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precautionary allergen labelling

s HME (C 51T D EmTR A

« PUIWSG2UXMIBZEICKDRIRD
(FAO / WHOSHRRRMIEEES : CODEXEER)

M Big 8

Regulations in place for mandatory labelling of specific allergens added as ingredients PAL Food
Codex Alimentarius allergens Region specific allergens under regulation = ervice
regulated
Count PAL
b FIFIEIEI8IZIS|82|5|8|8|FIEEIB|2|2|BI1233
Sle @ | |<|5|a (g |82 |8 |2 TIE(2(3|o(% |2 |® |3 %ﬁ‘
£ |z s (2(=|2|3 |2 |8 (3|5 |F |3 3 2
@ |5 2 |2 |8 ° a o |3 |° 3 8
: L “ g il
=1 -
I c
)
3
USA o (o (o [ o [0 [o [@ o | e i: Some states
*ANZ o | o .
Canada
UK
EU
Switzerland [ ¢ |[® [® |* (e | o | o |o |o
Iceland
Ukraine
Turkey
North
Macedonia
GSO . . . . . . . . . . . . . . Saudi Arabia
Japan . . . . . . I

["] Big 8 except fish and soy (\)

Additional allergens

<2 Molluscan shellfish o { \;)
RA A
ﬁ Mustard Royal Jelly Ekﬂ(“,zgf)«
~— h o
% Sesame @ Beef “\ig
: !
‘ﬂ’ Celery W Chicken : 5
& Pork [
@ Lupin
Peach
@ Buckwheat e
() Tomato
Bee pollen / Propolis

Fiocchi A, et al. Food labeling issues for severe food allergic patients. World Al
Organ J. 2021 Oct 5;14(10):100598.

Baseggio Conrado A, et al. Global patterns in ana

A systematic review. J Allergy Clin Immunol. 2021 Dec;148(6):1515-1525.¢3.

EIZIS(d:\ EHZBFN(CIREIATRE & URERERE ($pg/g.

Bug/mL) Z5EITSHZET. BAICKDSEIS008EED
HB37LITUICHMUT TA>TULWShE LNV BIgEetE
#F (precautionary allergen labelling, PAL) %35l
AEEE UTVWSEADRVWEDLID !

21 Dec: 148(6):1515-1525.¢3, Mmoo fe oo fe oo o] [T [ [T [T 1 1T ]
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“precautionary allergen labeling (PAL) " ®D

Phrases

May contain OO

May contain traces of OO

OO may be present

Not suitable for OO allergy sufferers

Manufactured on shared equipment with OO

Packaged in a shared facility with OO

May contain any allergen not present in the ingredient statement

Allergen may be present

[ ADTLBIMNELNRL] BJRERR &9

(erudus.com. “What you need to know about PAL Labelling”)
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PALL (X

B (LBI TS,

. >|<£0>7\ JN—< /Ju N CERGE=1D20,241DEGED17%(CPALHE
TURE, Z<MAFadJl—hrFv>FT0—. BEEF. JVvF—ZFito/z,

Hefle SL, et al. Consumer attitudes and risks associated with packaged foods having advisory labeling regarding the presence of

peanuts. J Allergy Clin Immunol 2007;120:171-6.

c A—RASUTDHBRA—I\—X—T v MNIHSNEmEEDEIC65%T
RIS HDPALDEEE L TUVE,

Zurzolo GA, et al. Precautionary allergen labelling following new labelling practice in Australia. J Paediatr Child Health

2013;49:E306-10.

. PAL%E@@DD(L_DL\_CéIu,(J LILT > DOFEBYINM R RIgEN AR LIz &
CA ZLOERTEENTLRUWC EBRISNS.,

Robertson ON, et al. Survey of peanut levels in selected Irish food products bearing peanut allergen advisory labels. Food Addit

Contam Part A Chem Anal Control Expo Risk Assess 2013;30:1467-72.
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* PALOIRWVEImZEESNHIC, KIDZLORFEEIRXNEHEHET D
« BCPALZER U T, DA D UEIRGFHED IR VB D1TE7E<
« PALDVRTNIEZERICTLILT > TV —ThD. LEfESND

« PALDVRUVVEmR CTHh > CH. BRRN(ICHIEZRIEIZED T LILT 2 HE
IDRZENFSNTLD

s EERSEEBPALZEOE OB CDOVWTHR ITBIEEZ L TL\D

Turner PJ, Kemp AS, Campbell DE. Advisory food labels: consumers with allergies need more than "traces" of information. Bmj 2011;343:d6180.

Allen KJ, et al. Precautionary labelling of foods for allergen content: are we ready for a global framework? World Allergy Organ J 2014;7:10.

