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Dear Ms Jakubauskiene,

I would like to thank you for your email* of 3 May 2022, in which you request a reply to
your email of 21 March 20222 asking for clarifications with respect to the use of food
enzymes preparations. Please accept my apologies for the belated reply.

Specific replies are provided below to each of your questions:

1) On the condition that enzyme products used for dairy production are evaluated,
should supplementary processed materials e.g. carrier, stabilizer - glycerol be
evaluated as well?

I would like to start by recalling the specific principles applicable to the processing of
organic food laid down in Article 7 of Regulation (EU) 2018/8483 which inter alia
provides for: “(b) the restriction of the use of food additives, of non-organic ingredients
with mainly technological and sensory functions, and of micronutrients and processing
aids, so that they are used to a minimum extent and only in cases of essential
technological need or for particular nutritional purposes;

In addition, point 2.2.1. of Part IV of Annex Il to Regulation (EU) 2018/848 states:
“Only food additives, processing aids and non-organic agricultural ingredients
authorised pursuant to Article 24 or Article 25 for use in organic production, and the
products and substances referred to in point 2.2.2 may be used in the processing of food,
with the exception of products and substances of the wine sector, for which point 2 of
Part VI shall apply, and with the exception of yeast, for which point 1.3 of Part VII shall

apply.”

1 ARES (2022)3433545
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8 Regulation (EU) 2018/848 of the European Parliament and of the Council of 30 May 2018 on organic
production and labelling of organic products and repealing Council Regulation (EC) No 834/2007 (OJ
L 150, 14.6.2018, p. 1).
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Moreover, for the sake of clarity, | would also like to recall Article 9(3) of Regulation
(EU) 2018/848, which states: “For the purposes and uses referred to in Articles 24 and
25 and in Annex |1, only products and substances that have been authorised pursuant to
those provisions may be used in organic production, provided that their_use in_non-
organic production has also been authorised in accordance with the relevant provisions
of Union law and, where applicable, in accordance with national provisions based on
Union law”.

In particular, the use of food enzymes is allowed in organic processed food under point
2.2.2. of Part IV of Annex Il to Regulation (EU) 2018/848: “(a) preparations of micro-
organisms and food enzymes normally used in food processing, provided that food
enzymes to be used as food additives have been authorised pursuant to Article 24 for use
in organic production”.

In this context, it is important to mention as well the EU horizontal legislation
concerning enzymes, i.e. Regulation (EC) 1332/2008*, where a definition of preparation
is also provided under its Article 3(2)(b) as follows: “‘food enzyme preparation’ means a
formulation consisting of one or more food enzymes in which substances such as food
additives and/or other food ingredients are incorporated to facilitate their storage, sale,
standardisation, dilution or dissolution”.

Also to be considered is the definition of processing aid under Article 2(b) of Regulation
(EC) 1333/2008° on food additives, as follows: “ ‘processing aid’ shall mean any
substance which: (i) is not consumed as a food by itself; (ii) is intentionally used in the
processing of raw materials, foods or their ingredients, to fulfil a certain technological
purpose during treatment or processing; and (iii) may result in the unintentional but
technically unavoidable presence in the final product of residues of the substance or its
derivatives provided they do not present any health risk and do not have any
technological effect on the final product; ”.

I would further like to bring to your attention that Annex | to Regulation (EC) 1333/2008
lists the functional classes of food additives, such list includes carriers and stabilisers.

Consequently, in accordance with point 2.2.2. of Part IV of Annex Il to Regulation (EU)
2018/848, when the enzyme is indeed used as a processing aid normally used in food
processing, the food enzyme preparation to be used as processing aid can be used in
organic production, when it is not produced from or by Genetically Modified Organisms
in line with Article 11 of Regulation (EU) 2018/848.

In this case, it is sufficient that the food additives including those used as carriers present
in the preparation are normally used and authorised for use in food enzymes and thus
included in Annex Il to Regulation (EC) No 1333/2008, which lays down the Union list
of food additives approved for use in food additives, food enzymes, flavourings and
nutrients and their conditions of use.

4 Regulation (EC) 1332/2008 of the European Parliament and of the Council of 16 December 2008 on
food enzymes and amending Council Directive 83/417/EEC, Council Regulation (EC) no 1493/1999,
Directive 2000/13/EC, Council Directive 2001/112/EC and Regulation (EC) No 258/97 (OJ L 354,
31.12.2008, p.7)

> Regulation (EC) 1333/2008 of the European Parliament and of the Council of 16 December 2008 on
food additives (OJ L 354, 31.12.2008, p.16)



For the categorisation of food enzymes, please consider also the DG SANTE Guidance
available here: *fs food-improvement-agents enzymes-guidance-categorisation.pdf

(europa.eu).

