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[7LIVF— ﬁuu/ﬁ%]&(i\ RZEDHDENCHBNT, &/ OIS I AE(IGE)ENT RIS EZDMOIFE DR MR
VeS| ERCI ORI Em (M BmmiRUINIEFEZE8. ) 205,

[CU7y IR 1L BERNICRAOHD ANNE, S4E. KL, F1/NE (NEESAZORAEE) BEOREFTOIILTIVIN
DEILEEENBLICLOTHRIND RENTEEDOEEZRBZ D,

[BYI7LIVT > IE ] *‘“’li@?ﬁ)éﬂﬁlkkﬁb\f IQEMEMERIG X (FZDMOIFEDRE TR ISZ 5| SHe I RIREMEDH B,
7LIVF— ﬁnuﬂlﬂd)%’f’f%b\b\ BEEIINIE XSV N EFERTH D,

[BY7LI+—1EF. BEROERURICEUSIGEFUAFZFIFIgEFARD RENMTE RIS EUSBEIRMEOH MR

DEZEZD,

2. DEFINITION OF TERMS

“Allergenic Food” means a food (including ingredients, food additives and processing aids) that can

glicit _immunoglobulin_class E (lgE)-mediated or other specific _immune-mediated reactions in

susceptible individuals.

“Coeliac disease” means a chronic immune-mediated intestinal disease in genetically predisposed

individuals induced by exposure to dietary gluten proteins that come from wheat, rye, barley and
triticale (a cross between wheat and rye).

“Food allergen” means the substance in an allergenic food. usually a protein or protein derivative that

can elicit IgE-mediated or other specific immune-mediated reactions in susceptible individuals.

“Food allergy” means a reproducible adverse health effect arising from an IgE antibody or non-lgE
antibody immune-mediated response following oral exposure to a food.
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4.2.1.4 UTORBEVEMBEE 7V F—-XEEV7YIiRZ5|ESRITENMISNTHD. BRPICERRUTFREIIHA(C
(F. FERE CE1) (SEMUTXIFZEO—EBEL T, FEDZINVE VTR (CRRSNBIINERSTR,
4.2.1.4 The following foods and ingredients are known to eausehypersensitivitytrigger food allergy or coeliac
disease and shall always be declared_as allergenic foods using the specified nhame in addition to or as
part of the ingredient name' when intentionally present in the food#
FOODS AND INGREDIENTS SPECIFIED NAME
Cereals containing gluten?
- wheat and other Triticum species ‘Wheat’
- rye and other Secale species ‘rye’
- barley and other Hordeum species ‘barley’
and products thereof?
Crustacea and products thereof lerustacea’
Eggs and products thereof ‘egg’
Fish and products thereof Hish’
Peanuts and products thereof ‘peanut’
Milk and products thereof ‘milk’
Sesame and products thereof ‘sesame’
Specific tree nuts
- Almond (Prunus amygdalus) ‘almond’
= Cashew (Anacardium occidentale) ‘cashew’
- Hazelnut (Corylus spp. ) ‘hazelnut’
- Pecan (Carya illinoinensis) ‘pecan’
- Pistachio (Pistacia vera) ‘pistachio’
= Walnut (Juglans spp.) ‘walnut’
and products thereof

CE1)Er2a>4. 1. 1ITEDDESD, )?M?H@%m(iﬁunODZIS’f’f%:/T@“J:tB(L\ E%H’J‘C%Za/\%@'o TRARB THANET TR,

1 In accordance with Section 4.1.1 e i :
4886}, the ingredient declaration should sneclfv the true nature ofthe fuod and he sneclﬂc and nat generic. 36




QI AIMPRERIDOMSFEDB/IRICDONT (H:E)

% t03324.2.1.40FN SR

FOODS AND INGREDIENTS SPECIFIED NAME
Cereals containing gluten?
- wheat and other Triticum species ‘wheat’
- rye and other Secale species ‘rye’
- barley and other Hordeum species ‘barley’
and products thereof?
Crustacea and products thereof —grustacea’
Eggs and products thereof ‘egg’
Fish and products thereof dish.
(ER&ER

O BARLD. 7UINF-BEBOEBLEFZAVE(DIZNDDEDE RNS. [FFEDRZFR specified name([CDWT
- [ ERR%%E crustacea (X BAREE X (IZDERRLEADZFN crustacea or the name of the crustaceallc.
[ fish X[ BX(FZOEDZFL fish or the name of the fishl](C
TNENEFTINE, LIRE., (hFH4. T3SIHEH)

« BEFEREIS (EWG) HREENED. HFEDEFN] FREMAGICESEND IO T(ERL, LDIEHE.