Allen KJ, Taylor SL. The Consequences of Precautionary Allergen Labeling: Safe Haven or Unjustifiable Burden? J Allergy Clin Immunol Pract 2018;6:400-7.
Turner PJ, Skypala 1J, Fox AT. Advice provided by health professionals regarding precautionary allergen labelling. Pediatr Allergy Immunol 2014;25:290-2.
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- EM13F4A EEHBHETEZNE (BmEER)

E13FEFSBAERIBRARN 7 LI F—RRIRFTS
[ 7L F—EIRZFR I DNREEHRSY > IINIOEE U T,
—AZEY (CmMg/MUEEL ANV TIIHEECERLDIDENRD
M. ug/mMUEE LNV TIEEFERICBAZEZRDD. ng/mLE
EBLANILTEEFFERELURNTHSS ]

(LWHDBEARD "“MEDFESEK")

= #ug/mL. #ug/g=2B LRIV ZIREBIREIR DT E L
: ELISAJE THNUSHRHRF D50~ 10015

SYFERMABEEE (ELISAIER)
(EPFRM(C(E. 10ppmABEARDEE DR REMEE U TERAN)

10 ug protein/g food
Japanese food allergen labeling threshold

Definition <:] 5 ug protein/g food
of a trace amount Limit of detection by lateral flow

Limit of detection by western blotting
Limit of detection by PCR

0.1-0.5 pg protein/g food
Limit of detection by ELISA

Fig. 3. Consideration of Japanese food allergen-labeling threshold

ML, 2 1. ELLESE N B A A ek 139, 10-19, 2021
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1. Zuberbier T, et al. Proposal of 0.5 mg of protein/100 g of processed food as
threshold for voluntary declaration of food allergen traces in processed food-A
first step in an initiative to better inform patients and avoid fatal allergic
reactions: A GAZLEN position paper. Allergy. 2022 Jun;77(6):1736-1750.

2. Turner PJ, et al.; EAACI Taskforce on Food allergen thresholds. "Too high, too
low": the complexities of using thresholds in isolation to inform precautionary
allergen ("may contain") labels. Allergy. 2022 Jun;/77(6):1661-1666.

3. Roche I, et al. An international first: Stakeholder Consensus Statement for
Food Allergen Management in Packaged Foods and Food Service for Australia
and New Zealand. ] Allergy Clin Immunol Pract. 2022 Aug;10(8):2056-2065.
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- . _ o EM7 U INF—ERICHITS
2002€F Taylors &Y)J77LILF—5EF(CHFBElicitin dose MERE (BESH) thie

#ETIALT DS EIRIE ‘
20074 Crevels ®BYpEO8MEHERICED<EDpMSEHRE
N3reference doseBEHDOER &ML
20124 Allens VITAL® 2.0DF=X

e

BYIROSRREGERCEDS.

o BEINIEIRDH

« Interval-censoring survival analysis
« Benchmark dose approach

Taylor SL, et al. J Allergy Clin Immunol 2002;109:24-30. ‘ o v
Crevel RW, et al. Food Chem Toxicol 2007;45:691-701. an initiative of the Allergen Bureau
The Allergen Bureau’s VITAL® (Voluntary Incidental Trace Allergen Labelling) Program. https://vitalallergenbureaunet.



= . ED, =4ZENDT7 LI F—EEHEED
57576 = Eliciting dose - ED g pO/jb“ﬁ%E%ﬁéh%ﬂgug (mg)

E_j-\y‘yEDos to_j-\y“}EDo]_

E—FvyY7ZLIF—EBEDS%DH RS DE E—3vY7LIF—BEDI%DHDRILT SE

2.1 (95%CI: 1.2~4.6) mg 0.2 (95%CI: 0.1~0.4) mg

P

» 95%: no objective
symptoms

ED05 = 21mg = to—j"‘}“}OO'lg

00 )
2.4% (95%Cl 1.1 to 5.0%) of those
with no objective symptoms might
react on a subsequent occasion
2.4 per 1000 (and vice versa)
{95% O 1.0-5.0)
react with
anaphylaxis

5%: objective symptoms

Patel N, et al. Using data from food challenges to inform management of consumers with food allergy: A systematic
review with individual participant data meta-analysis. J Allergy Clin Immunol. 2021 Jun;147(6):2249-2262.¢7.