When the food enzyme is used for its technological function as an ingredient (i.e. as an
additive), approved in compliance with the horizontal legislation, it shall have to be
further assessed and, when appropriate, authorised for use in organic production pursuant
to Article 24 of Regulation (EU) 2018/848. However, also in this case, carriers and other
food additives normally used in the preparation of the food enzyme itself, and already
approved under horizontal legislation, will not need to be authorised in organic, except in
the case of food additives having a technological function in the final food.

In this last case, indeed, also the food additive used in the enzyme preparation shall be
considered as a food additive of the food, and not a food additive of the added food
enzyme, and must then comply with the conditions of use for that food as provided for in
the horizontal legislation® and be assessed under the Article 24 of Regulation (EU)
2018/848.

Finally, in case the preparation of the food enzyme itself should be subject to organic
certification and placed on the market as “organic enzyme preparation” being a product
in the scope as “processed agricultural products for use as food” under Article 2 of
Regulation (EU) 2018/848, all components of such food enzyme preparation (e.g.
carriers, stabilisers) will have to be assessed and if appropriate, approved under the
organic legislation.

2) Should the following supplementary processed materials / additives be assessed
according to Annex V to R2021 / 1165 that provides a list of products and substances
for production of organic food and yeast used for food or feed:

Authorized food additives and processing aids referred to in Article 24 (2) (a) of Part A
R2018 / 848:

Section Al - Food additives, including carriers;

Section A2 - Processing aids and other products authorized for use in the processing of
organically produced ingredients of agricultural origin.”?

Yes, but only in the cases explained above.

-3) Should the R 2018 / 848 Annex Il part 1V paragraph 2.2.2 be applied solely for the
enzyme preparations

» The following products and materials may be used in food processing:

(a) preparations of micro-organisms and food enzymes normally used in food
processing, provided that food enzymes used as food additives are authorized
for use in organic production in accordance with Article 24*?

®  Article 18 of Regulation (EC) 1333/2008: “Where a food additive in a food flavouring, food additive or
food enzyme is added to a food and has a technological function in that food, it shall be considered a
food additive of that food and not a food additive of the added flavouring, food additive or food enzyme,
and must then comply with the conditions of use for that food as provided for.”


https://ec.europa.eu/food/system/files/2016-10/fs_food-improvement-agents_enzymes-guidance-categorisation.pdf
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See above.

This opinion is provided on the basis of the facts set out in your e-mail of 21 March 2022
and expresses the opinion of the Commission services and does not commit the European
Commission. In the event of a dispute involving Union law it is, under the Treaty on the
Functioning of the European Union, ultimately for the Court of Justice of the European
Union to provide a definitive interpretation of the applicable Union law.

Yours sincerely,

Michael PIELKE i.o. Pierre
BASCOU absent
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Gerb. p. Jakubauskiene,

Dékoju uz Jusy 2022 m. geguzés 3 d. el. laiska:, kuriame prasote atsakyti  Jasy 2022 m.
kovo 21 d. el. laiSka?, kuriame praSéte pateikti paaiSkinimus del maisto fermenty preparaty
naudojimo. AtsipraSau uz paveluotg atsakyma.

Zemiau pateikti konkretiis atsakymai j kiekviena Jisy klausima:

1) Jei pieno gamyboje naudojami fermentiniai produktai yra vertinami, ar reikia
jvertinti ir papildomas perdirbtas medZiagas, pvz., nesiklj, stabilizatoriy - glicerolj?

Visy pirma noréCiau priminti konkrecius ekologisky maisto produkty perdirbimui taikomus
principus, pateiktus Reglamento (ES) 2018/8482 7 straipsnyje, kuriame, be kita ko, nurodyta: “(b)
maisto priedy, neekologisky sudedamyjy daliy, kuriy funkcijos yra daugiausia
technologinés ir juslinés, mikroelementy ir pagalbiniy perdirbimo medziagy naudojimas
kuo labiau ribojamas, leidZiant juos naudoti tik svarbiausioms technologinéms reikméms
arba tam tikrais mitybos tikslais;

Be to, Reglamento (ES) 2018/848 1l priedo 1V dalies 2.2.1 punkte nurodyta: “Perdirbant
maistq gali buti naudojami tik maisto priedai, pagalbinés perdirbimo medziagos ir
neekologiskos Zemés iikio kilmés sudedamosios dalys, kuriuos leidziama naudoti
ekologinéje gamyboje pagal 24 straipsnj arba 25 straipsnj, taip pat 2.2.2. punkte nurodyti
produktai ir medZiagos, isskyrus vyno sektoriaus produktus ir medzZiagas, kuriems
taikomas VI dalies 2 punktas, ir isskyrus mieles, kurioms taikomas VII dalies 1.3 punktas.”

