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4, BT —#

4.1 FHERR

BEMEROFERROLEEICOWTIL, BEROER, T OMECHE, BEamoEitR
B, RSP COEROFBIZONTOREDH BEER & OBEMER-CHEEIRE L~ LI
ESWTHT2Z &,

FRIENZIIHEERBIILETH LD, fl5tbHD (4.1.2 1534,

4.1.1 EFHRBRT—F v b
BHRBRT — WA RT— 2ty MIUTOLEEBY THB,

1. BEEE O

BIEEOMNMIT, EoFRALR L PAREEEBERFBICHMER)OE %2 b
N—F% in vitroREBRPORET A Z &,

WE, 2TEED nvitroBBRBUEL ShE (LLTF),

- HEE OSBRI FRAERFREMEAS (Ames 758 OECD $58f 471), Ames B

DY TRWIESIZIE, WAEMEEZ AV B FERETEF R, €3 LT,

an=—H%A XfEFTOH B~ A Y 3 TK (thymidine kinase) 35 (OECD 8

£+ 476) T DT ENTE D,

- QBARRELEEE T 5 in vitro 35 (OECD 58t 473), 721335 (OECD

ek 487 FI 7 M), Ehidauv=o—Y A XMTob s~ 2 Y Vo TK RE
(OECD #5#t 476),

WIRBBAETH, D e b 200 invitroRB A EwT AL,
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FED in vitro BBROWTHN T E RoEAIZIE., TORMBEREORMBERIZT
FETHAREDOH HEERY . AR L OHETRAEROMENERFEZRF ST
ERTFREND, BEEERBRICBIT 2BMERGIE. in vivo TOBEEEDPEDLNE D »
FEET DI S bR DFMABNELRLIGENRDH D, BmiCECEEREDE 2 XM
RIS 2 &R biv/ev (Barlow %, 2006),

BE. 12U LD in vitro REXTHEDGE . in vivo R TOBIRE PLE L2 575,
in vitro CIIBMHORERTH - TH in vivo THEEM & 72 G722 WRILE FER 3 HUX Z DR Y
TRV, ZOFHE, EEFEERBRIZOWVWTOHEETR WHO/NIPCS Harmonized
Scheme (Bastmond %, 2009)] (23R S /e —ARHRBRET T EHIE > T 5,

HERICE VBREDE, BEOEV., ZOMOEBERNH S0, @YX n vivo R
BRABRINT 52 LR OEEB->TWD, HboWIHEHARERNOERERL LTHEM
ERNHT A ERFETHS, 202 b, HonLOBERREY VY —%2/EKL TH
WHED S, FEME Lo TERLRBNLED TV ZEREE LYY,

in vitro R CTOBMER R T 5 BMRRIC OV TOREET, HERIMNFWET

(ECHAIZ L v 3fTahi-igEEFx#E (ECHA2008, ECB2003) b AFTED, ZD
BEECE, UTORBOWTNIEZERTDHZ EE2HRELTWD,

1. FoEEOBRMAE ik~ v ARM M A AV io/MERB (OECD et 474) b
UL R -~ EO- Bl CoRak R EHRAER (OECD fat 475),

2. ARy bTvEA (Bflas VERIKE))

3. ETCOMBIHEET D VR—F—BIT (FIZIX lad, ladZ F7=id cIl) AW
NIV AV 2=y 7T o WEEET MBI HEEFRAREERR,

4. v MIFRESH DNA &8 (UDS) T2 b

Z @ ECHA 58 E|Z XX, Tin vivoRBREZEIRT HIRIC n vitro I8 (T72bbH, &
BT RALR, REFOHERTBIOHNAEE) OFBELERETLZ L] LB INT
W5, BIXIEEEBRMEDR in vitro R CRAKEEFROEEL R LGS, DR,
REERERR, FEa Ay by OWTFREBMRARE L TERT 508 E
ThHhbH, LNLRNRE, in vitro O/MERBRCHENBE I NZHEIZIE. ToHmEWw
TO/NMERBRD, REEREFRERS LOCREEFEELED <AL LWV AT,
HWETHAI,
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BETEAERELZFENIFERTDHIEEZONIWEICHLTUL, 2 Ay b T vy®AB
IO AV ==y 7RBR OB TH LS, 7 v MiFliE UDS 7 X b3l & Ex bh
% (Speit, 2008), A Y Ty ELABLIO I IV AV ==y JRRIZED, ZOWED
HEppahke (BEHERRICKT 2 25REOFM) CEVE N FZOBRMERICE ST, &
DEBDARE <, RbBEEFICHERPE 2 RN H 2 BHE b5, UDS BB LUtz
Ay hT oAk, HESND DNA EEORHZEEL LERBRTHLZ LICEETS
Tl HMBHIZ, FPIUAVz=y JRABIIKAMBRERLZRET S (ECHA2008),
Pfuhler % (2007) ICXV/RENT@EY | B—DORBRIZBWT in vivo /MERBRE 2 A
FT oA ZHEETRBRT LI L BARETH D,

