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HEXRAFIRE 103 4 8 H 16 & 8 H 31 HA{EfEE G iH 72 A
(Bundesinstitur fiir Risikobewertung, BfR) » /1% = /& BR EE2#2 (3'-BfR
Summer School)FRAE » i JEfm B BE  JE\ bt fe E\ b i i e AR « A% BIR
FITimERAy S 3 REIMEMTE ZRE - sHARKE D St Arfe ~ il ~ Ak - Hrg
feve ~ B - i - #REY ~ B - AR EEaE ~ PR RIS 11 (BRI 26 A
S0 B AZE R R AR e b m Rt R b2 -

HE ARG - NEsf RS E e 2 oRE B 7 rER
FBIONE A B e e 2 St B P i 2 2 BB ~ e AR EERTAL - 8B4
FCERLE R EE 2 B0k ~ BB ap il B\ i i~ E SR ~ e EVERBE 5T
H o~ BR8N HEES 2 R o s ERE A B AR BB 7 & i g 7
Mree 2827 EEamAIY) - YRt 2 3TES » B2

HEBOMHICS - NEEEZ I YRS -
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~ DR ST B~ Jee\ b 2 e R\ B B 2 NS R S8 fee > IR AC 2
THEER SITEES I Z 275 -
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HATRER BR BIE Tz e RS R R EE | B R 103
8 H 16 HE 8 H 31 H - {AIEEEE A B R BT e
Tl (Wenna Xu) R HERFZERE > LB AT S 200 » I
HE - AR BR W 5 3 RERHREME » sPEACE D BTG - B
Iz ~ BB ~ B RSE ~ EHE - (o7 - 88 - BV - OELLT - PRI
% 11 [HE% 26 A2 0 H BIR B4 E I (the Interdisciplinary Risk
Communication Department) £ PD Dr. Gaby-Fleu Bl B3z » B2 & 481

HREER > SREEHRR - B E SR

LEERE PR

FREAT

H & it | HEG TTREMTE N ERE

103.08.16(7%) | BifE | &db—>TEEEM e e /2 - T

103.08.17(H) | 8 | fEEEPE THERE

103.08.18(—) | W& | {EEHEFLE RS H AT JeR\ B i o S g g S 1

103.08.19(=) | WEE | TEEEFSE b S HL AT BRMERE, B i FOER
Rz

103.08.20(=) | W& | {EEHEFLE RS H AT FFan b 2 J77E K5 A

103.08.21(0) | W1 | FEEQMFHS)E b E B AT BREZ A AHEE ST BORE
EsA

103.08.22(1) | WHE | (EEIBEFSE b S HL AT PR PR ~ SIS R
e AT E R

103.08.23(7%) | #HE | TEEIEFLE B H AT HERE

103.08.24(H) | THE | FEEQFS)E b E B AT THERE

103.08.25(—) | W& | (EEEFLE bR E H AT EEREMEER L
AN

103.08.26(—) | W& | FEEIHEF E s E H AT JeR\ b s SR T - B ER MR
]

103.08.27(=) | WHE | (EEIBEFLE S HL AT JeR\ s SR T © B T
Fh 2 Ja\ b it

103.08.28(10) | B | (RS E b S HL AT JeR\ g s SR T © B AT S
Y- VB BRI Bt

103.08.29(7x | W1 | FEEQFS)E b E B AT =

103.08.3007%) | BB | fERIfEMA—BREIRIRTE | (EEa R~ DR PR
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TR B FS B bR S A b ST FT - RS BIR » B 2K E1#3Z Bundesinstitur fiir
Risikobewertung > B[J B £ & [ 5F {5 B 2% Fi7 (the Federal Institute for Risk
Assessment) * BfR 7 T A[EWE 1876 4F » (i E & wElETL T W B
F#(the Imperial Health Office) » 752 E (i (r ~ EHBARUIAH 5 1906 F 4=
BEEL 8% %2 Dahlem Triangle » fi7 AR STERIAMPERE )T - sZEFTEl & 2 K
BfR —EJHAE 2011 4 5 1919 FFEE i BRSSO LA EBAE Hlig - H4
R B {#T £ §E (the Reich Health Office) - 1945 £ 5 4 Ry AR BA Rk th oLt 5Eplr
(Central Institute for Hygiene and Health Care): Fij{& [AIfaMA & N 2F T EEH
1952 FAER#FI 4= Hi(the Federal Ministry of Health)HYEB) T~ p LI FI R A2 B8
(the Federal Health Office) ; 1994 FAEHHF A4 SIRVER T - Bl THiFME =
(R R B R B EE T 22 i (the Federal Institute for Consumer Health Protection
and Veterinary Medicine) ; {f BSE @t~ 1% » AR E R EIL A E
LM R PR 2 R 0 2002 AR TR B FOH BB TRl SR KR E (the
Federal Ministry of Food, Agariculture and Consumer Protecion, BMELV)fJ& 5 T
RENEE (8 TIFEL > 3L 75 HAY BR < 2002 4 8 H 14 HOHEH R IR
R B i 2r 4 B A (Act restructuring consumer health protection and food safety)
fRE BR WY EBEHS - G ERETAL - R S 3t e B s B e Y 2
RO » BRI ERAY S A i S S b B 7 B - (s A 13- DAE
FE B HFEAIT - ARIERIEABEETT - A2 FRZE - (H G BBUEHFIERE
RERE  HEE L2 T E N EZ -

BMELV A2 & & EEDHE & (R RN EEBUNEFI Y — - SRR
HemZ el EEHE - BRIDEM AR ERE A T3 - BEREH
P9 > SE— - 2013 FIEEIKEER - EEIEUNEF BMELV JRA 2 M8 E (RE
B AT > A R R RS & L2 2 Bl (the Federal Ministry of Food and
Agariculture, BMEL) » BB i e L 2 - (L5 28R - BR—k
5 =VEEE > /£ BMEL Frig iV R TEEtE T - B (e R R 2 (R R
e (Healthy diets)RIBZRE/GB(Physical activity) > HEETEERIEE S 2020 £ - iR
EEH a2 H -



= EERERHE R T RBE

sl > ragE (iR (Identify risks - Protect health)/E BIR BHE A {2F R
& AR EF R R IS EUA A (R SR T Y (R e - M RIET
FEAEC b = e e » LB 45 A Ryl RS 25 10 B ELAAES R EREE SR AL
RS ARG Bl R hhZf 2/ % (the Federal Office of Consumer Protection
and Food Safety, BVL)F1 F{ 0k 5% %2 4 K {@ 2 J5 (the Federal Institute for
Occupational Safety and Health, BauA) - {5 EEPAE RIS b » BIR RS2 (L4878 »
BUAREtt @ g 28 W HLIRRGREER T2 - 1h9h > BR A%
BERUHEELHEY) - WEBE BT RS IHE R - BB - S
P sEEh Ry E R - 2 R A DUEBRTIS 5 B e SR 0 I
HATLAIERE EE - 5940 FERES S - 2irgflmE - BR AEKE
BUE ~ B~ g ~ EFAIEBUMAESR S S AR - A TR s -

#t BIR Z7EE(EH » 2013 4F BfR FYTHEL Sy 67.8 million BT KEHE =T
Z B4 3.08 million BT » fERIBUMR AL 2 $9HY28%E, - WAL THAYIEN T
i# BfR REHELIAY B a1 T 5T - BIR HYRMEER Ko AR S e
gk} ~ EEAn R ALEEY)E > I FEURN (the Federal government) ~ i[5 JM(the Fderal
states) 5 i E 11 (Surveillance authorities)fg tHRFE2EERR » R AR F2 BER]
ERHE - (OB E R 2 R MR P EYE TSR EEGEE o MR
SEONEE o REILHYE RS - FEFEST R AIT - BR BYRHE SO -
NEEN & 2 E Y EBEE A B LERHRI IR EE - B
b (Risk) 883 Ly 15 bz (Danger)

