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Phase I — Decision tree

Is the additive a physiological/natural
substance of established safety?

1
Y

I Is the additive intended for non-food producing animals only?

B

2 E

FOR ADDITIVES USED IN FOR ADDITIVES USED IN AQUATIC
TERRESTRIAL SPECIES SPECIES
Has the additive a PEC in ground water
= 0,1 pg/l or PEC soil 2 10 pg/kg-?

STOP

Has the additive a PEC in surface water
20,1 pg/l or PEC sediment 2 10 pg/ kg?
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BEFHEETERRIIYIR EFSA JhERA QPS 1E R
AR R B EE(E T H - QPS R EFSA fA 2007 A A2
i HHEARTRD REETIHMAEYETER &
mn BB 20 A AR Al - A B2 YR R E
QPS FfEYIFR » EEHAY ST A RYIHEIT

AP A AR RS RS - DUFI& B AT 4G
/NPT AR S e 2B - R E B B R
AR B 2 2 5E R e

W B8 AR P B R I ) HR G5 1 - EFSA 15t g
WG QPS Y HoXHERE QPS 5l 2
EHERES ARG RN QPS B a5t 2#E A -
HE/FEGHTTFRSHEMBETRE R AIAT (LR
S AEHGHEEEAR i REE
2 KA EFHE A& R T TR E T
i (E=) -

Hr QPS EifdEYIF EFSA 172 254
BEE AT R AV G E F(E/ME (EFSA Panel
on Biological Hazards, BIOHAZ) & & » 4% QPS
TR fe TR S T R ST S BB AT+ ELET A A AR I
VRS EE ERS B BEHER Z2EE
e A% AR A S Ry

- R fEERE (Identity) : FEE A= 9348 - DABERRE L
BEER 1k o

- EAIEF(Body of knowledge) : 1 AV B
FAARES - B ST BRE R s i PR o e ZE e A
B8 BHEESTBR R OB ~ A REERAERI R » B R A
BAERI S  FEHIR 0L M3 s - S IATE B A
Y R A e E A ATREE B ELA1 B AT THIEIAY -
RS RS EE 5 MEMEE

- 22 # B (Safety concerns) : By | PR AT HES H Bl
I~ &fh BB ENEGE X2 RS N NEK
BYYIBURTREN:  PUAE RPN BRI R 2
F5 AR R R PATESUR 1% - BIASEFHQPS »
SR 25 507 M PR A R 8 B R » LA St T
il 7 - BIEZ A FE IR & QPS -
IR A& PR (End use) : AT R % 2% BAlRER
AR SR AR R AR E LA VI 6 P o »
Bh R A PR e B A AE R - TEREE B T ATRE
e ES A QPSTIFR A (HIRH IS RS AEY)
HYRFE Fik (Bt e 2 AR Y)) - FR e T %
HHYZE (G -

EESR 2017 NO.5S1 13



| MRCRO TRENDS RI|

Possible
: » exemption of
Yes by
requirements

Complete Risk
Assessement

Possible
exemption of
data

requrements |

Complete Risk
Assessement

Evaluation of
the QPS status

QPS: Qualified Presumption of Safety.

ERIAKIE ¢ Scientific Opinion on the update of the list of QPS-recommended biological agents intentionally added to food or feed as notified to
EFSA (2017) -
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A Taxonomic unit defined
B Is the body of knowledge sufficient?
Yes
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C | Does the available knowledge
mdicate safety concerns? N
] o
......;“‘,.“.‘L.lJL..)??i..,;,,,‘;......................n
D N Can these be excluded?
o
Yes ~ No
" 4
Suatable for Not suitable for
il QPS QPS

ZRIHKIE @ Opinion of the Scientific Committee on a request from EFSA related to A generic approach to the safety assessment by EFSA of
microorganisms used in food/feed and the production of food/feed additives (2005) -
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Gram-positive non-sporulating bacteria

Species

Qualifications

Bifidobacterium
adolescentis
Bifidobacterium
animalis
Carnobacterium
divergens

Corynebacterium
glutamicum

Lactobacillus acidophilus
Lactobacillus amylolyticus
Lactobacillus amylovorus
Lactobacillus alimentarius
Lactobacillus aviaries
Lactobacillus brevis
Lactobacillus buchneri
Lactobacillus casei(@
Lactobacillus cellobiosus
Lactobacillus collinoides
Lactobacillus coryniformis
Lactobacillus crispatus
Lactobacillus curvatus

Lactococcus lactis

Leuconostoc citreum
Leuconostoc lactis

Microbacterium
imperiale

Oenococcus oeni

Pasteuria nishizawae

Pediococcus acidilactici
Pediococcus dextrinicus

Propionibacterium
freudenreichii

Streptococcus
thermophilus

Bacillus

Bifidobacterium bifidum
Bifidobacterium breve

Lactobacillus delbrueckii
Lactobacillus diolivorans(®
Lactobacillus farciminis
Lactobacillus fermentum
Lactobacillus gallinarum
Lactobacillus gasseri
Lactobacillus helveticus
Lactobacillus hilgardii
Lactobacillus johnsonii
Lactobacillus
kefiranofaciens
Lactobacillus kefiri
Lactobacillus mucosae

Leuconostoc
mesenteroides

Pediococcus
parvulus

Propionibacterium
acidipropionici

Bifidobacterium
longum

Lactobacillus panis
Lactobacillus paracasei
Lactobacillus
paraplantarum
Lactobacillus pentosus
Lactobacillus plantarum
Lactobacillus pontis
Lactobacillus reuteri
Lactobacillus
rhamnosus
Lactobacillus sakei
Lactobacillus salivarius
Lactobacillus
sanfranciscensis

Leuconostoc
pseudomesenteroides

Pediococcus
pentosaceus

QPS only applies when the
species is used for amino
acid production.

