July 2018°

Commission Implementing Regulation (EU) 2018/1011 of 17 July
2018’

Commission Implementing Regulation (EU) 2018/1018 of 18 July
20188

Commission Implementing Regulation (EU) 2018/1032 of 20 July
2018°

Commission Implementing Regulation (EU) 2018/1023 of 23 July
201810

Commission Implementing Regulation (EU) 2018/1122 of 10 August
2018

Commission Implementing Regulation (EU) 2018/1123 of 10 August
201812

Commission Implementing Regulation (EU) 2018/1132 of 13 August
2018%%

Commission Implementing Regulation (EU) 2018/1133 of 13 August
2018

Commission Implementing Regulation (EU) 2018/1293 of 26
September 2018

20J No.
% 0J No.
4 0J No.
50J No.
6 0J No.
70J No.
8 0J No.
90J No.

100J No.
11 0J No.
2.0J No.
30J No.
4 0J No.
5 0J No.

L 78, 21.3.2018, p. 11
L 79, 22.3.2018, p. 11
L 177, 13.7.2018, p. 9
L 181, 18.7.2018, p. 4.
L 183, 19.7.2018, p. 9.
L 185, 23.7.2018, p. 9
L 187, 24.7.2018, p. 1.

L 204, 13.8.2018, p. 36.
L 204, 13.8.2018, p. 41.
L 205, 14.8.2018, p. 15.
L 205, 14.8.2018, p. 18.
L 243, 27.9.2018, p. 2.

2
L 78, 21.3.2018, p. 7.
1
1
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15.  Commission Implementing Regulation (EU) 2018/1631 of 30 October
2018

16.  Commission Implementing Regulation (EU) 2018/1632 of 30 October
2018

17.  Commission Implementing Regulation (EU) 2018/1633 of 30 October
2018%

18.  Commission Implementing Regulation (EU) 2018/1647 of 31 October
2018%

19.  Commission Implementing Regulation (EU) 2018/1648 of 29 October
2018%

20.  Commission Implementing Regulation (EU) 2018/1991 of 13
December 2018%

21.  Commission Implementing Regulation (EU) 2018/2016 of 18
December 2018%

22.  Commission Implementing Regulation (EU) 2018/2017 of 18
December 2018%

23.  Commission Implementing Regulation (EU) 2019/108 of 24 January
2019%

24.  Commission Implementing Regulation (EU) 2019/109 of 24 January
2019%

25.  Commission Implementing Regulation (EU) 2019/110 of 24 January
2019%

26.  Commission Implementing Regulation (EU) 2019/387 of 11 March
2019%

27.  Commission Implementing Regulation (EU) 2019/388 of 11 March
2019%

28.  Commission Implementing Regulation (EU) 2019/456 of 20 March
2019%

29.  Commission Implementing Regulation (EU) 2019/506 of 26 March
2019%

16 0J No. L 272, 31.10.2018, p. 17.

170J No. L 272, 31.10.2018, p. 23.

18 0J No. L 272, 31.10.2018, p. 29.

190J No. L 274, 5.11.2018, p. 51.

200J No. L 275, 6.11.2018, p. 1.

21.0J No. L 320, 17.12.2018, p. 22.

22.0J No. L 323, 19.12.2018, p. 1.

22.0J No. L 323, 19.12.2018, p. 4.

240J No. L 23, 25.1.2019, p. 4.

2 0J No. L 23, 25.1.2019, p. 7.

26.0J No. L 23, 25.1.2019, p. 11.

27.0J No. L 70, 12.3.2019, p. 17.

28 0J No. L 70, 12.3.2019, p. 21.

2 0J No. L 79, 21.3.2019, p. 13.

