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SHORT JUSTIFICATION

The Commission proposal amends Regulation (EC) No 258/97 on novel foods with a view to
simplifying and centralising the procedure for authorising novel foods and placing them on
the market.

The Commission intends to define the scope of the Regulation more accurately by excluding
categories of foods in respect of which specific legislation already exists. Hence genetically

modified organisms, food additives, flavourings, extraction solvents, enzymes, vitamins and
minerals will be excluded from the Regulation.

All applications for authorisation will have to be submitted to the Commission and then
assigned to the European Food Safety Authority, which will have to carry out safety checks.

Novel foods must not pose any risk to health, they must not mislead consumers and if they are
used as a replacement food they must not compromise nutrition.

Once the EFSA has been consulted the Commission - by means of the committee procedure -
will decide whether the new product is to be placed on the register of novel foods and whether
special extra labelling will be required.

In the case of traditional foods from third countries, the Commission intends to simplify the
authorisation thereof and to assess their safety on the basis of the experience of safe use in the
country of origin.

The rapporteur agrees with the need to simplify the authorisation procedure, especially since
the EFSA is the right body to assess the safety level of foods scientifically.

Although the EFSA is able to provide a full range of scientific guarantees concerning food
safety, we should welcome the fact that the European Parliament will retain the power of veto,
so as to ensure that in the most sensitive and controversial cases the democratically elected
representatives will retain their legitimate power of oversight (regulation-with-oversight
procedure).

Although the rapporteur agrees with the need for genetically modified organisms (which are
already governed by Regulation (EC) No 1829/2003) to be excluded from the scope of the
Regulation, he also considers it essential that foods derived from cloned animals and their
offspring should be excluded too, in order to ensure that such ethically sensitive choices will
not have to be taken in the future by means of the comitology procedure; he rapporteur also
calls upon the Commission to submit a specific proposal providing for the co-decision
procedure, so that Parliament will be involved in the adoption of decisions on such a
controversial topic..

In addition, the rapporteur is calling for the European Group on Ethics in Science and New
Technologies to be consulted in any case involving an ethical problem concerning the use of
new food technologies and the placing of novel foods on the market.

As regards traditional foods from a third country, the period of safe use must be precisely
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defined in order to censure that the product is perfectly safe to use, for which reason the
rapporteur is proposing a 50-year period instead of the general expression 'one generation'.

Lastly, the rapporteur maintains that the absolute priority at all stages of the procedure for
authorising novel foods must be food safety and the health of consumers, which take priority
over commercial interests and the protection of intellectual-property rights, in particular
scientific data demonstrating that a product is safe.

In full accordance with the precautionary principle, the EU should provide its citizens with a
full range of safeguards concerning health and the quality and transparency of foods.

EMENDI

[lI-Kumitat ghall-Agrikoltura u I-IZvilupp Rurali jistiednu lill-Kumitat ghall-Ambjent, is-
Sahha Pubblika u s-Sikurezza ta' I-Ikel, bhala I-kumitat responsabbli, biex jinkorpora I-
emendi li gejjin fir-rapport tieghu:

Emenda 1

Proposta ghal regolament

Premessa 2

Test propost mill-Kummissjoni Emenda
(2) Livell gholi ta' harsien tas-sahha tal- (2) Livell gholi ta' harsien tas-sahha tal-
bniedem ghandu jkun assigurat fit-tfittxija bniedem ghandu jkun assigurat fit-tfittxija
tal-politiki Komunitarji. tal-politiki Komunitarji u ghandu jinghata

aktar prijorita mill-operat tas-suq intern.

Or. en

Gustifikazzjoni

1l-harsien tas-sahha tal-bniedem ghandu jitqies bhala prijorita fl-awtorizzazzjoni ta'ikel gdid.
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Emenda 2

Proposta ghal regolament
Premessa 2 a (gdida)

Test propost mill-Kummissjoni Emenda

(2a) L-istandards definiti fil-legizlazzjoni
ta' I-UE ghandhom japplikaw ghall-ikel
kollu mqieghed fis-suq tal-Komunita,

Or. en

Gustifikazzjoni

Ghandu jkun imtenni li l-istandards tal-Komunita ghandhom japplikaw ukoll ghal ikel
impurtat.