X IRDE, PUIVTDEUTRRENBMHFEDRFR (G BRRGE W[ R I THRCTIRSRON S HEBREMBRRZRHETE
ofEE ([XCITMNCITEFITEFEIE) Z2HBIENTES. LOE.

(&5

O REEHTT.

( EDRIN (CBEIDEARDAMEE)

O BEOEMERDBZIEE (CIk$HD T ENBNKDFERIGTE R <ERDRMBERTRT DT & ZHHTF.

O #H=BE L AU PRI THDITEY [SF] METHDITLEEFH N TVWDEH. RRDFEELUT,
(RO (FrezB) 1 ° [ (RU) | (FETHDHHLICIRATINEFRINEEZ D, 37
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4.2.1.6 B X FEOEFEZF/(E. ©V2324.2.1.4KUZET 315E(C(34.2.1. 58T RBmEBROFEMRCONT, 7UIL
F-BREVTORTOBEAZRINT DN TED. TEDLIMBEABFINE, PUINF-—BROZE M ZHIITDIAVFHE (£8)
(SHEDRIINTRBIR,

E8 HIXIE. FAO and WHO (2024). Risk assessment of food allergens: Part 4: Establishing exemptions
from mandatory declaration for priority food allergens https://doi.org/10.4060/cc9554en

4.2.1.6 Regional or national competent authorities may exempt ingredients derived from foods listed in
section 4.2.1.4. and where applicable section 4.2.1.5. from being declared as allergenic foods. Such
exemptions shall be subject to a risk assessment?® to_establish the safety of the allergenic food
derivative.

¥ Forexample, FAO and WHO (2024). Risk assessment of food allergens: Part 4: Establishing exemptions
from mandatory declaration for priority food allergens https://doi.org/10.4060/cc9554en_r—+ WHOE RS
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8.3.1 ¥V33>4.2.1.4. 4.2.1.7RU%EIRIHEE(CF4.2.1.5(CBIFR3ERNRVEMBIOEEDEZIAT. ABEONXEHNSE
Y DITAV M ERXFEBEVOEBEET(EEDUILGETRRSNBINIRSZL,

8.3.1 The specified name for the foods and ingredients listed in sections 4.2.1.4. 4.2.1.7 and where applicable

4.2.1.5 shall be declared in a clear and distinct manner-such as through the use of font type, style or
colour that contrasts from the surrounding text.
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8.3.2 ©V2324.2.1.4, 4.2.1. 7RUZ%EIHHE(C(F4.2. 1. 5(HBIBERMRERVEMPBIOIFEDBINE. BEEIB/ORE I DE
ZAICED EME—BEDOPEIIBIOX ETXI(FEOMm IS THHECSNRFNERSRR,

8.3.2.1 BUBIOXEZAVSIHA(CE. [EE (Contains) 1EWSEE (R(FMBHTZEE) TWHISRINERST, RR—EN
HDIBZACFZDE T XI(GEHBCRFNLRBIRN,

8.3.2.2 EUINIUCBVTRIOX EZAVSHEICE. ©72324.2.1.4, 4.2.1.7RUZHIBHE(C(F4.2.1.5(3BTBmNAU
R EOFEDRINSE. TDRFEDBINEM I —ERICBHCRENTVSIEE TE, TOXEFICHEESNAINIERSE,

8.3.3 H3Rmh EMHR—EDOREZRRINTED. FEMRI—BENBVEEICE ©72324.2.1.4, 4.2.1.7RUZHTHE
(2(34.2.1.5(CB P BmNRUEM B OFFEDZFINSE, ©92328.3.2. LTEHDETACIDBIN ETHHECSIRINERSR,

8.3.4 FEMBIN—DUNBVWERICDOVTIE. ©I3324.2.1.4. 4.2.1. 7K UZ%EIT315A(1C(F4.2. 1. 5B IR EBEAUVEAA RO
YOI, ZORBGOZGIMEERU TXIFZO—EPLUTHHESINTUVWRIBZAICIE. ©723>8.3. 30 EFERALRRL.