30.0J No. L 85,27.3.2019, p. 11.
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30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44,

Commission Implementing Regulation (EU) 2019/760 of 13 May
2019%

Commission Implementing Regulation (EU) 2019/1272 of 29 July
2019%

Commission Implementing Regulation (EU) 2019/1294 of 1 August
2019%

Commission Implementing Regulation (EU) 2019/1314 of 2 August
20193

Commission Implementing Regulation (EU) 2019/1686 of 8 October
2019%

Commission Implementing Regulation (EU) 2019/1976 of 25
November 2019%

Commission Implementing Regulation (EU) 2019/1979 of 26
November 20193

Commission Implementing Regulation (EU) 2019/2165 of 17
December 2019%

Commission Implementing Regulation (EU) 2020/16 of 10 January
2020%

Commission Implementing Regulation (EU) 2020/24 of 13 January
20204

Commission Implementing Regulation (EU) 2020/206 of 14 February
2020%

Commission Implementing Regulation (EU) 2020/443 of 25 March
2020%2

Commission Implementing Regulation (EU) 2020/478 of 1 April
20204

Commission Implementing Regulation (EU) 2020/484 of 2 April
2020%

Commission Implementing Regulation (EU) 2020/500 of 6 April
2020%

31 0J No.
%2.0J No.
3 0J No.
3 0J No.
% 0J No.
36 0J No.
37.0J No.
38 0J No.
39 0J No.
40 0J No.
41 0J No.
42 0J No.
43 0J No.
44 0J No.
45 0J No.

L 125, 14.5.2019, p. 13.
L 201, 30.7.2019, p. 3.

L 204, 2.8.2019, p. 16.

L 205, 5.8.2019, p. 4.

L 258, 9.10.2019, p. 13.

L 308, 29.11.2019, p. 40.
L 308, 29.11.2019, p. 62.
L 328, 18.12.2019, p. 81.
L 7, 13.1.2020, p. 6.
L 8, 14.1.2020, p. 12.
L 43, 17.2.2020, p. 66.
L 92, 26.3.2020, p. 7.

L 102, 2.4.2020, p. 1.

L 103, 3.4.2020, p. 3.

L 109, 7.4.2020, p. 2.



45.
46.
47.
48.

49.

50.

51.

52.

53.

54.

55.

56.

57.

58.

59.

60.
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Commission Implementing Regulation (EU) 2020/916 of 1 July 2020
Commission Implementing Regulation (EU) 2020/917 of 1 July 2020%
Commission Implementing Regulation (EU) 2020/973 of 6 July 2020

Commission Implementing Regulation (EU) 2020/1163 of 6 August
2020%°

Commission Implementing Regulation (EU) 2020/1559 of 26 October
2020%°

Commission Implementing Regulation (EU) 2020/1634 of 4 November
2020°

Commission Implementing Regulation (EU) 2020/1820 of 2 December
20202

Commission Implementing Regulation (EU) 2020/1821 of 2 December
2020%®

Commission Implementing Regulation (EU) 2020/1822 of 2 December
2020

Commission Implementing Regulation (EU) 2020/1993 of 4 December
2020

Commission Implementing Regulation (EU) 2021/50 of 22 January
202156

Commission Implementing Regulation (EU) 2021/51 of 22 January
2021°

Commission Implementing Regulation (EU) 2021/82 of 27 January
202158

Commission Implementing Regulation (EU) 2021/96 of 28 January
2021%°

Commission Implementing Regulation (EU) 2021/120 of 2 February
202190

Commission Implementing Regulation (EU) 2021/668 of 23 April
2021%

46 0J No
470J No
48 0JNo
4“9 0JNo
50 0J No
51 0J No
520J No
53 0J No
54 0J No
% 0J No
% 0J No
57 0J No
% 0J No
5% 0JNo
60 0J No
61.0J No

. L 209, 2.7.2020, p. 6.

. L 209, 2.7.2020, p. 10.

. L 215, 7.7.2020, p. 7.

. L 258, 7.8.2020, p. 1.