fihoREREE (121X DNA HIRER) &, BEEEOA =X L ERARKIZT D201
EhiT2EENH DB LRV,

INODORBRIEDORE GEEME COHNITHBMELHIETE D) LFEE GEREME T
vk L HETE B) A, F&F Kirkland & Speit (2008) 2k 9 fEr Shi-D T,
RIEBEB ISRz,

il 5 AT

FBMR O HEERBRIZ. OECD 5t 408 (OECD, 2000a) IZHf-> TEMT X ThA,
AREARIR Y . BHRBIIEEAICEESNE e bar2AVWTERTRE Th 3,
OECD B L UOBMEDFDMOLEICEMINZRBRIENHER SN D, RREHORFIRIC
Po CTEMTNETHDH, RABRIT. BMNFES 2004/10/EC13 33 LT 2004/09/ECH (2R &
TWAHERMBRETHEE (GLP) Kito TEBEIh, ERETORBROEMICHZY GLP
AT TAT ADEREI > TEmBIND Z &,

BRI, RAUCOT- D DR Z MY D7D b D2 WHRME (RABEREONNy F)
ELTEBRT D &

Bal o, LROEERENOBRE TS Z EABEINTHDI1b Lk, Z0ik
i1, FEORBROKGER, KRB0 ha R, &5 0IixRBoS FiESE 2T,
BEBAHFFIINDGEMEL LT, ZORFHELUERTINIMNERDH Y, BIEERSLAD
ZALDELEPRDOOND Z L H D,

13 0J L 50, 20.2.2004, p. 44

14 OJ L 50, 20.2.2004, p. 28
S
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b L, BEERREA 0256, RAEER DS FFRE I HMEER Rt ﬁm¢%ﬁk

R TOWEER., D5 VITEBERICRE SN AREICE D 2 AFRRERHRIZ . ARz
ﬁéﬁﬁﬁ®Lﬁ%m§*én5 ERDH D,
il 213, EMMERICL S, BB CORELSHEE~OEEDOFREMEICHET 53 R

ﬂM%kéﬂé%A#&U\Xﬁm%%@?vw&/ﬁ®7m¢L@¢5EMﬁﬁﬁ§ﬁ
ENBHERHHU2ESR), BIRBRPSLENLE D HOWREIT EFSA 2 X - TEBICTT
PID,

4.1.2 FHERBBS R LERGE

LEMFHICHE D & TORMBERIC OV T, MEREINHT — 7 ORHMPREAITH S

BT — I OWTOERIE, HAEICIVBRINTEDEABRINDIZENH D,
BT — 2 OERERBTRENDITIE, UTFO LD RBHEASHIEL,

- TOBRGBEROEROLREM, TOMMEY, BB L UZE DR TOEMI OV TR
MoOHIEERALNTHDZ L, TOFT, [AL2ROFERRICE > T, BRICK
He hOBE~OFEEANRLN LERTIE, BT, ZOBEIEWS GE
GM) HHOFRHIZER INH%E, FHET 2 L TORMWE 25 DIE EFSA (2124
LT iudie 6720,

- QPS (GEREEMOHE) EEICES LMEMEREIL L RRBERETHDH I L,

ZhICiE, HOwIEEY., SMARYE IORETEAEORSICE L T2 B
WIRNT k&R Z L (EFSA, 2005),

-%wﬁm%*uowf M CHEREED b OB FERICRBRESL TH Y, £OBEROHR
ETEMS, YEE»LHEINAMORMER LKL TEWVIRWEES, ZO&HK
%%Kowf@-ﬁwﬁﬁi%%éﬂé Z O ERNC R S D,

(L) ESHORINE FoOR TR 5L, KL, &6k 53H%E EFSA ¢
KDDL EDBD D,

4.1.3 57— 0L
B2 EMERBRIC W TOT— 213, BhET 25 OECD st R an - HEREXICH -
THETEZ &, EINF-ERBRICHOVWTRLR ZEH I, HRYWENRREEVWRL R

IR ENEFTORLEETHH I EN, F 3.1.22 OBRBICAI Lo T —Z ik
D XRFENR2ITIE R B R,
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41A4AFERBLVBET — ¥ DLV a— iR