QPS only applies when the
species is used for enzyme
production.

QPS only applies when used
in pesticides to combat cyst

nematodiasis.

Species

Qualifications

Bacillus amyloliquefaciens
Bacillus atrophaeus
Bacillus clausii

Bacillus coagulans
Bacillus flexus

Bacillus fusiformis
Paenibacillus lentus
Bacillus licheniformis
Bacillus megaterium

Bacillus mojavensis
Bacillus pumilus
Bacillus smithii
Bacillus subtilis
Bacillus vallismortis

Absence of toxigenic activity.

(FFE)
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Geobacillus
stearothermophilus

*— EER&HQPSTIzR(20165F)

Absence of toxigenic activity.

Species Qualifications

Gluconobacter oxydans QPS only applies when the
species is used for vitamin
production.

Xanthomonas QPS only applies when the

campestris species is used for the

production of xanthan gum.

Species

Qualifications

Candida cylindracea

Debaryomyces
hansenii

Hanseniaspora uvarum

Kluyveromyces lactis

Komagataella pastoris
Lindnera jadinii
Ogataea angusta

Saccharomyces
bayanus

Schizosaccharomyces
pombe

Wickerhamomyces
anomalus

Xanthophyllomyces
dendrorhous

Kluyveromyces
marxianus

Saccharomyces
cerevisiae

Saccharomyces
pastorianus

QPS only applies when the
species is used for enzyme
production and no viable cells
are found.

QPS only applies when the
species is used for enzyme
production and no viable cells
are found.

Absence of resistance to
antimycotics used for medical
treatment of yeast infections

in cases where viable cells are
added to the food or feed
chain.

In the case of Saccharomyces
cerevisiae this qualification
applies for yeast strains able
to grow above 37° C.

QPS only applies when the
species is used for enzyme
production and no viable cells
are found.

Absence of resistance to
antimycotics used for medical
treatment of yeast infections

in cases where viable cells are
added to the food or feed
chain.

Z A E  Scientific Opinion on the update of the list of QPS-recommended biological agents intentionally added to food or feed as notified to

EFSA (2017)

SR 2017 NO.51 17



| MRCRO TRENDS B

Mo PrIERTDARE A E DT EEE 2 S (e ZR B A AL
mEAGER - SR A TR TTEEEAE I RR
INEEFZRAE R BRI -

(=) ERDHT : EFSAMAERIER

1. Enterococcus faecium (BRI FEE ORAER R
S/ KT ~ 7F ~ 755 ~ S0

Oralin®(Enterococcus faecium) 2 fi F % %
FEA 5 HE OKEE AT 2 1R - EFSA T
weVERREERREZERL MIhL R B’
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TEHHA L 5B E (acceptable daily intake, ADI) -
EYBUR R BN EEEY S B
SN EE RN T EYE - KNHERD BB
subtilis JA-ZK RS A s B RS B 2 e b ]
RN -
EEIMEMEIRRN

ARE 2E B H B L ZE Y At i 22 (Federal
Food, Drug, and Cosmetic Act, FFDCA)-> ¥ & [
(food) TEF Ry NI R BIIEA ~ BRAIZYVE > R HiAth
RTELL B Z i sy BRI & R R i #iE
S5 B8 TR E T BE T . B B R NP E IR TR SR
%11 43 W 1 &5 43 > — 5 GRAS(Subtances generally
recognized as safe) » 55— FyifE RS < BRHARIY) -
AR BERE B BRI IR B e
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ER R IV E W E L GRAS ~ B
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5% R B LR — A AR (LB
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Bacillus cereus variant toyoi 2011/10/6 ~ Animal Food GRAS
Bacillus coagulans GBI-30, 6086 2012/7/31 GRAS notice
Bifidobacterium breve M-16V 2013/9/30 GRAS notice
Lactobacillus acidophilus La-14 2014/8/19 GRAS notice
%?gg;bacillus reuteri strain DSM 2012/5/26 GRAS notice
Inactivated modified 2016/4/29  Animal Food GRAS

Saccharomyces cerevisiae

BRI © SERR A R B (2017/05/04755) 5 GBS SR R E

5

HRIZUSFDAE Ji#duk :
is added to or is expected to become a component of animal food, either
directly or indirectly, must be used in accordance with a food additive
regulation unless it is generally recognized as safe for that use (GRAS).”

S FEHL R o
Legally, under the FFDCA any substance that

T~ ALEE SR Fr & LAY 4418 (Chemical Abstract
Service, CAS) Bz (Empirical formula) - #5#%
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Yt FRIEREF R AL i Ry /B i A=Yy Eakd - m]
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Food Inspection Agency flIE= R Einigln/m) 7L
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H 224 T Guidelines for the Safety Assessment of
Novel Feeds: Microbial Sources | 55 ZE M A\ i »
PRI S A 15 TR Ak
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