Emenda 3

Proposta ghal regolament
Premessa 6 a (gdida)

Test propost mill-Kummissjoni Emenda

(6a) kel prodott minn annimali kklonati
u l-friegh taghhom ghandhom,
madankollu, ikunu eskluzi mill-ambitu ta'
dan ir-regolament. Dan ghandu jkun
irregolat b'regolament specifiku, ibbaZat
fugq il-proéedura tal-kodeciijoni minflok
il-"procedura komuni". Il-Kummissjoni
ghandha tressaq proposta legizlattiva ghal
dan il-ghan qabel id-dhul fis-sehh tar-
regolament preZenti.

Or. en

Gustifikazzjoni

Id-decizjoni dwar jekk l-ikel minn annimali kklonati u I-friegh taghhom ghandux ikun
awtorizzat jew le tehtieg kunsiderazzjoni fil-fond tal-kriterji kollha tas-sikurezza ta' l-ikel kif
ukoll ta' kriterji etici u l-impatti potenzjali fuq il-benessri ta' I-annimali. Ghalhekk ma

PA\721107MT.doc 5/11 PE405.878v01-00

MT



MT

ghandhiex tithalla flidejn il-procedura tal-komitologija, izda ghandha tkun irregolata minn
decizjoni legizlattiva skond l-applikazzjoni tal-procedura tal-kodecizjoni.

Emenda 4

Proposta ghal regolament
Premessa 14

Test propost mill-Kummissjoni

(14) Ikel gdid ghandu jitgieghed fis-suq
Komunitarju biss jekk huwa sikur u jekk
ma jqarragx lill-konsumatur. B’zieda
ma’ dan, m'ghandux ikun differenti
mill-ikel li jkun ged jiehu postu b'tali
mod li jkun ta' Zvantagg nutrittiv ghall-
konsumatur.

Emenda 5

Proposta ghal regolament
Premessa 20

Test propost mill-Kummissjoni
(20) F’¢irkustanzi specifici sabiex jigu

stimolati r-ricerka u I-izvilupp fl-industrija
agro-alimentari, u ghalhekk I-innovazzjoni,

PE405.878v01-00

Emenda

(14) Ikel gdid ghandu jitqieghed fis-suq
Komunitarju biss jekk huwa sikur u jekk
ma jqarragx lill-konsumatur. L-
evalwazzjoni tas-sikurezza taghhom
ghandha tkun ibbazZata fuq il-prinéipju
tal-prekawzjoni kif stabbilit fl-Artikolu 7
tar-Regolament (KE) Nru 178/2002 tal-
Parlament Ewropew u tal-Kunsill tat-28
ta' Jannar 2002 li jistabbilixxi I-principji
generali u r-rekwiziti tal-ligi ta' l-ikel, li
tistabbilixxi I-Awtorita Ewropea tas-
Sikurezza ta' I-Ikel u li tistabbilixxi
proceduri fi kwistjonijiet tas-sigurta ta' l-
ikel'. B’zieda ma’ dan, m'ghandux ikun
differenti mill-ikel li jkun ged jiehu postu
b'tali mod li jkun ta' Zvantagg nutrittiv
ghall-konsumatur.

TOVL31,1.22002, p. 1.

Or. en

Emenda

(20) F’¢irkustanzi specifici sabiex jigu

6/11

stimolati r-ricerka u l-izvilupp fl-industrija
agro-alimentari, u ghalhekk I-innovazzjoni,
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l-evidenza xjentifika Zzviluppata
ricentament u data proprjetarja pprovduta
bhala appogg ghal applikazzjoni ghall-
inkluzjoni ta' ikel gdid fil-lista Komunitarja
m’ghandhomx jintuzaw ghall-benefic¢¢ju
ta’ applikant iehor matul perjodu ta’ Zmien
limitat, minghajr ma jkun hemm ftehim
ma’ l-ewwel applikant. Il-harsien ta’ data
xjentifika moghtija minn applikant wiehed
m'ghandhix twaqqaf lill-applikanti l-ohrajn
milli jfittxu l-inkluzjoni fil-lista
Komunitarja ta' ikel gdid fuq il-bazi tad-
data xjentifika taghhom.