FHEMRBRICBWT, BEERFTANONIETNE®RA L, EEHE (NOEL) iiiEs
P& (NOAEL), ROMLOBERFRLEALECEHT I 2L, b LB THARRLNS
BAE, BIABRONIHAELRMMROERICEIIBRENLOHTFREE L OMBEIC SV
T, +ARBEE—VUVERETDIEDICERT O L, WHRIFTRIZOVWTHLENE
ERTHERIITOEBPZERICHATIZ L, TOMRREECHIES. FORIMH
IZOWTOMIRERERICHTIET 5 2 &,

4.2 T VI UM

BREE T, ROBBRINZBOBEY VI ERTONRMOT VAT R ELL T
HTE2RBRFET R, UL, BT HBXEDICEETIFERRS L 0 ED%k
EWFHICHNONTWET e —F2SAT5Z & C, BMBEROBENRT LIS
HEZ DN TN O DFREHFLENTE S (EFSA, 2006a; FAO/WHO, 2001), £ 5iEE
ROBRFEOT LT ARIEEBICAND b DL L, ERARETHNITT I /7 BEECHI05E
ZURITBERMOT VAT L OMERUMEORREELE/RTHZE, L, ZO—KX
7)==V IR BEENAERPHIE, e 2, BEFRBIEDeF 2 #E R
L7 B iEt D U 2 7 FHlIZ B3 5 Ba B X £ OV TORZE SR IC L 51
BEIRBSINTWD I O RAMITVBLETHIHEENH 5 (EFSA, 2006a),

LTk, BS COLRRMDOFEA &, o BRO R DICER SN/ ZEEE (2T
MR o T, #YLLORLIVTRETLZ L,

5. fEwm

BB DORBRIZIIT HBIRLCEAEHEIC OV T ORIBABRILS, BB LIEIN TV
HUEOBEOBENCEENOT VLT & ORBEERMEIZ DWW TR E O Y0 R e EMIC
ODNTDFEMEZT O T, BEMEBFHRE LOBERRIC OV TRIBAZ MM EZ 1TV, BT
BZE, HESNDE F~DBEAMOBRBEZHVWC, b MIBITABERZY X Z712o0
THRERFmE T 52 &,

6. N —DOBEXH—E

Ry 2HET 58RI, BERBZBXM—EL2ANDZ &, . 2BFXMOLLa
—RtTHZ L, BEXMIT. UTOL BT L,
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1. AFREH
- MRk 2EES (BRA LA SV VEGUDERRY A D), B, RXORE, M
4. B N—UEE
- E EE BELIAORE, REGETLHE). BITA FrEM, B, S
VESCLETO5E
A vE—Xy b MEBE, REORE, V=TV A b TI/EAR
i RFERT—F
- HEBEORL, LR— bORE, B2ERGDDHE). MHRERA. FREH, MR

EDMERT, AT

il TR SCER LU E
- MW LERSI OS2t —% FU=IcARB Z &,

iv. £ TOREROMEREEDEL -2 BT DI L, REROHEOPECHE T
HF+5Th B,
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BRI : B2
BERTEMEHAL(U) - BEERMGT T, 1 5K 1 pmole OEEOELE i+ 2RO &
(IUPAC, 1974)
BERIEME NI (kat) —Katal 13 1 #EIC 1mole DEE Db A2 i+ AR DB % 7T SI
B TH D, Katal 1¥ 1978 FICERFMHEM(UORELE LTRESR,
1 kat =60X108U,
BERTEYE - BAIE&EH T2 ) OBERIEHEREAL (U)F721% ST AL (kat)
REER 15 - . B, MEYNOCEONDEY. XIIMEDE RV EERBETRICLY
BONDEEME G BEOENMFRISEMET LD Z LOTE DL —2NTENL LDEE
Frafl, BN DIC, RAHOBE, ML, RAHL, 0B, %, &%, 7Y
DOWTNND TR TN 55 EY,
RABERA 16 - —O I TN LORGBR L. BREFNY ROV SUTR SIS HRED |
B, IR, EHE, R BRERSIC L RA,
WA - FEAY, BR, SRS BLOT_ToEEMG v, B, BIURKREE2S
RIS, LEL, BEOBTEETERERMIEDRE ZEZ5hT\5,
EEWE- RABEROEEICROONIBY, WY, BTEETERERCRED
EABER S (TOS) - BERATOEFEWEICHET 250 L. METRTERMICMZ 5
NDBEATICBEET 580 % KT 272010, 2FEBERSTOMIU T L5 IcHE X
no,
%TOS=100-(A+W+D)
L, A=% KR53, W=%7K%. D=%FRECT OMmoORFHA

D) BMmEERIZRE3 2 EC #BI No.1332/2008 1= TEH

15 B MEERIZBE 95 EC #HI No.1332/2008 i2 TEZE

16 B MEER B 5 EC #AI No.1332/2008 12 TE
L
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(Acts adopted under the EC Treaty/Euratom Treaty whose publication is obligatory)

REGULATIONS

REGULATION (EC) No 1331/2008 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 December 2008

establishing a common authorisation procedure for food additives, food enzymes and food flavourings

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO-
PEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Article 95 thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and
Social Committee (1),

Acting in accordance with the procedure laid down in Article 251
of the Treaty (2,

Whereas:

(1) The free movement of safe and wholesome food is an
essential aspect of the internal market and contributes sig-
nificantly to the health and well-being of citizens, and to
their social and economic interests.