8.3.2 The specified name for the foods and ingredients in sections 4.2.1.4, 4.2.1.7 and where applicable
4.2.1.5 shall be declared in the list of ingredients or in a separate statement or in both as determined

by the competent authority.

8.3.2.1 If used the separate statement shall commence with the word ‘Contains’ (or equivalent word) and be
placed directly under or in close proximity to the list of ingredients when present.

8.3.2.2 If a separate statement is used on the label. the specified name for each of the foods and ingredients
in sections 4.2.1.4, 4.2.1.7 and where applicable 4.2.1.5 must be declared in the statement even if that

specified name is already shown in the list of ingredients.
8.3.3 Where a food is exempt from declaring a list of ingredients. and no list of ingredients is present, the

specified names of the foods and ingredients listed in sections 4.2.1.4, 4.2.1.7 and where applicable
4.2.1.5 shall be declared. in a separate statement made in accordance with section 8.3.2.1.

8.3.4 For single ingredient foods. section 8.3.3 does not apply where the specified names of the foods and
ingredients listed in sections 4.2.1.4. 4.2.1.7 and where applicable 4.2.1.5 are declared as part of. orin
conjunction with. the name of the food. 40
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1. B8
BY7LIF—-X(E U7y IROBEE (CREEMICLSBRmMAO 7LV Y OBRIUVBWMFIEDYRIZRZA LD TR T LI
gz (PAL) OMMRIMERICIZ—BMOHIRIOLENTIO—F2{BET 5L,

1. PURPOSE

To facilitate a consistent and harmonized approach to the effective use of precautionary allergen labelling
(PAL) for communicating to consumers with food allergy or coeliac disease about the risk from the unintended
presence of food allergens due to cross-contact with allergenic food.

2. EFEEH
KO RIA & PUNF—BREDREZBCLZIBENMTUIVT D OERIUVRMFTEDUR 2RI eHICBREMDIRR CAHLS
N3PALIGERAINS.

2.  SCOPE

These guidelines apply to PAL when used in the labelling of pre-packaged foods to indicate the risk from the
unintended presence of a food allergen(s) caused by cross-contact’ with allergenic food.
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3. EE

AAARSA2OBERNICEVT, ROERF, SEREMOFRCEAIII-TYIA—fEEIE (CXS1-1985) 0TI 2 DEERLS
DETRLSNATNIEIRSRR,

[FBER T LIV > FRR1EE VATFHIICEDRFESING., UL F -BmEOREEMICLZEMTLIVG > OBRURMFIEDURY
ZRILDH. BREMOFRRICENTRENDECHZLD,

3. DEFINITIONS

For the purpose of these guidelines, the following definition shall be used in conjunction with the definitions in
Section 2 of the General Standard for the labelling of pre-packaged Foods (CXS 1-1985):

“Precautionary allergen labelling” is a statfement made in the labelling of pre-packaged foods to indicate a
risk from the unintended presence of a food allergen(s) due to cross-contact with an allergenic food that has
been identified by a risk assessment.

4. —fiz/RAl

4.1 RERMCEIDIBR@IVIVIDOBRUBMFEZHLIEX 35/ RICIIZSERZSOXIRNBT VIV D EEEG, BmBRE
BT EmPUINITICETHEEMRE (CXC 80-2020) (LR TERMEINDEDET D, PALOERL. NS0T VIV EETTER
AU TERm7UILT > ORRUBWMFEZR LE X (EHIE TERVIRIICBRESNZEDET D,

4.2 PALZERIINENDRE G BRIULBWLILT > OFEICFRS. EENYRATFHIIZ S OHTNUCBRESNR VIR TEHE O
RICEDIVTUTIBEDET B,
4. GENERAL PRINCIPLES

4.1 Effective food allergen management practices including controls to prevent or minimize the unintended
presence of food allergens caused by cross-contact with allergenic foods shall be implemented in accordance
with the Code of practice on allergen management for food business operators (CXC 80-2020). The use of
PAL shall be restricted to those situations in which the unintended presence of a food allergen(s) cannot be
prevented or controlled using these allergen management practices.