99%: no objective
symptoms

EDg; = 0.2mg = E—7Y0.001g

€

0.5% (95%CI 0.1-1.8%) of those with no
objective symptoms might react on a
subsequent occasion (and vice versa)
0.4 per 1000
(95% C10.1-2.2)
react with ﬁ; “‘Q
anaphylaxis 1%: objective symptoms .3®;‘l
%s_-“ﬂ



Sy = Eliciting dose - ED

100 B 100+ °

~—EFvy - = E—Fyw

S0+ 80 =

Cumulative percentage of responses :

';;:~
4
4
60 - ; 60
0+ Z:; 30~
40 ,& S
20- £ 20+
- 2
0 e 3 0ot
olm i 100 10000 1000000 0,01 | 100 10000 1000000
Dose of protem (mg) Dose of protein (mg)
C{ 100 t IJ ° " D,
£ O 1 3% (300mg)
£ 0] £
- 5
2, 60 %
ji 40+ 2
. 7
- L I 2
= 04 _0.—‘"'2-'_. 3
Y T Y Y Y T T T T T
0.01 1 100 10000 1000000 0,01 1 100 10000 1000000 ~—E)JL (600mg) #>31— (200mg)
Dose of protem (mg) Dosc of protein (mg)
E
100 -« W
;T TE 4
27 E—3vY (200mg)
i 40+
5 20-
3 g .
RS S — KREREBREMWICHIFBEDS,
: s : e S =
N (BUBRMT LIV —BE50%DERERE)
ose of protein (mg
Ballmer-Weber BK, et al. How much is too much? Threshold dose distributions for 5 Sicherer SH, et al. Managing Food Allergy When the Patient Is Not Highly

food allergens. J Allergy Clin Immunol. 2015 Apr;135(4):964-971. Allergic. J Allergy Clin Immunol Pract. 2021
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TABLE |. Proportion of peanut-allergic individuals who would be expected to have symptoms after an exposure to an EDg, or EDgs
amount of peanut

1 mg of protein 7.1 mg of protein
(=upper 95% CI for 2.1 mg of protein (=upper 95% CI for

Peanut cumulative EDgyq) (=discrete EDEE) cumulative EDgg)
Any symptom (subjective or objective) 14%"" to 23%"" 20%"" to 35%"° 35%"" to 45%"

Subjective symptoms 13%°" to 22%"" 15% to 30% " 27%"" to 37%"

OAS only 5% to 10%° 5% to 10%"" 5% to 10%"

Any objective symptom 1% 5% 8%°
Anaphylaxis rate:

e In those reacting to this dose with objective symptoms 4.2%"? (95% CI: 0.7%-22.3%) 4.5%'" (95% CI: 1.9%-10.1%)

e Overall, in the peanut-allergic population 0.04%"? (95% CI: 0.01%-0.22%) 0.23%"? (95% CI: 0.1%-0.5%)

CI, Confidence interval; EDy,;, amount of allergen expected to cause objective symptoms in 1% of the population with that allergy; ED;s, amount of allergen expected to cause
objective symptoms in 5% of the population with that allergy; OAS, oral allergy symptoms.

The cumulative EDg; and EDygs for peanut is 0.7 (95% CI: 0.5-1.3) mg of protein and 3.9 (95% CI: 2.8-7.1) mg of protein, respectively; the discrete EDys is 2.1 (95% CI: 1.2-
4.6) mg of protein.” Estimates of the occurrence of different symptoms are based on the literature. "

PFIA4S5FS—IE. EDosEDRENHDTH
E—FYVYT7LIF—FEDO.23%
(AEIRHEFHEED4.5%)

Turner PJ, Patel N, Ballmer-Weber BK, Baumert JL, et al. Peanut Can Be Used as a Reference Allergen for Hazard Characterization in Food
Allergen Risk Management: A Rapid Evidence Assessment and Meta-Analysis. J Allergy Clin Immunol Pract. 2022 Jan;10(1):59-70.
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Under 5% of those with an
objective allergic reaction
to <EDys have anaphylaxis

BN I+« SF>—
100/[El(C1[E]

Fatal anaphylaxis:

<1 event per 1 million exposures to EDgs

®
/00O

©eesee

1 H 1 H ®06666e0e
Objective allergic reaction | 2252259

BBV ocolqesosdsss

Subjective symptoms
e.g. abdominal discomfort

Anaphylaxis

r 3

Severe (refractory) anaphylaxis
<1 event per 60,000 exposures to EDgs
<1 event per 350,000 exposures to EDg;

EDOS(CKBDEER VT I« SF+>—
(&, 60,000[E](C1D

=S (o) o
oo clelelelelelelelelelclelelelelelelelelelelelelele) ;;5_47"5 /2-:CF*
JEAR 00000 Very minor symptoms ©©0000 A4S5FS—
DHIE’I*O)% @@@@@@@Q—)(—Jgé Y fteh zbd?h@ca@@@@@@@@
coeceeo000eiE Y0 csnonnsnnee

I SAERE L

4= Anaphylaxis:

80% * At least 80% resolve without treatment
* Remainder usually respond to a
No symptoms single dose of epinephrine (adrenaline)
Allergen exposure is below the minimum eliciting dose for that individual
Over:-70% of-allergic individuals have'no symptoms to EDgs levels of exposure Tj— W « 5_—_\::/_@5 '5 :
o DR EBBENFIAERL TRE
\ Y = / d\ = /731 d\ [==1]

Turner PJ, Patel N, Ballmer-Weber BK, Baumert JL, et al. Peanut Can Be Used as a Reference Allergen for Hazard Characterization in Food
Allergen Risk Management: A Rapid Evidence Assessment and Meta-Analysis. J Allergy Clin Immunol Pract. 2022 Jan;10(1):59-70.