(2) A high level of protection of human life and health should
be assured in the pursuit of Community policies.

(3)  In order to protect human health, the safety of additives,
enzymes and flavourings for use in foodstuffs for human
consumption must be assessed before they are placed on
the Community market.

(1) O] C 168, 20.7.2007, p. 34.

(2 Opinion of the European Parliament of 10 July 2007 (O] C 175 E,
10.7.2008, p. 134), Council Common Position of 10 March 2008
(O] C 111 E, 6.5.2008, p. 1), Position of the European Parliament of
8 July 2008 (not yet published in the Official Journal) and Council
Decision of 18 November 2008.

(#)  Regulation (EC) No 1333/2008 of the European Parlia-
ment and of the Council of 16 December 2008 on food
additives (3), Regulation (EC) No 1332/2008 of the Euro-
pean Parliament and of the Council of 16 December 2008
on food enzymes (*) and Regulation (EC) No 1334/2008
of the European Parliament and of the Council of
16 December 2008 on flavourings and certain food ingre-
dients with flavouring properties for use in and on foods (%)
{hereinafter referred to as the sectoral food laws) lay down
harmonised criteria and requirements concerning the
assessment and authorisation of these substances.

{(5) It is envisaged, in particular, that food additives, food
enzymes and food flavourings, to the extent that the safety
of food flavourings must be assessed in accordance with
Regulation (EC) No 1334/2008 [on flavourings and certain
food ingredients with flavouring properties for use in and
on foods], must not be placed on the market or used in
foodstuffs for human consumption, in accordance with the
conditions laid down in each sectoral food law, unless they
are included on a Community list of authorised substances.

(6)  Ensuring transparency in the production and handling of
food is absolutely crucial in order to maintain consumer
confidence.

(7)  Inthis context, it appears appropriate to establish for these
three categories of substances a common Community
assessment and authorisation procedure that is effective,
time-limited and transparent, so as to facilitate their free
movement within the Community market.

{?) See page 16 of this Official Journal.

{*) See page 7 of this Official Journal.
(%) See page 34 of this Official Journal.
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(8)

(10)

(12)

This common procedure must be founded on the prin-
ciples of good administration and legal certainty and must
be implemented in compliance with those principles.

This Regulation will thus complete the regulatory frame-
work concerning the authorisation of the substances by
laying down the various stages of the procedure, the dead-
lines for those stages, the role of the parties involved and
the principles that apply. Nevertheless, for some aspects of
the procedure, it is necessary to take the specific character-
istics of each sectoral food law into consideration.

The deadlines laid down in the procedure take into account
the time needed to consider the different criteria set in each
sectoral food law, as well as allowing adequate time for
consultation when preparing the draft measures. In par-
ticular, the nine-months deadline for the Commission to
present a draft regulation updating the Community list
should not preclude the possibility of this being done
within a shorter period.

Upon receipt of an application the Commission should ini-
tiate the procedure and where necessary seek the opinion
of the European Food Safety Authority (hereinafter referred
to as the Authority) established by Regulation (EC)
No 178/2002 of the European Parliament and of the Coun-
cil of 28 January 2002 laying down the general principles
and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in mat-
ters of food safety (1) as soon as possible after the validity
and applicability of the application have been assessed.

In accordance with the framework for risk assessment in
matters of food safety established by Regulation (EC)
No 178/2002, the authorisation to place substances on the
market must be preceded by an independent scientific
assessment, of the highest possible standard, of the risks
that they pose to human health. This assessment, which
must be carried out under the responsibility of the Author-
ity, must be followed by a risk management decision taken
by the Commission under a regulatory procedure that
ensures close cooperation between the Commission and
the Member States.

The authorisation to place substances on the market should
be granted pursuant to this Regulation provided that the
criteria for authorisation laid down under the sectoral food
laws are satisfied.

() OJL31,1.2.2002, p. 1.

(14)

(15)

(16)

17)

(18)

(19)

(20)

It is recognised that, in some cases, scientific risk assess-
ment alone cannot provide all the information on which a
risk management decision should be based, and that other
legitimate factors relevant to the matter under consider-
ation may be taken into account, including societal, eco-
nomic, traditional, ethical and environmental factors and
the feasibility of controls.