. L 357, 27.10.2020, p. 7.
. L 367, 5.11.2020, p. 39.
. L 406, 3.12.2020, p. 29.
. L 406, 3.12.2020, p. 34.
. L 406, 3.12.2020, p. 39.
. L 410, 7.12.2020, p. 62.
. L 23,25.1.2021, p. 7.

. L 23,25.1.2021, p. 10.
.L 29, 28.1.2021, p. 16.
.L 31,29.1.2021, p. 201.
. L 37,3.2.2021, p. 1.

.L 141, 26.4.2021, p. 3.
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61.

62.
63.
64.
65.

66.

67.

68.

69.

70.

71.

72.

73.

74.

75.

76.

Commission Implementing Regulation (EU) 2021/670 of 23 April
202162

Commission Implementing Regulation (EU) 2021/882 of 1 June 20215
Commission Implementing Regulation (EU) 2021/900 of 3 June 20215
Commission Implementing Regulation (EU) 2021/912 of 4 June 2021%

Commission Implementing Regulation (EU) 2021/1318 of 9 August
2021%¢

Commission Implementing Regulation (EU) 2021/1319 of 9 August
2021°7

Commission Implementing Regulation (EU) 2021/1326 of 10 August
2021%8

Commission Implementing Regulation (EU) 2021/1377 of 19 August
2021°°

Commission Implementing Regulation (EU) 2021/1974 of 12
November 20217

Commission Implementing Regulation (EU) 2021/1975 of 12
November 2021™

Commission Implementing Regulation (EU) 2021/2029 of 19
November 20212

Commission Implementing Regulation (EU) 2021/2079 of 26
November 20217

Commission Implementing Regulation (EU) 2021/2129 of 2 December
2021

Commission Implementing Regulation (EU) 2021/2191 of 10
December 20217

Commission Implementing Regulation (EU) 2022/47 of 13 January
20227

Commission Implementing Regulation (EU) 2022/168 of 8 February
202277

62 0J No.
63 0J No.
6 0J No.
% 0J No.
% 0J No.
67.0J No.
6 0J No.
69 0J No.
00J No.
10J No.
20J No.
3 0J No.
7 0J No.
5 0J No.
6 0J No.
70J No.

L 141, 26.4.2021, p. 14.
L 194, 2.6.2021, p. 16.

L 197, 4.6.2021, p. 71.

L 199, 7.6.2021, p. 10.

L 286, 10.8.2021, p. 5.

L 286, 10.8.2021, p. 12.
L 288, 11.8.2021, p. 24.
L 297, 20.8.2021, p. 20.
L 402, 15.11.2021, p. 5.
L 402, 15.11.2021, p. 10.
L 415, 22.11.2021, p. 9.
L 426, 29.11.2021, p. 16.
L 432, 3.12.2021, p. 13.
L 445, 13.12.2021, p. 1.
L9, 14.1.2022, p. 29.

L 28,9.2.2022, p. 5.
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Implementing Regulation (EU) 2022/169 of 8 February
Implementing Regulation (EU) 2022/187 of 10 February
Implementing Regulation (EU) 2022/188 of 10 February
Implementing Regulation (EU) 2022/196 of 11 February
Implementing Regulation (EU) 2022/202 of 14 February
Implementing Regulation (EU) 2022/672 of 22 April
Implementing Regulation (EU) 2022/673 of 22 April
Implementing Regulation (EU) 2022/684 of 28 April
Implementing Regulation (EU) 2022/961 of 20 June
Implementing Regulation (EU) 2022/965 of 21 June
Implementing Regulation (EU) 2022/966 of 21 June
Implementing Regulation (EU) 2022/1160 of 5 July
Implementing Regulation (EU) 2022/1365 of 4 August
Implementing Regulation (EU) 2022/1373 of 5 August