1BHEDICEBRENS 7 LILT 2 REIEDHEE (mg)

(FAO/WHO Expert Consultation on Risk Assessment of Food Allergens)

' Reference dose
Food and Agriculture ¢/ ZORN Recommendation
% Organization of the g . 5“ World Health (FAO/WHO)

United Nations \i\ Orgamzatlon IV (E—=H>) 1.0

Ad hoc Joint FAO/WHO Expert Consultation on Risk Assessment of Food Allergens h21- (ER5FA) 1.0
Part 2: Review and establish threshold levels in foods of the priority allergens 7—ER 1.0
Virtual meeting, 15 March — 2 April 2021 E—Fwwy 2.0

3500 2.0

N=TILFvY 3.0

INE 5.0

FAO/WHOSFIREA(CHITIMET = >0

CBNT. ZLOEERYTRIDD thL .

REHNRENE (§>)(Img) - i
(mg total protein from the allergenic source)

Ad hoc Joint FAO/WHO Expert Consultation on Risk Assessment of Food Allergens - Part 2: Review and
establish threshold levels in foods of the priority allergens, 15 March — 2 April 2021.
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Quantitative risk assessment (QRA)
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(Madsen CB,et al. Food Chem Toxicol. 2009.& D)
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« OFCH'IE2%E. MO NFTISGERMEIADELF
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EHN)

. [A—FBEMEREIEMRL TVWBIZS(E. B
OFCh OEREEEMUIEEDODH 7 1EIR,

XETCOOFCTIRAIICL D> TA—A RO bZEET,

AMFE(IEIZABERATR T Y —mIEEEZEESODARZE CRitSNZ (R4ES52020-269)

Food challenges between Jan 6" 2014 — Dec 28t 2020 / Under 15 years of age

2,098 boiled egg-white
OFCs

1,394 fresh cow’s milk
OFCs

726 wheat udon noodle
OFCs

134 excluded
D> 42 with anti-histamine
96 indeterminate findings

287 excluded
| Negative OFC
& no history of egg allergy

74 excluded
> 39 with anti-histamine
35 indeterminate findings

51 excluded
N Negative OFC
& no history of milk allergy

36 excluded
=D 25 with anti-histamine
9 indeterminate findings

46 excluded
p| Negative OFC & no history
of wheat allergy

included in analysis

included in analysis

\ 4 v 4
1,664 OFCs with egg allergy 1,269 OFCs with milk allergy 646 OFCs with wheat allergy
diagnosis diagnosis diagnosis
248 excluded 112 excluded 16 excluded
Positive OFC without > Positive OFC without =) Positive OFC without
objective symptoms objective symptoms objective symptoms
437 excluded 461 excluded Zfﬂouﬁixil:gepd% were
Multiple OFCs were conducted Multiple OFCs were conducted Bt condugted
\ 4 v v
979 OFCs 696 OFCs 380 OFCs

included in analysis

FIGURE. Flowchart describing the study participants and OFC outcomes.

OFC: oral food challenge.
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TABLE I. Characterization of study population

WHIERD B ZAVCERNICHITS
RAME(C K DBAERITHRR

Open food challenges (0-15 years of age) Boiled egg Fresh milk Wheat (boiled noodle) 100%
N=979 N=696 N=380 Boiled Egg (n=979)
Median age (IQR) 3 (1-6) 4 (2-7) 3 (1-6)

Female (%)
Asthma (%)

Atopic dermatitis (%)
Allergic rhinitis (%)
Total IgE, IU/mL, median (IQR)

349 ( 35.6 %)
224 (22.9 %)
767 (78.3%)
254 ( 25.9 %)
416 ( 137 - 1060)

Specific IgE, UA/mL, median (IQR)

Egg white
Cow's milk
Weat

15 (5.6 - 35)

Allergen component IgE, UA/mL, median (IQR)

Ovomucoid 8.8 (2.4-23.6)
Casein
w>5 gliadin

Cumulative challenge dose, g, median (range) 5.5 (0.014 - 40.0)

Positive challenge (%)
Adrenalin injection (%)

532 ( 54.4%)
17 ( 1.7%)

253 ( 36.4 %)
202 (29.0 %)
537 (77.3%)
222 (31.9 %)

448.5 (158 - 1160)

11.3 (3.1-43.5)

10.5 (2.5-44.0)

10 ( 1.05 - 40.0)
425 (61.1%)
11 ( 1.6%)

122 (32.1%)

Fresh Milk (n=696)