In order to ensure that both business operators in the sec-
tors concerned and the public are kept informed of the
authorisations in force, the authorised substances should
be included on a Community list created, maintained and
published by the Commission.

Where appropriate and under certain circumstances, the
specific sectoral food law may provide for protection of
scientific data and other information submitted by the
applicant for a certain period of time. In this case, the sec-
toral food law should lay down the conditions under which
these data may not be used for the benefit of another
applicant.

Networking between the Authority and the Member States’
organisations operating in the fields within the Authority’s
mission is one of the basic principles of the Authority’s
operation. In consequence, in preparing its opinion, the
Authority may use the network made available to it by
Article 36 of Regulation {EC) No 178/2002 and by Com-
mission Regulation (EC) No 2230/2004 (3).

The common authorisation procedure for the substances
must fulfil transparency and public information require-
ments while guaranteeing the right of applicants to pre-
serve the confidentiality of certain information.

Protecting the confidentiality of certain aspects of an appli-
cation should be maintained as a consideration in order to
protect the competitive position of an applicant. However,
information relating to the safety of a substance, includ-
ing, but not limited to, toxicological studies, other safety
studies and raw data as such, should under no circum-
stances be confidential.

Pursuant to Regulation (EC) No 178/2002, Regulation (EC)
No 1049/2001 of the European Parliament and of the
Council of 30 May 2001 regarding public access to Euro-
pean Parliament, Council and Commission documents ()
applies to documents held by the Authority.

{8 Regulation (EC) No 2230/2004 of 23 December 2004 laying down
detailed rules for the implementation of European Parliament and
Council Regulation (EC) No 178/2002 with regard to the network of
organisations operating in the fields within the European Food Safety
Authority's mission (O] L 379, 24.12.2004, p. 64).

(®) OJ L 145, 31.5.2001, p. 43.
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(21)  Regulation (EC) No 178/2002 establishes procedures for
taking emergency measures in relation to foodstuffs of
Community origin or imported from third countries. It
authorises the Commission to adopt such measures in situ-
ations where foodstuffs are likely to constitute a serious
risk to human health, animal health or the environment
and where such risk cannot be contained satisfactorily by
measures taken by the Member State(s) concerned.

(22) In the interests of efficiency and legislative simplification,
there should be a medium-term examination of the ques-
tion whether to extend the scope of the common proce-
dure to other legislation in the area of food.

(23)  Since the objectives of this Regulation cannot be suffi-
ciently achieved by the Member States on account of dif-
ferences between national laws and provisions and can
therefore be better achieved at Community level, the Com-
munity may adopt measures, in accordance with the prin-
ciple of subsidiarity as set out in Article 5 of the Treaty. In
accordance with the principle of proportionality, as set out
in that Article, this Regulation does not go beyond what is
necessary in order to achieve those objectives.

(24)  The measures necessary for the implementation of this
Regulation should be adopted in accordance with Council
Decision 1999/468[EC of 28 June 1999 laying down the
procedures for the exercise of implementing powers con-
ferred on the Commission ().

(25) In particular the Commission should be empowered to
update the Community lists. Since those measures are of
general scope and are designed to amend non-essential ele-
ments of each sectoral food law, inter alig, by supplement-
ing it with new non-essential elements, they must be
adopted in accordance with the regulatory procedure
with scrutiny provided for in Article 5a of Decision
1999/468[EC.

(26)  On grounds of efficiency, the normal time-limits for the
regulatory procedure with scrutiny should be curtailed for
the addition of substances to the Community lists and for
adding, removing or changing conditions, specifications or
restrictions associated with the presence of a substance on
the Community lists.

(27)  When, on imperative grounds of urgency, the normal time-
limits for the regulatory procedure with scrutiny cannot be
complied with, the Commission should be able to apply
the urgency procedure provided for in Article 5a(6) of
Decision 1999/468/EC for the removal of a substance
from the Community lists and for adding, removing or
changing conditions, specifications or restrictions associ-
ated with the presence of a substance on the Community
lists,

() OJL 184,17.7.1999, p. 23.

HAVE ADOPTED THIS REGULATION:

CHAPTER 1

GENERAL PRINCIPLES

Article 1

Subject matter and scope

1. This Regulation lays down a common procedure for the
assessment and authorisation (hereinafter referred to as the com-
mon procedure) of food additives, food enzymes, food flavour-
ings and source materials of food flavourings and of food
ingredients with flavouring properties used or intended for use in
or on foodstuffs (hereinafter referred to as the substances), which
contributes to the free movement of food within the Community
and to a high level of protection of human health and to a high
level of consumer protection, including the protection of con-
sumer interests. This Regulation shall not apply to smoke flavour-
ings falling within the scope of Regulation (EC) No 2065/2003 of
the European Parliament and of the Council of 10 November
2003 on smoke flavourings used or intended for use in or on

foods ().