4.2 The decision to use PAL should be based on the findings of a risk assessment?, which can include but is not
limited to a quantitative risk assessment, of unintended food allergen presence. 43
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[4.3 PALIE. 7UINTDEEDIVINIEDFEN. 4.3.10KRICGEEEHINTUVWSSRAZEZEALT. 37T >07923>
WERIFENENLA T IR TERWVBEIC[DH ERETND[EDET D/ NETHD],

4.3 KE PUINTOBEROIVINDEDFIEN, 4.3.10FKR(ICEEFH N TVBSHBAHEZERALT. HB37UIVT> 07923 LA)VE
BEEHNENLL T (HERRTERVEE[DH](C. PALIMEREINZINETHS.

[4.3 PAL [shall / should] [only] be used when it is demonstrated that unintended food allergen presence cannot be
mitigated to a level at or below the action level?® for a food allergen based on the reference doses in the table

at4.3.1.

4.3. Alt [Only] When it i1s demonstrated that unintended food allergen presence cannot be mitigated to a level at or
below the action level® for a food allergen based on the reference doses in the table at 4. 3.1, PAL should be

used.

(%4.3.10D % (3#£18)

4.3.2 £524.3.10R[CIHOTHAHMFEDT VNIV TS RBAEMEIISN TURWNEE, g X (IEOEEIF/IE. 7723
SLRIVERTES SERIT, sBHSNIREAL (%) [CIROTSBRAZEZRTE I HIENTED, ]

ADL7T 3oy NI EhEsm DR ]

4.4 PALICIE. HEE. EERME. BRBEE(CLIPALDIBRFROENMERZHER T 2LHDOBEE /IBIRIOT S LNMIRES
2bDET D,
4.3.2 Where a reference dose is not established for a particular food allergen in the table to 4.3.1 above, regional or

national authorities can establish a reference dose consistent with recognized principles* for the purposes of
determining an action level ]

[ RETFAO/WHODLR— 25| F

4.4 PAL shall be accompanied by education/information programs to ensure understanding and appropriate use

of PAL by consumers, health care providers and food business operators. 44
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[4.3 PAL(E. BIT7UIG>EREDTINIEDFEN, 4.3.10FK(ICEEEH N TVBZSBAZEZFERUT. H37UIVI> 07933
SURIVERIFENENLA T (R CERVCENRENTIG S [DH HEREINB[EDET D/ RETHD].
[4.3 PAL [shall / should] [only] be used when it Is demonstrated that unintended food allergen presence cannot be

mitigated to a level at or below the action level? for a food allergen based on the reference doses in the table
at4.3.1.
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4.3.1 References doses

Reference dose (RfD)

(mg total protein from the allergen)

Almond 1.0
Brazil nut 1.0
Cashew (and Pistachio) 1.0
Macadamia 1.0
Pine nut 1.0
Walnut (and Pecan) 1.0
Celery 1.0
Mustard 1.0
Peanut 20
Egq 20
Milk 20
Sesame 20
Hazelnut 3.0
Wheat 5.0
Fish 50
Buckwheat 10
Lupin 10
Soy 10
Crustacea 200

[Flaceholder on concentration or RfD for cereals containing gluten or gluten.]
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870 patients underwent Low-dose HE-OFC or Medium-dose HE-OFC

(January 2018 to October 2019)

687 patients passed

183 patients failed

161 patients did not receive QE-OFC

22 patients underwent Q

E-OFC

2 patients missing clinical data

20 patients were included in the analysis of this study

fRtAXIR N =

20

Characteristics
Age (years)
Sex (male)
History of anaphylaxis to HE
Food allergy other than HE, current
History of previous consumption of QE
Atopic dermatitis, current
Bronchial asthma, current
Allergic rhinoconjunctivitis, current
Total Igk (kIU/L)
HEw-slgE (kU,/L)