Implementing Regulation (EU) 2022/1381 of 8 August

77. Commission

20228
78. Commission

202279
79. Commission

202280
80. Commission

202281
81. Commission

202282
82. Commission

202283
83. Commission

202284
84. Commission

20228°
85. Commission

202286
86. Commission

202287
87. Commission

202288
88. Commission

202289
89. Commission

2022
90. Commission

2022°1
91. Commission

20222
78 0J No. L 28, 9.2.2022, p. 10.
7 0J No. L 30, 11.2.2022, p. 102.
8 0J No. L 30, 11.2.2022, p. 108.
81 0J No. L 31, 14.2.2022, p. 46.
8 0J No. L 33, 15.2.2022, p. 41.
8 0J No. L 122, 25.4.2022, p. 24.
8 0J No. L 122, 25.4.2022, p. 27.
8 0J No. L 126, 29.4.2022, p. 10.
8 0J No. L 165, 21.6.2022, p. 41.
87 0J No. L 166, 22.6.2022, p. 118.
8 0J No. L 166, 22.6.2022, p. 125.
8 0J No. L 179, 6.7.2022, p. 25.
% 0J No. L 205, 5.8.2022, p. 230.
91 0J No. L 206, 8.8.2022, p. 28.
%2 0J No. L 207, 9.8.2022, p. 12.
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92.

93.

94.

95.

96.

97.

98.

99.

Commission Implementing Regulation (EU) 2022/2534 of 21

December 2022%

Commission Implementing Regulation (EU) 2022/2535 of 21

December 2022%*

Commission Implementing Regulation
2023%

Commission Implementing Regulation
2023%

Commission Implementing Regulation
2023%

Commission Implementing Regulation
2023%

Commission Implementing Regulation
2023%

Commission Implementing Regulation
2023100”.

GIVEN under my Official Seal,
17 April, 2024.

STEPHEN DONNELLY,
Minister for Health.

9% 0J No.
% 0J No.
% 0J No.
% 0OJ No.
97 0J No.
% 0J No.
% 0J No.

L 328, 22.12.2022, p. 8.
L 328, 22.12.2022, p. 91.
L 2, 4.1.2023, p. 3.

L 2, 4.1.2023, p. 9.

L 2, 4.1.2023, p. 16.

L 2, 4.1.2023, p. 21.

L 6,9.1.2023, p. 1.

190 0J No. L 68, 6.3.2023, p. 32.

(EU) 2023/4 of 3 January
(EU) 2023/5 of 3 January
(EU) 2023/6 of 3 January
(EU) 2023/7 of 3 January
(EU) 2023/65 of 6 January

(EU) 2023/463 of 3 March
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EXPLANATORY NOTE

(This note is not part of the instrument and does not purport to be a legal
interpretation.)

These Regulations give further effect to Commission Implementing Regulation
(EU) 2017/2470 of 20 December 2017 which establishes the Union List of
Novel Foods as amended by the Commission Implementing Regulations
specified in the Schedule to these Regulations.

These Regulations amend the European Union (Novel Foods) Regulations
2022 (S.1. No. 253 of 2022) in the manner specified in these Regulations.

These Regulations may be cited as the European Union (Novel Foods)
(Amendment) Regulations 2024.



14 [159]

BAILE ATHA CLIATH
ARNA FHOILSIU AG OIFIG AN tSOLATHAIR
Le ceannach direach 6
FOILSEACHAIN RIALTAIS,
BOTHAR BHAILE Ui BHEOLAIN,
CILL MHAIGHNEANN,
BAILE ATHA CLIATH 8,
D08 XAO6

Teil: 046 942 3100
r-phost: publications@opw.ie

DUBLIN
PUBLISHED BY THE STATIONERY OFFICE
To be purchased from
GOVERNMENT PUBLICATIONS,
MOUNTSHANNON ROAD,
KILMAINHAM, DUBLIN 8,
D08 XAO6

Tel: 046 942 3100
E-mail: publications@opw.ie

SBN 978-1-3993-3022-0

139973302

(DH-529) 30. 4/24. Propylon.