2. The common procedure shall lay down the procedural
arrangements for updating the lists of substances the marketing
of which is authorised in the Community pursuant to Regulation
(ECQ) No 1333/2008 [on food additives], Regulation (EC)
No 1332/2008 [on food enzymes] and Regulation (EC)
No 13342008 [on flavourings and certain food ingredients with
flavouring properties for use in and on foods] (hereinafter referred
to as the sectoral food laws).

3. The criteria according to which substances can be included
on the Community list provided for in Article 2, the content of
the regulation referred to in Article 7 and, where applicable, the
transitional provisions concerning ongoing procedures are laid
down in each sectoral food law.

Article 2

Community list of substances

1. Under each sectoral food law, substances that have been
authorised to be placed on the Community market shall be
included on a list the content of which is determined by the said
law (hereinafter referred to as the Community list). The Commu-
nity list shall be updated by the Commission. It shall be published
in the Official Journal of the European Union.

2. ‘Updating the Community list’ means:

(a) adding a substance to the Community list;

() O] L 309, 26.11.2003, p. 1.
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(b) removing a substance from the Community list;

(c) adding, removing or changing conditions, specifications or
restrictions associated with the presence of a substance on
the Community list.

CHAPTER 1
COMMON PROCEDURE

Article 3

Main stages of the common procedure

1. The common procedure for updating the Community list
may be started either on the initiative of the Commission or fol-
lowing an application. Applications may be made by a Member
State or by an interested party, who may represent several inter-
ested parties, in accordance with the conditions provided for by
the implementing measures referred to in Article 9(1)(a) (herein-
after referred to as the applicant). Applications shall be sent to the
Commission.

2. The Commission shall seek the opinion of the European
Food Safety Authority (hereinafter referred to as the Authority), to
be given in accordance with Article 5.

However, for the updates referred to in Article 2(2)(b) and (c), the
Commission shall not be required to seek the opinion of the
Authority if the updates in question are not liable to have an effect
on human health.

3. The common procedure shall end with the adoption by the
Commission of a regulation implementing the update, in accor-
dance with Article 7.

4. By way of derogation from paragraph 3, the Commission
may end the common procedure and decide not to proceed with
a planned update, at any stage of the procedure, if it judges that
such an update is not justified. Where applicable, it shall take
account of the opinion of the Authority, the views of Member
States, any relevant provisions of Community law and any other
legitimate factors relevant to the matter under consideration.

In such cases, where applicable, the Commission shall inform the
applicant and the Member States directly, indicating in its letter
the reasons for not considering the update justified.

Article 4
Initiating the procedure

1. On receipt of an application to update the Community list,
the Commission:

{a) shall acknowledge receipt of the application in writing to the
applicant within 14 working days of receiving it;

(b) where applicable, shall as soon as possible notify the Author-
ity of the application and request its opinion in accordance
with Article 3(2).

The application shall be made available to the Member States by
the Commission.

2. Where it starts the procedure on its own initiative, the Com-
mission shall inform the Member States and, where applicable,
request the opinion of the Authority.

Article 5
Opinion of the Authority

1. The Authority shall give its opinion within nine months of
receipt of a valid application.

2. The Authority shall forward its opinion to the Commission,
the Member States and, where applicable, the applicant.

Article 6

Additional information concerning risk assessment

1. In duly justified cases where the Authority requests addi-
tional information from applicants, the period referred to in
Article 5(1) may be extended. After consulting the applicant, the
Authority shall lay down a period within which this information
can be provided and shall inform the Commission of the addi-
tional period needed. If the Commission does not object within
eight working days of being informed by the Authority, the period
referred to in Article 5(1) shall be automatically extended by the
additional period. The Commission shall inform the Member
States of the extension.

2. If the additional information is not sent to the Authority
within the additional period referred to in paragraph 1, the
Authority shall finalise its opinion on the basis of the informa-
tion already provided.

3. Where applicants submit additional information on their
own initiative, they shall send it to the Authority and to the Com-
mission. In such cases, the Authority shall give its opinion within
the original period without prejudice to Article 10.

4. The additional information shall be made available to the
Member States and the Commission by the Authority.

Atticle 7
Updating the Community list

1. Within nine months of the Authority giving its opinion, the
Commission shall submit to the Committee referred to in
Article 14(1) a draft regulation updating the Community list, tak-
ing account of the opinion of the Authority, any relevant provi-
sions of Community law and any other legitimate factors relevant
to the matter under consideration.

In those cases where an opinion of the Authority has not been
requested, the nine-month period shall start from the date the
Commission receives a valid application.

2. In the Regulation updating the Community list, the consid-
erations on which it is based shall be explained.
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3. Where the draft regulation is not in accordance with the
opinion of the Authority, the Commission shall explain the rea-
sons for its decision.