2002 = BfR RI7Z 9] » s B FEEIFIAR Dahlem kz Marienfelde Wiz » A4
500 # S - 3%A 7 (EEFT 0 735 R AT E(Central Administration) ~ f il
S B 5, R % 5 25 1 B2 (Toxicology of food and Consumer Goods, Nutritional
Medicine) « & 5B E ) 548 4 (Hygiene of Food and Consumer Goods) + 225l
1T (Diagnostics and Epidemiology) ~ #5785 2 % (Biocides and Pesticides)
FAREERFE (Chemical Assessment) &SP ; [ 25 BRI 208 B 2 (R Ora 2 75 oK BE 0
BfR 204K - BRI 0 A J4h - thafEed SR > BIR 77 517Y Jungfernheide,
Alt-Marienfelde J, Maienfelde S35 » BI{T-F7E B Prof. Dr. Dr. Andreas
Hensel > 2 2013 51l > BRE ABUYIIE 768 £ - Hrpfd 293 i1l AR
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Zx oo a9 EEFT o 2 Bl R 17 BUER P (Administration) ~ Ji g 7 48 (Risk
Communication) ~ B2 AR 75 (Scientific Services) ~ 471424 (Biological Safety)
{EEEYE %4 (Chemicals Safety) ~ JHERZE 142 (Safety of Consumer Products) ~
B Zr 4 (Safety in the Food Chain) f; ZEBET Eiz{EnzsHH 2 (Experimental
Toxicology and ZEBET) » #{-#[FZ TAEREEANE — - F4 BIR A (e EbsT
i 5 R 2 R A 3,000 RITDL L - ¥l esifm @ 50 All - At - BIR ffaeA 17
{8 2% ‘& 5 2 (National Reference Laboratories, NRL) » 4355 E B inZE 2 ~ FR L
B B - ANBIHRIBERRIITTA RS2 EHIE -

IEA - BR3¢5 15 (HEEE > R EEEFER -~ BFUT7e S -
SRR R EEEA 2 EEEAE > ¥ BRZ2HES @ WIRHEIEESSS - DL
IREFPEE R E NS ET - Wit - ZEFAVEEA RN EIEER - BR
HZe B & ATd S E FRE - T MEI RN EE R FE - BN E D
(Consumer Products)Zz 5 ~ 15551 {1 (Assessment of Intoxications)ZE 5 & ~ 4E4)
VEfe EY)E (Biological Hazards)Z B ~ =% - BERE AL ~ FralE & in AR
(Nutrition, Dietetic Products, Novel Foods and Allergies)Zz B ~ F&F5 a5 M %82
1EAE (B (Exposure Assessment and Exposure Standardisation)Zz &8 ~ i} B
% (Feeds and Animal Nutrition)Zs & & ~ R I & ih B g6} (Genetically
Modified Food and Feed) * f#/f(Hygiene)Z% S & ~ RV 1544 K HAA FY)
& (Contaminants and Other Undesirable Substances in the Food Chain)Zz &% ~ {b
Hedn(Cosmetics)Ze S & ~ BamMIIY) ~ Bf - TITEEIZ A& (Food additives,
Flavourings and Processing Aids) ~ & k7 HyERY (Psticides and their Residues) ~
g W UE VY8 K B W) B € 7 i (Pharmacologically  Active Substances and
Veterinary Medicinal Products)Zz E&r ~ FE\fmT2e & Bl A1 (Risk Research and
Risk Perception)Zz 22 ~ i & 514717 (Wine and Fruit Juice Analyses)Zz 5 °
A » 2B EEA AR SR &€ (National Breastfeeding Committee)fl1DLEC$%AIEEAS
B 5\ 55 (X 5 7A£Z B & (Recording and Evaluating Alternative Methods to
Animal Experiments, ZEBET) W {E & 17777 5 & A1 BR -

BfR /28 & i £ 5 (EFSA) Z i 4% Bl (Focal point) » &5 5 & 1774
EFSA ~ BRI LU A 20 BIRGTE A BRI E RN Y SO Fl s BIAG EAE 2 H TR
H8G - PIEHSEONEE A - ¥ BR AYEZEM: > EFSA J§& Catherine
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Geslanin-Lanéelle 545 - 2011 FBIOM % AE B ERVIH IR MRS IRE EHEC $44:
H1 > EFSA Bi BfR H:[ES{E(REHEE{ERE - EFSA /FRIEH - BanEHE
o FEar TREHE R BT RIS AI(Riks perception) - ¥ Brdn B b U
FYREEE » #£ EHEC Zf:1 - EFSA Bl BfR ) ZHEAWENHE & — AL - &
SR R i B T E AR -

Ail BMELV &£ Tlse Aigner 235 » BR {8 B {#FEIRECETTE
B NMEBUGNERFT BB RAHER - ¥ BRR RESSHVEE - HEE LR
{E1F: BIR FrREAVaiE - i HAEEIPRAE4E R & 7F T BR V28 IRE 11
AL » N4 Rk BR HC A B 22 - BIR AR 2 A A B A Rt 3 EHYIE -

=~ BUREEREF RS AR E

Ryt CREREE AL 2 on'E > 2010 4 BR i€ E Uk 57 (545 5 (Guidance
Document for Health Assessments) * WNZEELE T HAY ~ EgaPhy AR - 55
S HIEEH R trE ~ et b s 28 ~ FRE S 2 R RS = - HiEE
RS BB G B R AN S &Y A R b o e - DSOS e
i Z AR RAR - (e b ss RS - B —8anE - ESREE TR
FiRE bR o s E S A SR A SE R T S 2 2% AT
(—) EEXHZHN

BR &F L2 T » ER - S BURF R D R B E i - DA
HEHEZRKEYE ~ A - B EEiE S R R EE - s%aT b
SRR AR BERER - TER T ERREE a5 - (LEEESN - 5T
TETERZ MRS ~ AR R - BIFREEETA Y 275 o (At - BRR S
TTEPEREEAEE - ZHDAZ I E U BB - G AT B L 2 R JiR AIHR S P A
& DUEpREGLE -
(&) PHMEZERRE

JE b SE A RS R B2 RY D5 0E et Rk - S TR E#EE  (Hazard
identification ) ~ & EFFEHH L  (Hazard characterization ) ~ FEg25F(h ( Exposure
assessment ) Jz @4 (Risk characterization ) o (-5 B PR HHHVAE IR - #ETTE
M JE B 5F {5 (Qualitative risk assessment) J7 1€ & JE [ 2 {5 (Quantitative risk

assessments) ©



JE\bar Gy - S B2 BRGRER (ISR - RE -~ WEEVNMZ) - AR
FZ JfE 5% 2 %% (Probability) ~ #5158 (Frequency) ~ 1% (Nature) - F 25 & (Severity)
EAn] M (Reversibility) ~ NERBEARAYI T35 3% (Empirical evidence) jz HAEE
(Weight of evidence) ~ BRIYIEE B an'E (BLRE S BME R AMERETE) ~ LB Ay AT 4%
{14 (Controllability) % [N - 2 (Transparency) & B b s A8 F2 TP E
EEED > BERHEZ HEY - fE -~ BRZAOR - E RS - e - AHEE
&R SBHE - FEMLEEAE T - ik o ReEbmetih 2 SR 1F Ry i il 2 5
B > FELLBL R SUEL T b B R S R AT ACHA
(2 RlgsHhREEREE AR