1 ARES (2022)3433545
2 ARES(2022)2051005

3 Regulation (EU) 2018/848 of the European Parliament and of the Council of 30 May 2018 on organic
production and labelling of organic products and repealing Council Regulation (EC) No 834/2007 (OJ
L 150, 14.6.2018, p. 1).
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Be to, siekiant aiSkumo, taip pat noréciau priminti Reglamento (ES) 2018/848 9 straipsnio
3 dalj, kurioje teigiama: ,, 24 ir 25 straipsniuose ir Il priede nurodytais tikslais ir naudojimo
tikslais ekologinéje gamyboje galima naudoti tik pagal tas nuostatas leidZiamus produktus
ir medziagas, su salyga, kad juos, remiantis atitinkamomis Sqjungos teisés nuostatomis ir,
Jjei taikytina, remiantis Sgjungos teise grindziamomis nacionalinémis nuostatomis, taip pat

leista naudoti neekologinéje gamyboje.

Konkreciai, maisto fermentus ekologiskuose perdirbtuose maisto produktuose leidziama
naudoti pagal Reglamento (ES) 2018/848 II priedo IV dalies 2.2.2 punktg: “(a)
mikroorganizmy ir maisto fermenty preparatus, paprastai naudojamus perdirbant maistg,
jeigu kaip maisto priedus naudotinus maisto fermentus leista naudoti ekologinéje gamyboje
pagal 24 straipsnj”.

Siame kontekste svarbu paminéti ir ES horizontaliuosius teisés aktus, susijusius su fermentais, t. y.
Reglamentg (EB) Nr. 1332/2008¢, kurio 3 straipsnio 2 dalies b punkte taip pat pateikiama tokia
preparato apibréztis: ,, maisto fermenty preparatas“ — vieno arba keliy maisto fermenty
misinys, kuriame medziagos, pavyzdziui, maisto priedai ir (arba) kiti maisto komponentai,
yra naudojamos siekiant, kad jos padéty laikyti, parduoti, standartizuoti, atskiesti ar
iStirpinti Siuos fermentus.

Taip pat reikéty atsizvelgti | Reglamento (EB) Nr. 1333/2008° dél maisto priedy 2 straipsnio b
punkte pateikta perdirbimo pagalbos apibrézti: ,, pagalbinés perdirbimo medziagos *“ — bet kuri
medziaga, kuri: (i) néra vartojama atskirai kaip maistas, ii) yra tikslingai naudojama
gaminant Zaliavas, maisto produktus arba jy ingredientus konkreciais technologiniais
tikslais apdirbimo arba gamybos metu; ir iii) galutiniame produkte neplanuotai, taciau
techniskai neisvengiamai gali likti medZiagos likuciy arba jos dariniy, jei tie likuciai
nekelia pavojaus sveikatai ir nedaro kokio nors technologinio poveikio galutiniam
produktui; “

Dar noréciau atkreipti jusy démesj, kad Reglamento (EB) Nr. 1333/2008 | priede
pateikiamas maisto priedy funkciniy klasiy sarasas, i kurj jtraukti nesikliai ir stabilizatoriai.

Todel pagal Reglamento (ES) 2018/848 1I priedo IV dalies 2.2.2 punkta, kai fermentas 1§
tiesy naudojamas kaip pagalbiné medziaga, paprastai naudojama perdirbant maista, maisto
fermenty preparatas, skirtas naudoti kaip pagalbiné medziaga, gali biiti naudojamas
ekologinéje gamyboje, kai jis néra pagamintas i§ genetiSkai modifikuoty organizmy arba
naudojant genetiSkai modifikuotus organizmus pagal Reglamento (ES) 2018/848 11
straipsnj.

Siuo atveju pakanka, kad maisto priedai, jskaitant preparate esanéius nesiklius, biity
Iprastai naudojami ir leidZziami naudoti maisto fermentuose, taigi jtraukti j Reglamento
(EB) Nr. 1333/2008 III prieda, kuriame nustatytas Sajungos maisto priedy, patvirtinty
naudoti maisto prieduose, maisto fermentuose, kvapiosiose medziagose ir maistinése
medziagose, sarasas ir jy naudojimo salygos.

42008 m. gruodzio 16 d. Europos Parlamento ir Tarybos reglamentas (EB) Nr. 1332/2008 dél maisto
fermenty, i§ dalies keiciantis Tarybos direktyva 83/417/EEB, Tarybos reglamenta (EB) Nr. 1493/1999,
Direktyva 2000/13/EB, Tarybos direktyva 2001/112/EB ir Reglamenta (EB) Nr. 258/97 (OL L 354,
2008-12-31, p. 7).