J

All patients
n=20
.9(1.0-16.4)
14 (70)

10(50)

10(50)

(0)

(80)

(15)

(15)

322 (31.1-4040)
9.95(2.67-365)

QEw-sIgE (kU, /L)

4.15(0.73-100)°

SPT wheal diameter to HEwW (rnim)

SPT wheal diameter to QEw (mm)

15 (3-32)
12 (0-25)
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Positive rates of quail’s egg OFC

¢ 59 S5IRFEHEROBER

100

80

60

40

0

S

¢ ST SIAFEHBROBREBETS

QE-OFC positive QE-OFC negative
Characteristics n=9 n=11 p Value?
p=0.026
Age (years) 2.6(1.0-11.7) 3.2(1.0-16.4) .656
Sex (male) 7(78) 7 (64) 642
History of anaphylaxis to HE 5(56) 5(45) =999
Food allergy other than HE, current 4(44) 6 (55) =999
o History of previous consumption of QE 0(0) 0(0) -
45 /0 Atopic dermatitis, current 8(89) 8(73) 591
Bronchial asthma, current 1(11) 2(18) >.999
Allergic rhinoconjunctivitis, current 0(0) 3 (27) 218
Total IgE (kIU/L) 526 (58.4-1170) 280 (31.1-4040) >.999
HEw-sIgE (kU,/L) 62.3(5.43-365) 8.22 (2.67-33.5) 025
== 7. bnZksp1/25LF hnZksPA1/25-1/8 OVM-slgE (kU,/L) 53.2 (3.22-191) 4.57 (<0.10-18.7) 004
N=20 DEE DEE QEw-slgk (kU, /L) 36.8(2.75->100)° 3.28 (0.73-14.2)° 019
N=4 N =16 SPT wheal diameter to HEw (mm) Em:ﬁ 14 tm}“ 01
SPT wheal diameter to QEw (mm) 13 (10-25)° 11 (0-24)° 295

RO 7 LIILF—0D—8F, FCEREDEWIIES I SRICKD 7L ILF—
TEIAZHBFE T DAEMEIRVC EhiRIRENE,
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2) Wheat specific IgE 2 0.35 kUg/L
3) Aged 1-15 years
4) Provided consent for this study

124 patients met the following inclusion criteria from October 2015 to June 2018:
1) Histary of allergic reactions after consuming wheat

17 did not react to wheat OFC

107 were obtained threshold dose by wheat OFC

7 had never consumed barley tea

100 had a history of barley tea consumption or barley tea OFC

47 had never consumed barley rice

41 had a history of barley rice consumption or barley rice OFC

¥

ki L

12 reacted to barley tea

14 reacted to barley rice 27 were tolerant to barley rice

| 490/0 I

Barley allergy

Barley tolerant

fRthxdsk N = 53

Sex (male)
Age at the time of enrollment (years)
Allergic complications
Food allergy (other than wheat and barley)
Bronchial asthma
Atopic dermatitis
History of wheat-induced anaphylaxis
History of immediate reaction to barley

Eliciting dose during wheat OFC (mg)
Total IgE level (IU/L)

Allergen slgk level (kU,/L)
Wheat

Barley
Gluten

w-3 gliadin

All patients
(n=153)
39 (74%)
6.6 (4.8-9.0)

35 (66%)
16 (30%)
28 (53%)
39 (74%)
23 (43%)

104
(26-455)

656 (275~
1380)

57.3(11.9-
236.9)

12.1(3.8-
55.5)

65.6 (11.4-
308)

3.
(1.0-13.2)

Yanagida et al. Pediatr Allergy Immunol. 2022;33:e13878.
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fEA 535 Kruskal-Wallis #&5E
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¢ BEEER
W= NS1—FYY
(n = 366) (n = 222)
MR (B12) 229 (63%) 126 (61%)

folgEME (IU/mL)

370 (181-750) (n=223)

575 (254-1215) (n=174)

DIV=/HZ 1 —F v IRENIGE (Uy/mL)

10.6 (3.9-25.3) (n=236)

7.9 (2.9-28) (n=177)

Jug r 1/Ana o 3 $FEMIGE (Uy/mL)
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