BfR 7 bt A > N BT H (Title) ~ 5 1R (Subject of the
assessment) ~ 454 (Results) ~ FEAH i (Rationale) ~ EHRF (i (Risk assessment) »
HoAtt(Other aspects) ~ Jail i & B 58 TH B 5% 2 #H )i (Risk management options,
recommended measures) £ £ Sk (References) » 2013 F=EEN0 A JE b w57
(Risk profile) - DAFRERE & PR I8 E b &t - FRE = -

FERABER AT > DURREAS R L8l - gRBUIE 2 EFEE - mER
B B KRB B AR - DR bR PG aE SR 2 B - AR > 3%
JE bR s - ATEREUR Z BRI A R ~ DTk ~ BHUTA ~ PLige e
bz iiti(Comparative risk assessment) 3T H £\ ba s HLEEIHE K ek 2 FR TG
FEHETR R T T e TR > DAPZER e AT i R S AR PR A
i NPR{E(Maximum levels) 2 #3 ~ R ~ JHE Ean &R - R BLE R FROE ~ P
1EERERAIRY)E ~ BEhifEE e % (Hazard Analysis Critical Control Point,
HACCP)s( M EHITENE ~ B 5 AR SR AUTEI A SN EE R EF -

I~ FRAEE SR BRI BRI R

BR BMEABHEILESE @ IREREEHIEER ~ 5 - WFEEE
B o bra] TR PR RS 2 MFE% - T BB S 2 S - b1
EHEWHEEB OIS - WESEZIT - WS - AR ERRE S Z BT
WF—FrR > B BIR ARSI AT S R R e S E R
el > AR R B - BRI - TR - BIRANR
EAERICEE 2 F50K - b s P Al B\ i il 2 H SR BV E R E 25T
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Bt E R [ R - DU MR ERERNE
(—) EpgHEZ &

H Dr. Matthias Greiner 7 fn 2 2 R FR TR R S Ah < AR R - &)
i

1. f& % (Hazard)#iJE bz (Risk) Z E#

2. JEZFZEEE(CAC, 1999)JH fa 5FAdh Y PU(E D B - (45 % & € (Hazard
identification) ~ f&25/% 4 (Hazard characterization) - %252 SF (% (Exposure
assessment) k7 JE( @45 /2 (Risk characterization)

3. OIE 55 [(2010) 7 gy A JE\ Bt - EFEREIUE s (Release assessment)
FxFaaTli(Exposure assessment) + & 55F(f(Consequence assessment) 5z Ji
F@fhET(Risk estimation)

4. BT ~ JElREA R R 28 14l -

5. BT EREETAL HTZ 52 > BlansR RS AY (Conceptual model)f2 [l 2
e e

6. FEIERFEHE T34 EUE (Occurrence data) LR EE# (Consumption data)
ZHG pinE - ARG EEYE ZRE K ERRAURRERaE

7. BESTE LI (Food Surveillance)EiES %125 (Monitoring programs) 2 7
5o AR e mEHETE 2T ZetE RN B B fRE K
LA E R - 35 BR ETERDAPEH - RIS N2
LB - PREETE T =08 RIS RS - B 1995 T2 S Mtk 2 &893
Boma i 12,000 5 - il 80%HY B antH H ¢ fy BIR B EFSA #Ef T faf
it Z BB A -

H Dr. Christine Miiller-Graf 748 B\ et 2 EALIAT -

1. el 2 BRF AP BR - EIEEE G E - IEMERERT  FI PSR4 ~ Uk
FRIE - JUETTE ~ fhEHERR - FHEEL R R - B EEHER Y H
JE\ B A B> TERERY B SatAd o

2. JEBEEHE 2 EVE « € B KA E E (Semi-quantitative) s H{EHEZ - EEH
a] oy By B MR = (Deterministic model) 5z {845 = (Stochastic model or
probabilistic model) » BT #& HERFHEME ~ B o ir BEE AR R & T 5

10



Bt 5H(Point estimates) » & # bR IS AT RSB 0 - HIHEH
= SR BRI (Monte Carlo simulation) ©

3. BRIRBEEIREN N » mABERE RETIEERRERE R - HE0E

B ReE A2 (R 7= (bias) - BFEENRIRZ - SRAIR 2= SRS IR 2 P K
IS 2 -
4. JEE B WE A K 40 1 B 7 P 4 B 2 R e 7E fE (Uncertainty) 5§ 8% 22
(Variability) » 7275 #3 IS & KRt s B i -
5. JERCHS 15 B B e R BR AR L B v ARG 217 oL e 7 4 (Riisk
Ranking) » AR E I -
S BEEEZNE

i Dr. Thomas Schulz §14A7% E#E E M FZAEAT ¢

1. JESREEYE - WK REHE FTHUS 2 &R Bz YE 2 PR
B B I DR T RE AR LR BE -

2. [EESTE BN AYEYE 2 GF - s E AR PR Y B GE
KORESEIERE -

3. mEECEESMEEME(Acute toxicity) ~ R (Irritation) ~ & &l 14
(Corrosively)~ Ef 1t (Sensitization) » 85 %75 & 314 (Repeated dose toxicity)
208 F:(Mutagenicity) » ZJ#:(Carcinogenicity) ~ A:JEEE(Toxicity for
reproduction) o

4. HEBEERESEEERBHEES ] SR G F I RS (the
Organization for Economic Co-operation and Development, OECD) OECD
420, 423 J% 425 7574 > FHAER 2 OECD 401 757k » AR5
2% (>20-30 &) - A -

5. BRIERIFTEHZ S tEE g - 4255 OECD 423 J77% » WiKkex J774
ZomAziE - A - TS - RS RE RN BIECEY
T ARER S R SE AN AR RSR[5 I [ (Globally Harmonized System of
Classification and Labeling of Chemicals, GSH)Z F5 144148 & F 8 SE
& LDso SR PR{E 2 HEET -

6. sk (Subacute) ~ GEf& % (Subchronic) K 1& P4 (Chronic)st BRI 73 Bl 275
OECD 407, OECD 408 & OECD 452 7574 ; sEslSRI4 s =28 H ~ =
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90 H 12 i H 5 HIEHT =3 SgEEH 75 =5~ =10 =20
& AR <9# - <9 6-87H -

FH Dr. Gilbert Schonfelder 7] 4HEUFEAE » ZEANSWT -

1. EURANREFE BA B T4 R RV AR 2 N IEFE 4 - EUEyE i =ik
& 77 Fo 18 {354 (Genotoxic) k¢ 32 {H 55 14 (Non-genotoxic) ELEE Y E -

2 LYY E S RATRE N DNA Sy aSHY IS AR EEE - flnE
H: DNA SR, DNA ZEIRHRE - A REEEURE

3. EREAEEIER TN - R ERIER A VIR - e - BRERET - 1R
FEEZ o FRTA

4. IEH A REERA Ry g AR AR > AR o /04 Ry D (E P EE - TR R P B
(Multistage carcinogenesis) ##2 43 Rl L4 (Initiation) ~ {f£#E(Promotion)
##(|-(Conversion) - ¥ (Progression)

’

5. faf i 5¢(Hormones) ~ Giff%(Nitrosamines) ~ 53485 2% (Aflatoxin) » ZJT75
HiFEhE L EYI(Polycyclic aromatic hydrocarbons) S5 B Y)E » HLELFELK
R JTREEIR R EEYE - AR A R R EEY A -