4.  The measures, designed to amend non-essential elements of
each sectoral food law, relating to the removal of a substance
from the Community list, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article 14(3).

5. On grounds of efficiency, the measures designed to amend
non-essential elements of each sectoral food law, inter alia, by
supplementing it, relating to the addition of a substance to the
Commumity list and for adding, removing or changing conditions,
specifications or restrictions associated with the presence of the
substance on the Community list, shall be adopted in accordance
with the regulatory procedure with scrutiny referred to in
Article 14(4).

6.  On imperative grounds of urgency, the Commission may
use the urgency procedure referred to in Article 14(5) for the
removal of a substance from the Community list and for adding,
removing or changing conditions, specifications or restrictions
" associated with the presence of a substance on the Community
list.

Article 8

Additional information concerning risk management

1. Where the Commission requests additional information
from applicants on matters concerning risk management, it shall
determine, together with the applicant, a period within which that
information can be provided. In such cases, the period referred to
in Article 7 may be extended accordingly. The Commission shall
inform the Member States of the extension and shall make the
additional information available to the Member States once it has
been provided.

2. If the additional information is not sent within the addi-
tional period referred to in paragraph 1, the Commission shall act
on the basis of the information already provided.

CHAPTER HI

MISCELLANEOUS PROVISIONS

Article 9

Implementing measures

1. In accordance with the regulatory procedure referred to in
Article 14(2), within a period of no longer than 24 months from
the adoption of each sectoral food law, the implementing mea-
sures for this Regulation shall be adopted by the Commission, and
shall concern in particular:

{a) the content, drafting and presentation of the application
referred to in Article 4(1);

(b} the arrangements for checking the validity of applications;

{c) the type of information that must be included in the opinion
of the Authority referred to in Article 5.

2. With a view to the adoption of the implementing measures
referred to in paragraph 1(a), the Commission shall consult the
Authority, which, within six months of the date of entry into
force of each sectoral food law, shall present it with a proposal
concerning the data required for risk assessment of the substances
concerned.

Article 10

Extension of time periods

In exceptional circumstances, the periods referred to in
Article 5(1) and Article 7 may be extended by the Commission on
its own initiative or, where applicable, at the Authority’s request,
if the nature of the matter in question so justifies, without preju-
dice to Article 6(1) and Article 8(1). In such cases the Commis-
sion shall, where appropriate, inform the applicant and the
Member States of the extension and the reasons for it.

Article 11
Transparency
The Authority shall ensure the transparency of its activities in
accordance with Article 38 of Regulation (EC) No 178/2002. In
particular, it shall make its opinions public without delay. It shall

also make public any request for its opinion as well as any exten-
sion of period pursuant to Article 6(1).

Article 12
Confidentiality

1. Among the information provided by applicants, confiden-
tial treatment may be given to information the disclosure of which
might significantly harm their competitive position.

Information relating to the following shall not, in any circum-
stances, be regarded as confidential:

{a) the name and address of the applicant;
(b) the name and a clear description of the substance;

(c) the justification for the use of the substance in or on specific
foodstuffs or food categories;

(d) information that is relevant to the assessment of the safety of
the substance;

(e) where applicable, the analysis method(s).

2. For the purposes of implementing paragraph 1, applicants
shall indicate which of the information provided they wish to be
treated as confidential. Verifiable justification must be given in
such cases.
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3. The Commission shall decide after consulting with the
applicants which information can remain confidential and shall
notify applicants and the Member States accordingly.

4, After being made aware of the Commission’s position,
applicants shall have three weeks in which to withdraw their
application so as to preserve the confidentiality of the informa-
tion provided. Confidentiality shall be preserved until this period
expires.

5. The Commission, the Authority and the Member States
shall, in accordance with Regulation (EC) No 1049/2001, take the
necessary measures to ensure appropriate confidentiality of the
information received by them under this Regulation, except for
information which must be made public if circumstances so
require in order to protect human health, animal health or the
environment.

6.  If an applicant withdraws, or has withdrawn, its application,
the Commission, the Authority and the Member States shall not
disclose confidential information, including information the con-
fidentiality of which is the subject of disagreement between the
Commission and the applicant.

7. The implementation of paragraphs 1 to 6 shall not affect
the circulation of information between the Commission, the
Authority and the Member States.

Article 13
Emergencies
In the event of an emergency concerning a substance on the Com-
munity list, particularly in the light of an opinion of the Author-

ity, measures shall be adopted in accordance with the procedures
referred to in Articles 53 and 54 of Regulation (EC) No 178/2002.

Article 14
Committee
1. The Commission shall be assisted by the Standing Commit-

tee on the Food Chain and Animal Health established by Article 58
of Regulation (EC) No 178/2002.