l-evidenza xjentifika zviluppata
ricentament u d-data oggett ta' dritt ta'
proprjeta pprovduta bhala appogg ghal
applikazzjoni ghall-inkluzjoni ta' ikel gdid
fil-lista Komunitarja m’ghandhomx
jintuzaw ghall-benefic¢ju ta’ applikant
iehor matul perjodu ta’ Zmien limitat,
minghajr ma jkun hemm ftehim ma’ I-
ewwel applikant. Il-harsien ta’ data
xjentifika moghtija minn applikant wiehed
m'ghandhiex twaqqaf lill-applikanti 1-
ohrajn milli jfittxu I-inkluzjoni fil-lista
Komunitarja ta' ikel gdid fuq il-bazi tad-
data xjentifika taghhom. Apparti dan, il-
harsien ta’' dejta xjentifika mhux se tfixkel
it-trasparenza u l-acécess ghal
informazzjoni fir-rigward tad-dejta uzata
fl-evalwazzjoni tas-sigurta ta' ikel gdid.

Or. en

Gustifikazzjoni

Fin-negozjati tat-tieni qari bejn il-PE u [-Kunsill dwar il-"Procedura Komuni", ir-regoli dwar
il-harsien tad-data huma diskussi b'mod kontroversjali. Il-harsien tad-data ma ghandux
Jipperikola l-access ghall-informazzjoni li giet uzata ghall-evalwazzjoni tas-sikurezza matul

il-procedura ta' awtorizzazzjoni.

Emenda 6

Proposta ghal regolament
Premessa 24

Test propost mill-Kummissjoni

(24) II-Grupp Ewropew dwar 1-Etika fix-
Xjenza u t-Teknologiji I-Godda stabbilit
mid-Decizjoni tal-Kummissjoni tas-

16 ta' Dicembru 1997 jista' jigi kkonsultat,
fejn xieraq, bl-ghan li jinkisbu pariri dwar
kwistjonijiet ta' etika fir-rigward tat-
tqeghid fis-suq ta' ikel gdid.
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Emenda

(24) II-Grupp Ewropew dwar 1-Etika fix-
Xjenza u t-Teknologiji I-Godda stabbilit
mid-Decizjoni tal-Kummissjoni tas-

16 ta' Dicembru 1997 ghandu jigi
kkonsultat, bl-ghan li jinkisbu pariri dwar
kwistjonijiet ta' etika fir-rigward ta' l-uiu
ta' teknologiji godda u tat-tqeghid fis-suq
ta' ikel gdid.
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Or. en

Emenda 7

Proposta ghal regolament
Artikolu 2 - paragrafu 2 - punt b a (gdid)

Test propost mill-Kummissjoni Emenda

(ba) ikel prodott minn annimali kklonati
jew il-friegh taghhom. Il-Kummissjoni
ghandha tippreZenta proposta legizlattiva
specifika ghal ikel bhal dan qabel id-data
tad-dhul fis-sehh stabbilita fl-Artikolu 20.

Or. en

Gustifikazzjoni

Id-decizjoni dwar it-tqeghid fis-suq ta' ikel prodott minn annimali kklonati jew il-friegh
taghhom ma ghandhiex tithalla ghal decizjoni tal-komitologija, izda ghandha tittiehed
[f'Regolament specifiku tal-Parlament Ewropew u tal-Kunsill, ibbazata fuq il-procedura ta'
kodecizjoni.

Emenda 8

Proposta ghal regolament
Artikolu 3 - paragrafu 2 - punt a — punt ii

Test propost mill-Kummissjoni Emenda
(i) ikel ta’ origini mill-pjanti jew mill- (i) ikel ta’ origini mill-pjanti jew mill-
annimali meta tigi applikata teknika ta’ annimali meta ghall-pjanta jew l-annimal
taghmir mhux tradizzjonali lill-pjanta u tkun applikata teknika ta’ tnissil mhux
annimal li ma ntuzatx qabel il- tradizzjonali, apparti I-klonazzjoni ta' I-
15 ta’ Mejju 1997; kif ukoll annimali, 11 ma ntuzatx qabel il-

15 ta’ Mejju 1997; kif ukoll

Or. en
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Gustifikazzjoni

Id-decizjoni dwar it-tqeghid fis-suq ta' ikel prodott minn annimali kklonati ma ghandhiex
tithalla f'idejn decizjoni tal-komitologija.