6. (LEEWIE N NEENEDEE ) ZaBa 7% » BIERRMAN(in vivo) K 8GN in

vitro)sh iR °

H1 Dr. Ralf Stahlmann A48 55V R HE BB 70k - TZEAST ¢

1. ERTEE(Prenatal Toxicity)®FEPET " (Mortality) » %1 preimplantation loss,
postimplantation loss, abortion ; 4% f# 52 & (Stuctural Anomaly) > %I
gross-structural malformation, minor defects ; #£%%(Retardation) > %1 small
- for-date-baby, immaturity, hypoplasis ; IfjgE[E#E(Functional impairment)
WITHEE 2 ~ IR ~ LIME S FRE 5 Bafk 2% (Transplacental
carcinogenesis)% o A FHFEIIETCHAM B MEERE - FER ATRET A REfERERT
STRAVRRE -

2. PR R REfE Bz (Phase developmen) B4R JEEVEARE - — I EJHELE 55
TEE B 2 R LIS AL B 3 (RSBl B T -

S A TE s R ] 27 B E R A #0 55 [ 41 OECD Test Guideline 407, 421,

12



422,414 Jz 416 F57% - OECD Test Guidline 403 71 B4 vEs el Ee 2 55—
& - nR DEYIE e - AiEEN ST 2 SEREh L Bt s
§8% » HESS i RHUA AR JE a5 1 e
6. Z=REAaIEEA(Whole embryo-culture) &2 fRHGHFIHE(Embryonic Stem Cell)
Az rdd -
7. REYIE SR G ST TOMEARRERT - TR ~ AT - EEESE - -
e F BN 152 (Toxicokinetics) BRI IR H B 2L -
(2) RBHE 2 AHEEE KB
H Dr. Michael Schiimann 45 5% 8251 2 A E FE SCBUREE 70 AT > 22 A
BUTE
I REBEEE TR T HEER - B LS EIN - TREWN AN EEE
(Uncertainty) 5z #{5kfE (Sensitivity) 734 °
2. {{BE WHO/IPCS(2008) 5 B A EE EE ATl E B 155 | - AHEE T
Mrila = 28R - PR A e VAR ~ A A R ER A A e
TEJE Z G55 B A E RO BFE TR - A RSB A EEE -
3. EFEHGE  SAMEEEESE R
(1) e FENE Ry R BEn PG i ey — &R 0 -
(2) AHEEMEIATHELL 7 J5 7% (Tiered approach)#E1T » i B FE (ATl
JE\ R A < HE G R s H Y —2L -
(3) FFERTALIG - B R ehhainl S e PG MBS 5 2 A
(4) AHEEE I - FERTamiE = A PR E 2 AR -
(5) FERIEIE ~ B HEEHR#E - FIERIER - B2 HE
[ 7 AR -
(6) BURNEE AT HE Ry N HETE MR o M 2 BB o - HEFH DA 588 3 R AW RE &
HIZCI - T Bh s R R AL FH -
(7) FEA Z& Ham BN Z T30 DUOCHFRECEA e AT 45 2R -
BFREMREBIER - EHE - 704 ~ 1B~ A~ B i
tH ~ BURRME T B i SR R C
(8) AHEEMIATEREZ S - EFEEEEE ~ ShE - B PReEEk
BRHBHAY B BB T LR -

13



(9) TEEE XA T — BN JERUHaVEdE - &l ~ 77755
HmEa B T LR - R EAREER AR EE -
(10) A [EIRVH] 2 AH R 2 i R BR 5T 2 N E BT - MERELUEH A
AR JTE 0 SR R A2 K
(0) FEgaHb A EA
FHE R B i = B 9T AT = B 1T Ry 2 (£ Prof. Dr. Ingrid Hollmann 71>
4H 4 TdfE B ET 5 (Dietary Assessment)J57% » WEMA N EEER & mil e &l E
(the German National Nutrition and food Survey, NVS II) » ZEN 241

1. ZEZRE A - REF R TRE A RS - A TRER] - A FrmR
W5 B EBwrER - fFEERAGEHS  BEER > ER
warfh s BRIRER M FIRBER BN -

2. BEREHE T A R EBEE - B BEA N o7 Kol VA (Retrospective
methods) B FE % (Prospective method) » 24 /AR EL[E1E5£(24 hours
ditary recall) ~ B fFE 5274 (Diet history interview) k& EXEIHZ [H] 45724 Food
frequency question)5JJ& i~ [FIEHZ% 5 BREELER A (Food record) ~ A
(Duplicate method) ~ #2Z5%(Observation methods)/& A FEHA -

3. BRFHMENEE R 4 A Ak 24 NFERERIRE ~ SBfE
SUE ~ BRE RIS M ERBECERE - HYBHERL - B SR BI0R AT
7_1—‘\‘ o

4. BEERE AT TANR  EF R EN - IR ERIGERE /N - TR L
P32 1% (Compliance) ~ RHERFH ~ & - AJ) ~ B2 BT - ERf 2
SEREME DL R B LA B9 7 EERR MRS -

() FrERBEYE 2 FHEER

&% E5F9 PD Dr. Hirsch-Ernst 7 M4A N 73 & EY)E (Endocrine active

substances) > A0 [

1. ¥ EFSA (2010) 7 %% > N EHEYE 18 B sl N 73 250

EEAESTOAER W NI ER4 - BiSes B fHSE A B 2 (LEYE -
BN EEERANEYE - AEHEERAVRRE « BE A AE R
I"E °

2. W3ubT1EYYE (Endocrine disruptor, ED)Z 2L 1990 4E4X - B2 FAT)
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FYIRGREENY ED | o Al EHIH ARG 2 EFZ ETE - S
HEUEE - A FH IR 2R - AT RHEES - fi4 1940 £ 1970
A FRIRC VA O R (Diethylstilbestrol, EDS) Ry—# A AN 77
IFEYYE - BEUAMEMZERZ A4S S 0 il ERalpha B25788 - 22
Ak B 2R A FH EDS » &3l E e Bl - £25 A+t
g o

3. {4 WHO/IPCS (2002) 2 iE%% » ED f5—fNEMEVEECE &Y » AI¥
EYIRGECHEHA  BEEH NI RGHVEE - MEEA B (EFERE -
H R R (R EEERRE - A8 - 4R - &5 - B - £YiesiE;
KIGEF 2 SaniViiE - BIETIRERE 1 2 s - WilEERYNEE IRE 1 2 &
B HA 2 BRI 1L 5 R

4. fEEEEH FERL ED ERETHEE 2 Hikal EEe &
ED fEFHZEA K BE ~ Btatbs - 2ostestls - R4 5E g
’é?f °

5.ED Z{FH%EA(End point) AJREARRIN—IH » FEGUEZEF AT T -

6. 55 ED JEMZALEYE n{E R E TR - (EEE A RS ZE
(98/8/EC) 15 5| ko i i Al (EU No.28/2012) ~ 15 ¥ O 3 7 in (EC No
1107/2009) ~ {EE4/E (EC No 1907/2006) ~ { B 54 57 (EC No 1223/2009) ~
BN IIPI(EC No 1333/2008) ~ HAREEL G an %) ’H (EU No 10/2011)%;
Rz RIET -

7. OECD, EU K BfR ¥555F{H EDs 2l » FEN -

FH & 5L 224 8 F927 Dr. Rainer Giirtler 372BH &R I8 kK (Food additives
and flavourings) ~ R ETAL - FZNELT ¢