97 (25.6 %) 80% Wheat Noodle (n=380)
301 ( 79.4%) N
85 (22.4 %) 4
4765 (152 - 1223) T o0%
e
3H
m
16.7 (4.9-487) ﬁ 40%
Bk
1.84 (0.39-5.91) 20%
105 (2.1 - 40)
243 ( 63.9%)
8 (2.1%) 0%

02 03 0507

2 38 4567
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FROAERY

BEDfRETILET (LE)

o WEUERDT

o DImglA TFDRIEIRSETHIEICIRDADEISGZP(ED)ET D, @ 2
. P(S DYPIHIERS T & LTET UL, oo |Z o
MEEARDRIED MBI ZELN (S D, 0%) £ UT P(SE D) = LN(S D, 0?) § pacp (- Exponential
. KE ;',- =  Fréchet
979 € © = Log-logistic
L(u,0%) = 1_[ LN(I® < D <r®O|yu, 02) 8 (Left censored data)
i=1 g < | = (Right censored data)
1O WERE I DBRARMHESE (NADE S, 1O = —oF/Z(F0EHRT) g S |=— (Total dose)
rO: WERE DR\ BHIRSE (NADEE, O = +o BT b
(O, r O EBITHIR (LB IR0 BORA7OA, EATSTD 2 S
W62 A, BREFTEEIDH 447 X, §
. 2O 3L , . . .
« ALBHEENHEZLELT. AEDREEEL. 1 10 100 1000 10000

Cumulative Dose of egg-white protein: D (mg)
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Table Il. Estimates of ED 4, and ED ;s for each allergen (egg, milk, wheat ) , goodness of fit of each model , and
likelihood weighting for averaging.

o RAMETE LFERRICTFESDDRMZEFAEL TR F
N—D R=XE=ZITDT,
- MEERD. DIV, B8O,
JL>xanfa. BOSRSTa v oD

« MCMCOOSTE
« JI\S)LZTEDFTHILOE (10BRY>T)LICK
DR DNEE)
- A45L—=3> :55000
« TJA—AJwF :5000
« 2202
e FI—>2:4

- Rhath'l.1Zzt)orzeE IRELTZ, (FARTIY

RuE. )

subject I.ogn_orn?al .ngbu!l e)_(po.nen.tial .Fré:che_t qu-l_ogis_tic
distribution distribution distribution distribution distribution
EDO1 212 0.17 21.67 6.91 0.75
- (1.36, 3.08) (0.08, 0.32) (19.89, 23.62) (5.37, 8.67) (0.43, 1.18)
EDO5 12.93 5.16 110.58 20.31 9.79
egg - (9.35, 17.08) (3.12,7.81) (101.5, 120.5) (16.49, 24.50) (6.80, 13.40)
WAIC 1.435 1.468 1.730 1.442 1.448
WBIC 1404 1436 1693 1410 1416
weighting 9.986e-01 9.060e-15 2.473e-126 1.348e-03 4.077e-06
EDO1 0.23 0.005 17.16 1.05 0.07
- (0.12, 0.38) (0.002, 0.012) (15.59, 18.90) (0.74, 1.42) (0.03,0.12)
EDO5 2.04 0.44 87.59 3.74 1.43
milk - (1.28, 3.01) (0.20, 0.80) (79.57, 96.48) (2.79, 4.83) (0.85, 2.20)
WAIC 1.633 1.680 2.356 1.643 1.646
WBIC 1136 1169 1638 1141 1145
weighting 9.971 e-01 4.349 e-15 4.581 e-219 2.807 e-03 1.250 e-04
EDOA 0.74 0.04 11.35 2.64 0.26
- (0.35, 1.31) (0.01, 0.09) (9.97,12.91) (1.72,3.74) (0.10, 0.52)
EDO5 442 1.35 57.95 7.48 3.34
wheat - (2.55, 6.84) (0.56, 2.58) (50.90, 65.87) (5.26, 10.04) (1.81, 5.45)
WAIC 1.525 1.567 1.975 1.522 1.535
WBIC 578.6 594.7 749.0 577.5 582.4
weighting 2.429 e-01 2.685 e-08 2419 e-75 7.514 e-01 5.626 e-03

WAIC: Watanabe—Akaike Widely Applicable Information Criterion; WBIC: Watanabe Widely Applicable Bayesian Information Criterion;
ED: eliciting dose.
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FROVERY

EFIDOFIE (KA XHTE)

K. ETINOFHE (R ZHTE) [CEDRHONTBHBYICH T HIERFZEFH A E (EDy/EDys)
LU VITAL® EFAO/WHOICL 3 S BRI E

oo VITAL2.0 VITAL3.0 FAO/WHO
B SEAE SEFAE  #ESEAE
213
o ED,, SR e 0.03 0.2
o 12.94 20
05 (9.35, 17.13) :
0.23
ED, BB O 0.1 0.2
432 505
EDos (1.28, 3.04) 20
217
- EDy (0.44, 3.66) 10 0.7
I\
o 6.71 50
05 (3.05, 9.85) :