2. Where reference is made to this paragraph, Articles 5 and 7
of Decision 1999/468/EC shall apply, having regard to the pro-
visions of Article 8 thereof.

The period laid down in Article 5(6) of Decision 1999/468/EC
shall be set at three months.

3. Where reference is made to this paragraph, Article 5a(1)
to (4) and Article 7 of Decision 1999/468[EC shall apply, having
regard to the provisions of Article 8 thereof.

4. Where reference is made to this paragraph, Article 5a(1)
to (4) and (5)(b) and Article 7 of Decision 1999/468/EC shall
apply, having regard to the provisions of Article 8 thereof.

The time-limits laid down in Article 5a(3){c) and (4)(b) and () of
Decision 1999/468/EC shall be two months, two months and
four months respectively.

5. Where reference is made to this paragraph, Article 5a(1), (2),
(4) and (6) and Article 7 of Decision 1999/468/EC shall apply,
having regard to the provisions of Article 8 thereof.

Article 15
Competent authorities of the Member States

Not later than six months after the entry into force of each sec-
toral food law, Member States shall forward to the Commission
and to the Authority, in relation to each sectoral food law, the
name and address of the national competent authority for the
purposes of the common procedure, as well as a contact point
therein.

CHAPTER IV
FINAL PROVISION

Article 16
Entry into force

This Regulation shall enter into force on the 20th day following
its publication in the Official Journal of the European Union.

For each sectoral food law, it shall apply from the date of appli-
cation of the measures referred to in Article 9(1).

Article 9 shall apply from 20 January 2009.

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

Done at Strasbourg, 16 December 2008.

For the European Parliament
The President
H.-G. POTTERING

For the Council
The President
B. LE MAIRE
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REGULATION (EC) No 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

{Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO- 4)
PEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Article 95 thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and
Social Committee (1),

()

Acting in accordance with the procedure laid down in Article 251
of the Treaty (),

Whereas:

(1) The free movement of safe and wholesome food is an
essential aspect of the internal market and contributes sig-
nificantly to the health and well-being of citizens, and to (6)
their social and economic interests.

(2) A high level of protection of human life and health should
be assured in the pursuit of Community policies.

(3)  Food enzymes other than those used as food additives are
not currently regulated or are regulated as processing aids
under the legislation of the Member States. Differences
between national laws, regulations and administrative pro-
visions concerning the assessment and authorisation of
food enzymes may hinder their free movement, creating
conditions for unequal and unfair competition. It is there-
fore necessary to adopt Community rules harmonising
national provisions relating to the use of enzymes in foods. )

(1) OJ C 168, 20.7.2007, p. 34.

{? Opinion of the European Parliament of 10 July 2007 (O] C 175 E,
10.7.2008, p. 162), Council Common Position of 10 March 2008
(OJ C111E, 6.5.2008, p. 32), Position of the European Parliament of
8 July 2008 (not yet published in the Official Journal) and Council

This Regulation should only cover enzymes that are added
to food to perform a technological function in the manu-
facture, processing, preparation, treatment, packaging,
transport or storage of such food, including enzymes used
as processing aids (hereinafter referred to as food enzymes).
The scope of this Regulation should therefore not extend
to enzymes that are not added to food to perform a tech-
nological function but are intended for human consump-
tion, such as enzymes for nutritional or digestive purposes.
Microbial cultures traditionally used in the production of
food such as cheese and wine, and which may incidentally
produce enzymes but are not specifically used to produce
them, should not be considered food enzymes.

Food enzymes used exclusively in the production of food
additives falling within the scope of Regulation (EC)
No 1333/2008 of the European Parliament and of the
Council of 16 December 2008 on food additives (3) should
be excluded from the scope of this Regulation, since the
safety of these foods is already assessed and regulated.
However, when these food enzymes are used as such in
food, they are covered by this Regulation.

Food enzymes should be approved and used only if they
fulfil the criteria laid down in this Regulation. Food
enzymes must be safe when used, there must be a techno-
logical need for their use and their use must not mislead
the consumer. Misleading the consumer includes, but is
not limited to, issues related to the nature, freshness, qual-
ity of ingredients used, the naturalness of a product or of
the production process, or the nutritional quality of the
product. The approval of food enzymes should also take
into account other factors relevant to the matter under
consideration including societal, economic, traditional,
ethical and environmental factors, the precautionary prin-
ciple and the feasibility of controls.

Some food enzymes are permitted for specific uses, such as
in fruit juices and certain similar products and certain lac-
toproteins intended for human consumption, and for cer-
tain authorised oenological practices and processes. The
use of such food enzymes should comply with this

Decision of 18 November 2008. (3) See page 16 of this Official Journal.
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