1. FRHEREEYISE KRR E - AR - 280 BHAE
BIEAEZ ~ ZRBERA - (HHEELUEEZ BHER  Hit > R
GHEHEIRRIUE(ADD) - MEE B L2 TIE D AT -

2. BREERAERIE R N YIS
(1) {EEZFk(Chemically defined flavouring substances) » F1#E K44

(natural) ~ &Y BE2 A BB R ZA%E [F](natural-identical) ~ A7 (articial)
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L -
(2) HFELS(Flavouring preparations Siff extracts)
(3) EN T F#HThermal process flavourings)
(4) JEfEZE(Smoke flavourings)
(5) HEATEEY)(Flavour precursors)
3. HHEAERRATT:
B HEAE
Council Regulation (EC) No 2232/96 1. THRWEEH > —HHHE

2. BRWEYF BT
Commission Decision 1999/217/EC  BREAFRM/E Y3 £ H

Regulation (EC)No 1565/2000 R P =SV
Regulation (EC) No 1334/2008 1. B|ERE 2 EF

2. HRMrE Z —iEH

3. FEYERELTZIRE

4. IH[E]7E B (Community list)
Regulation (EU) No 872/2012 H[EFE T

4. SHEERHETERRSAL 2 B EFE JECFA ~ BONESE g 2 HREH
% Zz B @ (Committee of Experts on Flavouring Substances) 57 B 28 & 2
£ J5(EFSA)” Panel on Food Contact Materials, Enzymes, Flavourings and
Processing Aids (£§7% CEF-Panel > [ 2008 ‘ERH4&HE(E) o

5. HHEIZJA 2,600 EERE » Hdr 800 fE AR 2000 F LRI G - H
FilF JECFA Kz EFSA 5l 2 Fil 7y 5I4TA 800 F& Kz 1,000 F

6. FRMWYE 2 S A G LAY BT AR ARE - SIDUTHRAL
(1) fRIBRES AR UM S O B AR R T 0 0 St 34 08 -

(2) $RF B REYIRI{E (Threshold of Toxicological Concern, TTC-concept)
TR I EA LB S S M B RER NI RE A 2 IR -
=0 BEVIREME Y A K 1800, 540 2 90 ug/ A/K -

(3) %45 JECFA JEhst » A i i e S(RRRUIRIE - At
w5 WREAF Y EEa 8 S URER - RIFRE—F
AT HEHRHS -

7. BRLZ R LN AT
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(1) MSDI (Maximized-Survey-Derived-Daily Intake)
(2) mTAMDI (modified Theoretical Added Maximum Daily Intake)
(3) APET (Added Portions Exposure Technique)

8. B EmZ it aamth 2 ERE B bR AR 2 2 &l 1A 1S
5 EEEE R 2 e anHE TR Fr BB B E 2 R btk SR HE )
HHE R E (E R B R E L -
A~ EEEEER A RUR bR

JE\be iR R S PSR R EEERENEEEE - BERR
N BT EHER > T EHAEREZHRIEEVRE S R EE -
R M H AR A i N A B s S B g Sty —F AR - e e
e AT Ot b s T S BIRVAE R e R DVAERE KRR AR A
(58] B e ~ B 35 2R S ARG R, « Rl b Al A _E e — KA 220
AIEE R R ©

PRI > R B (A& 5 BAY B A BRI 2 (Feeling) - B 1 (Fact)
KA E - DN LB A i > AR ARSI B PR\ e KT (Risk perception)Hy 17 fi#
DI REHET T R R BB SR S R T o PR AR N £ AU
o REBFENEREEAERRIEE  ARIEERAERE - fERREA
TURIRE EEN T BT AR ERVERE - AEE R R
AR EAR A R o G BT AR HI R b - IR ZHhit B A s A2 (E
SR ERVERE - NIL > SRR E BRI H R E T E S0EE)
PLEAL RS R bt R - DA B v R\ B e i /7 0%

BN B RGHE IR > AT UERE  EB A G SR AR A B E by
ERE = (EEFEER - AFEAKENS - BE BB R TR - A
ERPERRIE A EE R B E R E R E R - R RS et g
so R ERHY BN - RO R E s - RN E 5 IR R b Ry
M- HE R RS ATE SRR E B S - e B R E Y
HIETE - I EEAVARENS - RV ERBHEARTEL - Sz mbmayEzE: -
(B ARBEHIZ 5 ~ DUCERREVACR - # G B BB R © et & Uy
PRI ERERS - B SR RGBSR FrEfrBeR
TEFR FATIEEL > e BB Efn R ~ EHRIAG - RS - (L ERG - BUF -
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FRBURFAHAR ~ (RFEERGS - SRR EUE AN L SRS R (R 1R - R
B NFEIERERAVEA - e mI R EREA A E - AE-HFR -

R EHE R BRER R AR =M 535l B8R AA(Delphi-Survey) ~ £
RUEGREER A ARG T - PR EAR N E R R ER
SERTEAIFER R > SREGEER DAY 70k - AR A AN
AR RHTEEA] ©

JeR\ g KT 45 SR AT ] P AR R e 8 2 8932 7 5 e > T\ B Ay — R 5 |
AR S E AR A - FEIEHE DU B s e Rl PSS 4 17T i BEL(KIS S-keep
it simple, Stupid) ~ {57 F &Y 77 500 I  SRALE SV EREI S E R -
SRR i LA EE T ~ BRBIRR AR ER S ST (e mi et o e
tetiEeg - RIS - B30 RAEEILEIE > B e R E s
tetifdEek B o SPERERVEREE - fRITIRAGEEE -

LICHZ: & FrE LAY ST SIS B B = T mU i B e 2 7 8 ) - A&
— > BREHS &S FILSOREA G RSB EENE > B
St st AEE B - HIGRITHE & ATRERVRER T SCP R AR A
ek o HNT U EIE Al KISS JFAT  ZIEH SAN AR RS 5= > BE
R R AR R R S T

FER B =S5 BbE R — SRR R - SCEwE R
AYERE - BUF LA B T B AN T AT BUORE A - (ER T B AY Rt
KAy Vi e > (ERRERIRER AR - IEOWTE - TR A R RS AT
FEMHY LR - GRE R Rl R8T > RS S L L T (R A T e B
I3 o DARRT e 0 2 SRE e E o

N~ AEEEERET(Risk Profile){& 2 R 8

JoR\ B Ay BB S AT B A — R SR PR MR S B ECR A
B R H R B A (R R B e R - e R bR R > DARE
A ~ RO EESC FEEEE A WA B SRR A R RS, > R
G R - Ry TR AR EHY BIR 5 2009 47D B2 T4 8 E Rdm ER (Risk
Profile) Y& S - B2 2013 4F > BRAGHRF i 2 ol by 20 228 FH /e e 2
—38 > FRHERGRE RAER  AEERRE > BEREER > RAREE
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PREREJEAHRE R

JeE e i T B T LB T 22 (Risk element YA » 17T 72 oL b S5 4Rt
bt > TR Ry 2 B RAAERINE) ~ EREEERROIRA[EES > 1]
BE ~ NG~ ATRE ~ HTREE ~ MEES) - (EEFIREREE Gyl U(E TR > - 5T
TR R E) ~ BERMARIECGT R = AR 0 & > P ) R R E (G R i
o MR - BBETHEREIEE - BERET - A ER) - BEEARER
bt - DURES G HBURT AT RISk T - B GlE 1 PRl ERVERE > (e
bt T P PR SR R R (- T A REAZ R BV R R R~ /1
% ~ BRI S B B = E R © %A M R WG IR © SRR
REREE MR - BRASENEEER B = MY E T F  HEE %
Je\f A F P -