ED1&EDsHED (., ) 1. 95%IEFARMDO TRRE ERZERT . Hifii:mg protein.
*Ad hoc Joint FAO/WHO Expert Consultation on Risk Assessment of Food Allergens - Part 2: Review and establish threshold levels
in foods of the priority allergens, 15 March — 2 April 2021.

f100), f2(50), . fe(x) BEFEEUIZET I Eg(X) ETD EL

gx) =wifi(x) + wofo(x) + .o+ wi fie (x)

U 0w <1 DK w, = 1&BIET

K. ETINOFHE (R ZHETE) [CEDRHONLBEBYICH T HIERFEFH A E (ED(/EDgs) (7~ 155 D)
LU VITAL® EFAO/WHOICL 3 S BRI E

*ﬁﬁg’i VITAL2.0 VITAL3.0 FAO/WHO
(7~1588) SEAE SERAE HESEAR

0.91

EDo (0.12, 2.45)

0.03 0.2
2500

6.95

EDos (2.40, 14.09)

2.0

1.20

ED, (0.12, 2.99)

0.1 0.2

i 4.90

EDos (1.49, 9.32)

20

1.10

ED,, (0.04, 3.53)

hE 4.02

EDos (0.71, 9.25)

5.0

EDo1&EDsHHD (., ) 1. 95%IEARMO TRE ERZERT . Hifii:mg protein.
*Ad hoc Joint FAO/WHO Expert Consultation on Risk Assessment of Food Allergens - Part 2: Review and establish threshold levels
in foods of the priority allergens, 15 March — 2 April 2021.




J(CHIFBE=HIIATFHMOTERET

/|["I'

PUNAF—ERGA RIS TCE O BT V-

2EINIERPICHERAITDIVZVIVS ViEELE
R—=3 51 XDHEET

NAXHEEICLD PUIWGVIRED X N RSNIZEEFHER(C
UGV IREOHETE BIERR EOWVZoDFER R
(ERARSERL) (FLLE) (REWHF)

ppd(81X) « L(X|6)xf(6)

ERIREET —RUCE DIV F—RICE I VM ERTRECE DV
ONEZ TR BHHFHEELM) ONFEER D1

—RrxEVTHIA
Y3ab—vay

=\’—§?1008 =R

= a%.{%ﬁ)’iﬁw 2
X UV VIRE R—YavA4X UG VERE
- = 2.01 g -
: ABRBICEENS S LIV : 06 . 06-
1 o __ LRS- xa(zmaw o A1l H
bv i < B A iy 204 2 2041
' t’ e X 210 =2
o 3 o
02 os 021
0.0 0.0 0.0
4 8 12 05 10 15 : 5 10

Sample display example
RA ZHETE DM IZIERD /0 —Drstan (ver. 2.16.2)Z



J(CHIDEERIRATFHmORET

ALY

PUNA—TEIRS RS T(CE O BTV A5

SEMIERPICHERAITBIFVZ VIV VIEE
(R1 XHETE)

| egg milk | wheat

Density
Density
Density

0.54 0.5
0.254

0.01 0007 bl oot o oibad coibid o] cotod ot o] cotod coid cotod ot 4t

0'O-lJ b oot ooctiad oot vootu] oot oot oot vootud ovotid ot soited ot 2 oted L [ P T I T | T I T I [ I
10™ 10" 10" 10" 10° 10® 107 10° 10° 10 10° 10% 10" 10° 10 10" 10° 10® 107 10° 10° 10* 10®° 102 10" 10° 10 10® 107 10® 10° 10* 10% 10% 10" 10° 10" 10> 10° 10°
Allergen concentration (pg/g)

Allergen concentration (pg/g)

Allergen concentration (ug/g)
_ WAIC (chicken egg) WAIC (Milk) WAIC (wheat)
i ior distributi No prior distribution  with prior distribution

No prior distribution  with prior distribution ~ No prior distribution  with prior distribution

Log-normal 100.51170 21.01712 29.66900 29.02737 151.90050 42.67644
distribution
gamma distribution 86.52682 22.59774 29.09371 30.68866 136.3204 50.98652
Weibull distribution 20.87978 20.23532 29.42052 29.25140 48.5694 46.26733
Allergen concentration (egg) Allergen concentration (milk) Allergen concentration (wheat)
ES“”"TE/‘;} I, 0.0633 +0.0203 0.174 + 0.116 1.99 +1.50
Estmaiecistanaane 0.122 +0.106 0.717 +2.85 25.6 +30.7

deviation
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REERREDDM (BT - SIRR)