Emenda 9

Proposta ghal regolament
Artikolu 3 - paragrafu 2 - puntb

Test propost mill-Kummissjoni Emenda
(b) "ikel tradizzjonali minn pajjiz terz" (b) "ikel tradizzjonali minn pajjiz terz"
tfisser ikel gdid bi storja ta’ uzu ta’ ikel tfisser ikel gdid bi storja ta’ uzu ta’ ikel
f'pajjiz terz, li tfisser li l-ikel ikkonc¢ernat f'pajjiz terz, li tfisser li l-ikel ikkonc¢ernat
kien u jibga’ parti minn dieta normal ta’ kien u jibga’ parti minn dieta normal ta’
mill-anqas generazzjoni wahda { parti mill-anqas 50 sena f’parti kbira tal-
kbira tal-popolazzjoni tal-pajjiz; popolazzjoni tal-pajjiz;
Or. en
Gustifikazzjoni

Id-definizzjoni ta' ikel "tradizzjonali" uzat fpajjiz terz ghandha tkun aktar preciza.

Filwaqt li mod "ehfef” biex tinghata awtorizzazzjoni ta' dawn il-prodotti huwa mehtieg sabiex
Jitnaqqas il-piz fuq il-pajjizi terzi, iz-Zzmien uzat biex ikun definit xjinftiehem b'uzu
tradizzjonali ghandu jkun mill-igsar possibbli.

Emenda 10

Proposta ghal regolament
Artikolu 3 - paragrafu 2 - punt ¢

Test propost mill-Kummissjoni Emenda
(c) "storja ta’ uzu ta’ ikel sikur" tfisser li s- (c) "passat ta’ uzu ta’ ikel sikur" tfisser li s-
sikurezza ta’ l-ikel ikkonc¢ernat hija sikurezza ta’ l-ikel ikkonc¢ernat hija
kkonfermata b’data ta’ kompozizzjoni u kkonfermata b’data ta’ kompozizzjoni u
mill-esperjenza ta’ uzu u uzu kontinwu fid- mill-esperjenza ta’ uzu u uzu kontinwu
dieta normali ta’ parti kbira mill- ghal mill-anqas 50 sena fid-dieta normali
popolazzjoni ta’ pajjiz. ta’ parti kbira mill-popolazzjoni ta’ pajjiz.
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Emenda 11

Proposta ghal regolament
Artikolu 6 - punt a

Test propost mill-Kummissjoni
(a) ma johlogx, fuq il-bazi ta’ evidenza
xjentifika disponibbli, thassib dwar is-

sikurezza ghas-sahha tal-konsumatur taht
kundizzjonijiet ta’ konsum normali;

Emenda 12

Proposta ghal regolament
Artikolu 10 a (gdid)

Test propost mill-Kummissjoni
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Or. en

Emenda

(a) ma johlogx, fuq il-bazi ta’ evidenza
xjentifika disponibbli, u skond I-
applikazzjoni tal-prinéipju ta' prekawzgjoni
stabbilit fl-Artikolu 7 tar-Regolament (KE)
Nru 178/2002, thassib dwar is-sikurezza
ghas-sahha tal-konsumatur taht
kundizzjonijiet ta’ konsum normali;

Or. en

Emenda

Artikolu 10a

Opinjoni tal-Grupp Ewropew dwar I-Etika
fix-Xjenzi u t-Teknologiji I-Godda

Fejn iqis xieragq, il-Grupp Ewropew dwar
I-Etika fix-Xjenzi u t-Teknologiji I-Godda
stabbilit mid-DeciZjoni tal-Kummissjoni
tas-16 ta' Dicembru 1997 ghandu jwassal
opinjoni dwar kwistjonijiet etici rigward I-
uzu ta' teknologiji godda u t-tqeghid fis-
suq ta' ikel gdid, qabel l-inkluZjoni ta' ikel
gdid fil-lista tal-Komunita.

Or. en
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Gustifikazzjoni
Opinjoni tal-Grupp Ewropew dwar I-Etika fix-Xjenzi u t-Teknologiji I-Godda ghandha
titressaq, kull meta kwistjonijiet etici jkunu kkoncernati fir-rigward ta' I-awtorizzazzjoni ta'

ikel gdid. F'kaz ta' dubju, il-Grupp ghandu jithalla jiddeciedi wahdu jekk iqisx xieraq li
jressaq opinjoni.
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