N S RENGEERZA L - NN = v ST LG - & N
i PIRERVRIR I TR R EEATIE E ZERE - B RE Ry bRt A A 2
FARZFCAVASS SIS i) P A A= i

=

Tt &R

ARYTE - T R E bR AR A RO o AR LAY
T HbtsemiE s RS 2 SRS - EEEbsarh - R - &
BT~ AT  BORGER S A WA B3 2 a5 R A
Pree B B BT - DIRPE R AR 2 s R R - fRIM T E RS B
fiti 2 sk - WRE e FEAR M B B 2 ERe  JR\ b R A - A R R b A
afl o HETTREAIECE T SRS o RS O B K R G b B R AR e 2
& - mE Ry > BT S MR 2 PR - EAYERUR -
B KRS T R RSB 22 /2 B R S HA B S A e 2 EE R
SHETERE - BEEIEE > —BIBRERENIRSY - B N 2R - ERRPR > &
R REUAR R 81 2 b P B A S B i - 5 A5 B -

AR BRI e R Z 2 EE 2 EE T - BbEETS b i
e Ry B P (IFEERSEY - 2RI R T B2 > BRI 2 7
FAAE SEEETAYE > AMEREBUTAETT > WA E bRk
FEAEMR b2 Sy IS EAEE R - TSR R E R BN B = —(E R B B S A E R L B it
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B A R [T Co St o PRI H A A T A B s A AR - AT AE
BB B B BB T R EEVASRETE - 102 FEA
o e R R R B EE > E R 2 E R S DUR R4S R
FErrameBRER 2R - ZeambU AR « BIESERIFEA - EeH
DEBRRAT ~ BEEREHFEATT - bt (s DU S & > B E st f o ot
FTEWFAERM TS - SRR EFE RS M REE R R R i g
bR e HOO SR RalldSands 285 8BS 38 - A
e ~ B3R AR ASGE g ISR B A BAEEE » I R B AL e
B BNMGE R B EEUR - Rt AT E > g ratEw
R TR R BT > AR Ryl ba i il 2 B o SRZK > Al i T
BT 2R - D IR R R R LT (S 4 R\ At R s B s o
RHETRT BN B i 2 JEbg o A7 SRR -

% IR R B an SRy E B E Red e B N e BRI
PG EAZ B b e SR B AT A e 2~ B fit e LB 2 2 A A B
R FIEEWETTEMNAE R ZE5 > WEEIRACUR » #EZET) > HH
R TEREIR A B an b T RE 1550 -
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BB & E H

Ry eEER - RS R R E S S BRI
B 2 2 bR AT R L B T N sy e A

L BILEmT R R - iR R EVE R S E
* DR PR KT T A - BEETIFERER - MU R B TR R - DA
ST\ R

- R b Y > SRR BRI S
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> WEZER
BERBFE TR BRENIEIISRERE S B 25 - [FIR R T2 B

SR AHRE 2 BB > AR EE E 55 5] (Guidance Document for Health
Assessments.) ~ B & 222 F4#E (EU Food Safety Almanac) ) Ky #5481 2 £27%
SRR

. Klaus Jiirgen Henning, Juliane Brdunig, Matthias Greiner, Horst Fischer, Uta
Herbst, Stephanie Kurzenhduser, Helmut A. Schafft, Regina Schumann. 2010.
Guidance Doicument for Health Assessments. Federal Institure for Risk
Assessment (BfR). Berlin, Germany.

. JiiRgen Beckhoff 2012. 10™ Anniversary of the Federal Institute for Risk
Assessment. Federal Institure for Risk Assessment (BfR). Berlin, Germany.

. Klaus Jirgen Henning, Stefanie Freberg, Susann Stehfest, Susanne Kaus,
Gaby-Fleur Bol. 2013. EU Food Safety Almanac. Federal Institure for Risk
Assessment (BfR). Berlin, Germany. Available at
http://www.bfr.bund.de/en/publication/brochures_and leaflets-61045.html.

4. EFSA, 2010, Guidance on the data required for the risk assessment of flavourings

to be used in or on foods. EFSA Journal 2010; 8(6):1623
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B B e AR 55 ERET
PD Dr. Gaby-Fleur Bl | RSl M2 | Head of the )
« [ oy sm i o = S interdisciplinary Ris
Al BB BT BN | s
Department at BfR
Dr. Juliane Braiinig B A -~ Bk - | Head of the unit Food
sy T Technologies, Supply
PR Chains and Food Defense
at BfR
Professor Dr. Matthias 2B e Head of the Department
Exposure at BfR

Greiner

(diagnostic test
validation) ~ JEPGE( ~
A TIRER

Professor in quantitative
risk assessment and
exposure modelling at the
University of Veterinary
Medicine

Dr. Rainer Giitler

BN BB Z
bl ~ B EEM R
(genotoxicity testing)

Deputy head of the unit
Food Toxicology and
Administrator of the BfR
Committee on Food
Additives, Flavourings and
Processing Aids

PD Dr. Gerhard
Heinemeyer

{EE2YYE 2 R atS - R
i Sayi

Head of the unit Exposure
Assessment and Exposure
Standardization at the
Department Exposure at
the BfR

Dr. Birgitte Helwigh

Boih T8 R Z BIR
HREREE (validation of
national data along the
food chain)

Danish Zoonoses Centre at
the National Food
Institute, Technical

University of Demark

Professor Dr. Ingrid

Hoffmann

EEITR  EEUA
modeling of complex
nutrition aspects and
sustainability ~ {25 5|52
BV A (the
German National
Nutrition and food
Survey, NVS II) ~ {2 [E¥][=]]
KimamEH (the German
National Nutrition

Monitoring,
NEMONIT) ~ /#7557 &

Head of the Department of
Nutritional Behaviour at
the Max Rubner-Institute,
Federal Research Institute
for Nutrition and Food
(TEEHFS & dn S S b
FEATEBIT R AT
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EHERIE (the German
National Nutrient Data
Base, BLS)

Dr. Annemarie Kisbohrer | 449752 ~ ity - A | Head of the unit
\ N .. | Epidemiology, Zoonoses
254t ooy Y gy,
s }ECF?E‘ fﬁ)‘ui??ﬂ and Antimicrobial
gl 2 B Resistance within the
Department Biological
Safety at BfR
Dr. Jacob D. van Klaveren | E[EEE(E ~ & & The Dutch National

ACROPOLIS HZ({gif
BOMNRBERINRED)

Institute for Public Health
and the Environment as
senior scientific advisor

Dr. Thomas Kuhl

ECREMEYEETE (EU
active substances
programme) ~ FFHEL « 1
SR -

Senior Scientist in the unit
Residue Assessment of
Pesticides and Biocides
within the Department
Chemcial and Product

Safety
Dr. Mark Lohmann FHEE R kEF = E R | Head of the unit Risk
e 2 Research, Perception
N AT fer 5 ,
&/ﬁ%%‘zﬁkgﬂ so Al Early Detection and
FEREH ZEA R T | Impact Assessment
1= (Department of Risk
Commnicaiton)
Dr. Anne Mayer-Scholl aEM S R TE: | The unit for Diagnostics
and Pathogen

K AEH

Characterisation in the
Department Biological

Safety at the BfR
PD. Dr. Christine TR BT - 42 E % | Head of the unit
Epidemiology,

Miiller-Graf

R EPapry 4l

Biostatistics and
Mathematical Modelling
within the Department
Exposure at the BfR

Dr. Lars Niemann

Deputy head of the BfR
unit Toxicology of active
substances and their
metabolites Toxicology of
Pesticides and Biocides
within the Department
Pesticides Safety.