Frk 17~ 19 EERER - RERAERVIBIIARAT L DL

if’”ﬁ %E?;?%W"’_” ETHA)BIURKE(B) DN LEICLZ 1A BEERRAER
A. E?ﬁfﬁ%ﬂ‘]ﬁ’f—l) /ta*sfa— — <D
I a o 1.10 0.02
5] a 8 0.0288 0.0005
80_5- mﬂzﬂ( Mean 38.2 0.3
sD 36.4 0.43
. e S Median 274 03

¥ WAICH®RLIEWAV Y fziEA
REE(D-AT—2)

FR{E:200 g

FEiiE:277 ¢
B. 8k (D—-AM—2A) HesE R sp
—— INSGA—B—
£\>_

0.15 D2 0.622 0.005

i ” I "go.m i eél 264 2

a

005 ed 2.07 0.02

Mean, 344 4

0.00
ZGI{\)/Iedian of G;?:m mmmmmm Sfiin © i Median, 264 2
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Estimation results of allergen exposure in each food ( 1-15 years old)

7

(CBIIBESHVIRATFHmOIRET
BFH XU RPEDONRA AHEICK D7 VIS NI BEDT

Allergen average mg SD 2.5% 50% 97.5%
Egg-Beverages 0.017 0.038 1.0 x 10-° 0.0063 0.092
Egg-Confectionery 0.0019 0.0059 2.3 x 107 5.7%x10 4 0.011
Milk-Beverages 0.040 0.067 1.5%x10 4 0.0195 0.196
Milk-Confectionery 0.0051 0.0118 6.0 x 10-6 1.9%x10 -3 0.028
Wheat-Beverages 0.534 9.03 0.0002 0.0274 2.82
Wheat-Confectionery 0.106 2.207 8.0x10 -6 26%x10-3 0.527
Estimation results of allergen exposure in each food ( 7-15 years old )
Allergen average mg SD 2.5% 50% 97.5%
Egg-Beverages 0.0185 0.0416 1.1%X10-5 0.0069 0.101
Egg-Confectionery 0.0021 0.0064 25 X107 6.3 %10 0.012
Milk-Beverages 0.044 0.074 1.6%10-5 0.0215 0.216
Milk-Confectionery 0.0056 0.0129 6.6 X 106 2.1%X10-3 0.031
Wheat-Beverages 0.589 9.98 0.0002 0.0302 3.11
Wheat-Confectionery 0.117 2.479 8.8%X10 6 2.8%X103 0.580




HESEmEY TE

SMNYRTFHEC LSBT VI F—

/H"I'

ERCEIB7 VIV F—EIRGAFEROHEET

IO

FE

I §

HE SRR ADETA

=

10@05 al
o

75eos " -‘I-
B |
s

2500 CDF(x)

0.0e+00{

Lg10 p re(mg)
PDF(x)
Log10 Estul: (mg)
Log10 Exposure (mg)
0.0100

0.0075

2 0.0050

Density

0.0025

0.0000

-
L
[
!
b
h
i '
ll
[
|
"
'
q

L 0g10 & P ("‘9)

PDFAx)

CDF#x)

)
Log10 Exposure (mg)

Log10 Exposure (mg)

W

090 pﬂs (mg)

CDF{x)

PDFg(x)

Log10 Exposure (mg)

[ PDF; (x)CDF, (x)dxhhE H

ELAEFVCHEERE X 0-2M-2ERT

12500
10000 15000
7500 >
Iy £ 10000
c @
& El
El z
g 3
LT 5000 =
5000
2500
. [
0e+00 1e-04 2¢-04 3e-04 4e-04 e-04
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FREMED
*J%IIE%E DMERTEL
BRSO FEHEEZFEA
X EIE#R: 99.85%,
7L Y1: 0.15%,

*t #logistic: 1x107° %

FRERES M
*J%lIEfE NWEREL
EROPMOFHEEER
ST IEFR: 99.68%,
L1 0.31%,
FEOIAT19D: 0.02%

FHEEE»:
Frechet NFEREL
ERIMOTEHEEFEH
ST IEFR: 24.46%,
L1 74.93%,
FEOIAT1YD: 0.61%
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Table. Summary of quantitative risk assessment for each food ( up to 15 years old)

quantitative risk quantitative risk
( calculated from (estimation using random numbers)
Eanin Mean = SD: (3.7 + 1.7) x10 Mean +SD: (3.6 + 2.5) x 10 5
gg-beverages 95% Cl: (1.4—7.8) x 105 95% ClI: (0.0—10.0) x 10-5
Eaa.Confecti Mean =+ SD: (1.8 #+ 1.2) x 10 Mean = SD: (1.7 + 4.3) x 10 6
gg-Lontectionery 95% Cl: (0.5—4.5) x 106 95% ClI: (0.0—10.0) x 10-6
T e Mean = SD: (2.0 + 0.6) x 10 Mean =+ SD: (2.0 + 0.6) x 10 -3
lik-beverages 95% ClI: (1.0—3.5) x 10-3 95% Cl: (1.0—3.5) x 103
Milk-confection Mean =+ SD: (2.6 + 1.1) x 10 ™ Mean =+ SD: (2.6 + 1.2) x 10 ™
ISl edkeln =y 95%Cl: (1.0—5.3) x 10-4 95% Cl: (0.8—5.5) x 104
Wheat-Bever Mean +SD: (2.6 + 1.2) x 10 Mean +SD: (2.5 + 1.2) x 10 3
eat-beverages 95% Cl: (1.4—5.8) x 10-3 95%Cl: (1.3—5.7) x 10-3
: Mean +SD: (5.5 + 3.6) x 10 ™ Mean +SD: (5.3 + 3.6) x 10 ™
Wheat-Confectionery 95% Cl: (2.7—15.0) x 10-¢ 95% Cl: (2.2—14.5) x 10-¢