52008 m. gruodzio 16 d. Europos Parlamento ir Tarybos reglamentas (EB) Nr. 1333/2008 dél maisto priedy
(OL L 354, 2008-12-31, p. 16).



D¢l maisto fermenty skirstymo | kategorijas taip pat atkreipkite démesj j DG SANTE
gaires, kurias  rasite  Cia:  *fs_food-improvement-agents_enzymes-guidance-
categorisation.pdf (europa.eu).

Kai maisto fermentas naudojamas kaip sudedamoji dalis pagal savo technologing funkcija
(t. y. kaip priedas), patvirtintas pagal horizontaliuosius teisés aktus, jis turi buiti papildomai
jvertintas ir, jei reikia, leistas naudoti ekologinéje gamyboje pagal Reglamento (ES)
2018/848 24 straipsnj. Taciau ir Siuo atveju neSikliy ir kity maisto priedy, paprastai
naudojamy ruoSiant pat] maisto fermentg ir jau patvirtinty pagal horizontaliuosius teisés
aktus, nereikés leisti naudoti kaip ekologisky, iSskyrus tuos maisto priedus, kurie
galutiniame maisto produkte atlieka technologing funkcija.

Siuo paskutiniu atveju fermenty paruosimui naudojamas maisto priedas taip pat laikomas
maisto priedu, o ne pridéto maisto fermento maisto priedu, ir tokiu atveju jis turi atitikti
horizontaliuosiuose teisés aktuose® nustatytas to maisto produkto naudojimo salygas ir turi
biti vertinamas pagal Reglamento (ES) 2018/848 24 straipsnj.

Galiausiai, jei paCiam maisto fermenty preparatui turéty bati taikomas ekologinis
sertifikavimas ir jis turéty biiti tiekiamas rinkai kaip ,,ekologiSkas fermenty preparatas®,
kuris pagal Reglamento (ES) 2018/848 2 straipsnj patenka | ,,perdirbty zemés ikio
produkty, skirty naudoti kaip maistas* taikymo sritj, visos tokio maisto fermenty preparato
sudedamosios dalys (pvz., nesikliai, stabilizatoriai) turés buti jvertintos ir, jei reikia,
patvirtintos pagal ekologinés gamybos teisés aktus.

9 Ar toliau nurodytos papildomos perdirbtos medziagos ir (arba) priedai turéty biiti
vertinami pagal R2021/1165 V priedq, kuriame pateikiamas ekologisky maisto produkty
ir mieliy, naudojamy maistui ar pasarams gaminti, produkty ir medZiagy sqrasas:

R2018/ 848 A dalies 24 straipsnio 2 dalies a punkte nurodytus leidZiamus maisto priedus
ir pagalbines perdirbimo medZiagas:

A1l skirsnis - maisto priedai, jskaitant nesiklius;

A2 skirsnis - pagalbinés perdirbimo medZiagos ir kiti produktai, leidZiami naudoti
perdirbant ekologinés gamybos Zemés iikio kilmés sudedamgsias dalis. “?

Taip, bet tik anksc¢iau apraSytais atvejais.

-3) Ar R 2018/848 11 priedo 1V dalies 2.2.2 punktas turi biti taikomas tik fermenty
preparatams

» Perdirbant maistq galima naudoti Siuos produktus ir medZiagas:

@ mikroorganizmy ir maisto fermenty preparatus, paprastai naudojamus
perdirbant maistg, jeigu kaip maisto priedus naudotinus maisto fermentus leista
naudoti ekologinéje gamyboje pagal 24 straipsnj”?

s Reglamento (EB) Nr. 1333/2008 18 straipsnis: ,, Kai kvapiojoje medZiagoje, maisto priede arba maisto
fermente esantis maisto priedas yra dedamas j maistq ir jame atlieka technologine funkcijg, jis yra
laikomas tame maiste panaudotu maisto priedu, o ne jdétos kvapiosios medziagos, maisto priedo arba
maisto fermento priedu, ir tuomet jis turi atitikti numatytas naudojimo tame maiste sqlygas. “


https://ec.europa.eu/food/system/files/2016-10/fs_food-improvement-agents_enzymes-guidance-categorisation.pdf
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Zr. aukSciau.

Si i§vada pateikiama remiantis 2022 m. kovo 21 d. jasy elektroniniame laiske i§déstytais
faktais, joje iSreiSkiama Komisijos tarnyby nuomoné¢ ir nejpareigoja Europos Komisijos.
Jei kyla su Sgjungos teise susijes gincas, pagal Sutart] dél Europos Sgjungos veikimo
galutinj taikytinos Sajungos teisés iSaiSkinimg turi pateikti Europos Sajungos Teisingumo
Teismas.

Pagarbiai,

/parasas/

Michael PIELKE vietoj
Pierre BASCOU
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