PD Dr. Karen-ILdico
Hirsch-Ernst

Papl AR :-LY/i=]
N P Rl R e o

Head of the unit
Nutritional Risks,
Allergies and Novel Foods
within the Department of
Food Safety Department at
the BfR
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Dr. Ralf Stahlman

A R e T

Head of the Master
Education program
Toxicology at the
Charité-Universititmedizin
Berlin

PD Dr. Thomas Schulz

B (b anfE bl

The unit Toxicology of
Chemiclas, Department
Chemicals and Product
Safety

Professor Dr. Bernd
Schéfer

EVIRE -

Head of the unit Food
Toxicology, head of the
working group “Endocrine
active substances” at the
BfR

Dr. Tewes Tralau

EVNEER ~ £V ot

Tl

Head of the unit
Coordination and
Assessment at the
Department Chemicals and

Product Safety at BfR
PD Dr. Detlef Wélfle HHE . & YE E | Department Chemicals and
T Product Safety at the BfR,
o member of the CEP panel
of the EFSA
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Ministries and subordinate public authorities in the 16 federal states

Simplified depiction of food safety authorities in Germany

BMEL
Federal Ministry of Food and Agriculture

» Agricultural policy and food safety

Seat: Bonn and Berlin
http://iwww.bmel.de

BfR
Federal Institute for Risk Assessment

» Risk assessment

» Risk communication
» EFSA Focal Point
» Research

Seat: Berlin
http://www.bfrbund.de

OVODPSOD

BVL

Federal Office of Consumer Protection
and Food Safety

» Risk management
» RASFF Contact Point

Seat: Braunschweig and Berlin
http://www.bvl.bund.de

OVHDOO D&

[ — ~ BT sHER A R
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Federal

for Risk A

Locstions,

[
D105 Bk

[r——
12277 Bt

Fa 301478

Far 5T

Fa BT

7 BfR

Riigikan arannen - Gosurdhell schitzen

Status: January 2014

T [N
Executive Office — ——  Controllingiudit 1)
Br. Horold B Damshis
Scienl &5 [0
Policy Malics ond Strategic
Pidid QM-Coordination
Or. Dr, Bull
FK IT-K
Research Goordination  [——! IT-Gaardination 35)
Dr. Schissier B, Orywahl-Wild
[ I I [ T [ T ]
1 H 1 [y [] 7 ] 9
Administraton Risk Gommunication Sclontific Services Biological Satety Food Satety Ghamicals Safety Satety of Gonsumor Products| |  Satety n the Food Chain | [ SXPeriments Toxicalay and
H. Morizse. PO Or. Bl Prof. Or. Greiner Prat. Or. B. Agpel * Praf. Dr. Dr. Lampen Dr. Solecki B0 Or. Or. Luch or.L wis Prof. Dr.
31 ] 31 &1 i 7
Clearing, . P . ; -
' International Chemicals e Effect-based Analytics and | | Steering of Procedures and Tasicology of Cansumer ) ZEBET - Database and
Parsostut sl Pragrammes MiEsoAa Teeuta Toxicekinetics Overall Assessment bl IHfarmation Procurement
EM. Springer K. J. Henning Dr. Hifer Dr. Briunig Prof. Dr. Or. Lampen *) Or. Solecki Prot. Dr. Platzek Dr. Gehling ) Or. Grune
iz 22 32 [F 57 62 T 62 52
Risk Resvarch, Parception, Paizon and Product Foad Hygiens and Safety Analyti
) ytics and Exposure ) ZEBET . Alternative Methods
Buxiget sty Outuciion Documentation Centre Concepts Faae Texicalogy. Assessment Gortarmlnants to Animal Experiments
and Impact Assessment
S Ehner Dr_ Hahn PD Dr. EBerbroek Prof. Dr. Schifer D PrafT Or. Prolwaiger PD Dr. Rl
13 33 [E] 53 73 83 93
Epidemiology, s Natritional Risks, .
Organisation N;;:;;:um Biostatistics and !":"'“'“""‘““ Allergies and Toxicology of Chemicals Experimental Research P"'d"‘r:::a‘:‘; el Molecular Taxicology
Novel Foods
A Die Dr, Fiack PD Dr. Miler-Graf Dr. Kisbohrer D, Richter *) Or. Sehubte PO Dr. Dr, Luch *) Dy Fauhl-Hassek Or. G *)
£} E2] ]} “ ] i3 B N
Prevention and Investigation
Procurement =) Scientific Event Management m“““"‘."’.‘"‘ of Apglication Safety Hygiene and Microhialagy Feed and Feed Additives Manatoxicalagy
A Kunze AH. Hermann PD Dr. Or. Wichmann-Schaues Dr. Martin PD Dr. &l Dahouk D Dr. Schafft NN
15 35 a5 65 75 35
Genetics and Residue Assessment of Reterence Material and
Internal Services. d Pathogen Characterisation Pesticides and Biocides Technaiogy Certification
Mo Andres. . Hein Dr. Mackier Michalski Dr. Lau 1) Ds. Barneke
18 36 [[3
GLP-Federal Bureau and Antimicrobial Resistance and
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Fid Staff Council
Legal Affairs R_Naite
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BfR Heslth Assessment

=i BFfR

Biuoen srkanarmdieninibed sshiizen

Annex

1 Title

2 Subject of the assessment
3 Results

4 Rationale

4.1 Risk assessment

4.1.1 Hazard identification
4.1.2 Hazard characterisation
41.3 Exposure assessment
4.1.4 Risk characterisation
4.2 Other aspects

4.3 Risk management options,
Recommended measures

5 References

Date

= ~ BIR {HEESFL RS AR

29




GHS

LD50 cut-off
ma'kg b.w

ANNEX 2b: TEST PROCEDURE WITH A STARTING DOSE OF 50 MG/KG BODY WEIGHT

5mgrkg
3 animals

50mg/kg
3 animals

300mg/kg
3 animals

2000mg/kg
3 animals

5mg/kg 50mg/kg 300mg/kg 2000mg/kg
3 animals 3 animals 3 animals 3 animals
1
Category Category 2 Category 3 Category 4 Category 5 Category 5 or
0-5 5 5-50 50 - 300 300 - 2000 > 2000 - 5000 Unclassified

h 4

v

3 (at 50)
at the 1% step

| [orer |

- per step three animals of a single sex ( normally females ) are used
-0,1,2,3: Number of moribund or dead animals at each step
-GHS: Globally Harmonized Classification System (ma/kg b.w.)

- = 1 unclassified

- Testing at 5000 mg/kg b.w.: see Annex 3

11/14

[EPY - OECD 423 Ofg=MEEMES A (2001)
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v

What could we know about potential ED activitiy in products?

Regulatién:
Approval p Approval proced R Risk assessment + Risk assessment Lists of substances that
11 + addition to lists of shall not be used (e.g.
EU lists of approved *p or mig
(ndduvu: AVl (EU list of substances (All) limits (some elements)
. with
substances) restrictions (Alll)
+ allowed
(AWV, V, V)
F to F to
CLP and REACH CLP and REACH

J  Forcertain products specific regulations are in force with differences in intensity of regulation.