7 UG AEMEDMOWRZERHNE. BV LILF—EH(CHITD
7 LI F—ERFEERORBD MBS EITEDETTRICED T D
CET DHREICS I DEERRNEEN ') A VFHEZIT o 2.
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HESNne Reference dose
UV AERE
(FE=) & 5 ED&DHEST
0.1~0.5 == _
MoFEE R
IV I iiik
QR=10-4~10-3 5
worst case scenario RSN TZED sl
Estimated allergen intake WInsv2mgll E
Highest Maximum
Food Allergen
Intake Intake
approximately 200 mL (g) 0.01 mg/mL (g) 2 mg allergen
beverage portion size which is the

Japanese threshold protein
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9 s 60% : o :
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0% -
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Cumulative Dose of Protein (mg) R, H/hT 5L 2022 36(3):241-247

AR, FH2~3FENBERTR MK B&k HafdF,



BRENZEREQ : A8FEINERERUMCET LIIVF—RROERF (TR

R - FRICHITIHIRT

- ARERICHSTIREM7UINF—LORER. BIR
v EERENIHERTT. BDDIFICLDA—AZ1—CTERMTASERE(CES DS
PELS
v BROBENS < EMRNERICEDS
VEXCISUTFRL AR T ST LN RDOEND

SRR

B &hi

AR LEXISRZ T2 CHD Z D EEL LY

[ABRFCHSITDI7 VI RHROREBRDED HBIRFER]

(ER265FHEERT)

DV LI F—RROEFCICH U TIHEER(CEZ S DEZERVNEDRH

PULIVF—RRICEATIBIREDFIND LTS




LD

s FNECHITDIEM LILF—REBERICHE T DIEIRFFEAE LHFMEERD
BhEM 7RI (CHEST I D /2sd. IEFBI TIRESNDINRA XHETFE(CED
RFN—U R=XELLDEDMETILOFELIC L DERILE L
IZo

« UL UZEFTIVIELD 7 UILF—IEIRGEREROHTE & UTEREMICHIT

uﬁ%ﬁﬁ% (EDOII EDOS) %%Hjb 3[5673‘ _C%D&J_C;%HD}EHEODE 5_ g
EIRDHEEHMEZ R LT,

« BN EICHTD10 pg/g=REREEL UTLDhENRUXDEE T ICH LT,
FNCTBEL CVWBERT - BRERVKORG@(EIHREE - mEEENEY)(C
ThnTHED. /I - 3, - NEYINDERAICLD T LILF—FIED
RO+ RN ENRERENTZ,

« EMHLANILTOIHZ ) A TFHMECHE VW TREBEE L SNDIERRBHIESH
DRI 7ZEME L. FEHEICHIFTDIREH T ICHENTE T—A R —XT
H D CHIEAGHEEERN I (RN EBEH =N,




« AT (C &> TEBNR U X I5HEiSE(C & D BDEDT LILFE—
X RORIZHIRILC L 32U MR R LTz,

« TORER. BHEDRRICKLKDIRIEEFASBEIE(CHEL TH
D, BEHTREZIEN DD LiER DTSN,

« KIASZ(E. PAAEN 7 TO—FICIDEEREZTEDH TLDIEICH
WT. ZTOEETICHBITDEIRGERI RO ZRIEOEYI 7L I)LF—
EMDOTF—FZRANTIHREEUTZ. tHRTHSH TOHRETH B,




S AT

A E¥ kE (RIFEZ

e B0 B (RIBEIIARE - B> AT LFED)
ZE T 8k (ENERmEREEMTFR - £{6FED)
ik Epk S5t (B EERmBEMEENFFL - Eamib)

Il s Bk (EFERRE - BFE))

il E EE (REPKFE - RIFHEEF)

AR =3h e (BB EREAFRE>SY— - 7UILF—1E25-)
ik BA £k (EumEEEREMFTRTE> S — - A3

‘/ EMTE2EEE nuhannessosiEClR0na s

M R A

Food Safety Commission of Japan

T E ENMBEEARTESY— FLILF—T2F— - RV I—H