(PD Dr. Karen-lldico Hirsch-Ernst, 2014)

B - AR EE IR E
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OECD conceptual framework (2012)

Level 1:
Existing data;
non-test information

Level 2:
In vitro assays providing data about selected endocrine mechanism(s) /
pathways(s)

Level 3:
In vivo assays providing data about selected endocrine mechanism(s) /
pathway(s)

Level 4:
In vivo assays providing data on adverse effects on endocrine relevant endpoints

Level 5:

In vivo assays providing more comprehensive data on adverse effects on
endocrine relevant endpoints over more extensive parts of the life cycle of the
organism

School, 08-29-2014 Page 40 F BfR

2
3

Schafer, Hirsch-Ernst, Health Risks by Endocrine Active

BfR proposal to assess human health-related ED properties

I Data evaluation Regulatory consequence(s)*

Data & non-test ; :
3 * Biocides (EU) No 528/2012
+ Physical & chemical properties > Plant Protection Products (EC) No 1107/2009
+ available toxicological data Chemicals (REACH) (EC) No 1907/2006
standardized or. non-standardized tests) : Cosmetic ingredients (EC) No 1223/2009
s fol

088" mm E Food additives (EC) No 1333/2008

I mQSAB,,D ﬁ.redlmlom ADM Plastic w. food contact (EU) No 10/2011

Il. Identification of EDCs 1 . suspected Req for further toxici {

ED effect

No approval
no authorization
no placing on the market

AR < oA 2

Standard Risk Assessment
* e.g. regulation according to the most
sensitive toxicological endpoint

Schafer, Hirsch-Ernst, Health Risks by Endocrine Active Substances, BIR-Summer School, 08-29-2014 Page 42 ' ')'f BfR

(PD Dr. Karen-lldico Hirsch-Ernst, 2014)

7\ + OECD K BfR BRI M EBYE 25
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Procedure for safety evaluation of chemically defined flavouring substances

Step 1.
| Decision tree structural class [
Step 2. i
Can the substance be predicted to be metabolised to innocuous products? |
Step A3. "Yes Step B3. l No
Do the conditions of use result in an intake Data must be available Do the conditions of use result in an intake
greater than the threshold of concern on the substance or greater than the threshold of concern
for the structural class? closely related ‘Y_ for the structural class?
substances to perform o8
No a safety evaluation
Step Ad. l Yes
Is the substance — No
i i e :
o a;clitggrgﬁgibsglltes SHBStE WO et 'E)oes a NOAEL exist :‘gr the substance which
' be expectedtobe of | —
T8 safF:ety SERGEET provides an adequate margin of safety
No Yes under conditions of intended use,
Step AS5. : or does a NOAEL exist for structurally related
substances which are high enough to accommodate

Does a NOAEL exist for the substance which
provides an adequate margin of safety under
conditions of intended use,
or does a NOAEL exist for structurally related
substances which is high enough to accommodate
any perceived difference in toxicity between the

substance and the related substances?

Note: BMDL may be used instead of NOAEL.

No

Additional data required

No

any perceived difference in toxicity between the
substance and the related substances?

Et - {EEEE 2 Z AT (EFSA Journal 2010)
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Is the flavouring substance genotoxic?

no

yes

A

y

h 4

safety concern

Are experimental data and/or relevant literature
data available to demonstrate sufficient similarity to
flavouring substances in an existing FGE

yes

A 4

A

no

Group-based evaluation

via Procedure

Individual

the flavouring substance

evaluation of

B\ ~ FrEEE RS RES (EFSA Journal 2010)
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Data available to demonstrate that metabolites are to be considered innocuous?

yes

no

A’

A

Dietary exposure:
< 1800 pg/pers/d (class 1)
< 540 pg/pers/d (class 11)

<

90 pg/pers/d (class 111)

Dietary exposure:
< 1800 pg/pers/d (class I)
< 540 pg/pers/d (class II)

< 90 pg/pers/d (class I11)

yes

no

Y

yes

no

Y

I

no further data

Dietary exposure:

< 18000 pg/pers/d (class I)
< 5400 pg/pers/d (class 1I)
< 900 pg/pers/d (class I1I)

yes

no

A

Y

90-d study |

Dietary exposure:

< 18000 pg/pers/d (class I)
< 5400 pg/pers/d (class 1)
< 900 pg/pers/d (class I1I)

no

yes

A

A

*90-d study |

*90-d study

*90-d study

+*90-d study

sdevelopmental tox

sdevelopmental tox

*developmental tox

*chronic tox
carcinogenicity study

B - #HHEEE 2 EiEREfE (EFSA Journal 2010)
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Ripple effects

Societal interactions

Potental or | Media ' Group and
actual Risk { ; indrvidual
event | TV, print, Intarmnet reSpOnSe
— Local community
Social groups
Government, NGO, ™

] Industry |
Sociaty

LAamplification stations®

ey - (Kasperson et al., 1988)

[l ~ FEbgER At e A s #iE (Kasperson et al., 1988)
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Risiken erkennen - Gesundheit schiitzen

Release of melamine and formaldehyde from dishes and kitchen utensils
BfR Opinion Nr. 012/2011, 09 March 2011

Melamine resins are polymers and consist of the starting substances (monomers) melamine
and formaldehyde. The materials are hard and unbreakable, and for these material proper-
ties they are used for the production of dishes and kitchen utensils.

Consumer products made of melamine resins such as plates, cups, bowls or cutlery can re-
lease melamine and formaldehyde if they are exposed to high temperatures above 70 ° C.
Migration limits have been set for the migration of melamine and formaldehyde into foods.

Testing by the Federal Institute for Risk Assessment (BfR) as well as test results of the com-
petent Lédnder (regional) authorities for the official control of foodstuffs reveals that the regu-
latory migration limits for the migration of melamine and formaldehyde to food are exceeded
at higher temperatures. This occurs especially at 100 °C, the boiling point of water.

If kitchen utensils made of melamine resin are used for frying and cooking or the heating of
foods in a microwave oven, amounts of melamine and formaldehyde which present a health
risk can transfer into food. This is especially the case for acidic foods including many fruit
and vegetable preparations. Furthermore, the health risk through inhalation of formaldehyde
from kitchen utensils is possible, as the substance also distributes into the air. BfR thus
maintains that consumers should avoid the use dishes and kitchen utensils made of mela-
mine resins when frying or cooking or when heating foods in a microwave oven.

If the products are used at temperatures up to 70 °C, they are not likely to be dangerous to
human health. Such temperatures are reached, for example, when hot beverages or foods

are filled into cups, bowls or onto plates. Products made of melamine are also safe for use as
salad servers or cutlery.

B +— - &S R.(opinions)&i

(http://www.bfr.bund.de/cm/349/release of melamine and formaldehvde from dishes and Ki

tchen utensils.pdf)
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BfR Risk Profile:

Perchlorate finds in foods
Opinion no. 022/2013

A Affected group

General population, children, people with thyroid disease or -i- -
iodine deficiency ff .1'.‘

Probability of health
impairment due to one-

time consumption of large ::;agtég?ll}lli Improbable Possible Probable Certain
portions of products with P
high concentrations
Severity of health impair-
ment due to one-time No Slight Moderate Serious
consumption of large impaitmant impairment impairment impairment
portions of products with P GG [reversible/irreversible] [reversible/irreversible]
high concentrations
High: Medium: Low:

the most important data is avail-
able and there are no contradic-
tions

Validity of available data

some important data is much important data is missing or
missing contradictory

Controllable through
precautionary
measures

Controllability by the Control
consumer [1] not necessary

Controllable through
avoidance

Not controllable

ext fields with dark blue background highlighting characterise the properties of the risk assessed in this Opinion

E+= - FEpEEmES (Risk Profile) #ifl
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