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Japanese Risk Analysis for Food Allergen Labeling Regulation and
Prospects of the International Contribution

Hiroshi Akiyama®, Reiko Adachi

The Japanese ministry of Health, Labour and Welfare (MHLW) decided to improve the allergen
labeling system by amending the Food Sanitation Law in 2001. The Japanese labeling was divided
into two stages, mandatory and recommended, according to the number of cases of actual illness and
the degree of seriousness. The food labeling system for 7 specific allergenic foods (egg, milk, wheat,
buckwheat, peanuts, shrimp/prawn and crab) in Japan has been mandated. The allergenic foods require
mandatory labeling by the ministerial ordinance. In addition, the ministerial notification recommends
that the 21 ingredients (Abalone, Almond, Squid, Salmon roe, Orange, Cashew nut, Kiwifruit, Beef,
Walnut, Sesame seed, Salmon, Mackerel, Soybean, Chicken, Banana, Pork, Matsutake mushroom,
Peach, Yam, Apple, and Gelatin) are labeled. To monitor the validity of the labeling system, the
MHLW announced the Japanese official methods for the detection of the allergenic foods in a ministry
notification in November 2002. The Japanese official methods consisted of ELISA methods kit for
screening for the allergenic foods, the western blot methods for egg and milk and the PCR methods for
wheat, buckwheat, peanut, shrimp/prawn and crab as the confirmation tests. The ministry also set the
trace amounts (a few mg/kg) as the threshold of labeling from the analytical standpoint of the detection
method. The MHLW has allowed them to monitor the labeling system. The notification includes the
description that any foods containing allergenic food protein greater than 10 ppm (mg/kg), which is
the upper limit of the definition of “trace amounts”, should be labeled. The MHLW also described the
validation protocol criteria in the 2006 official guidelines to standardize the Japanese official method for
AF detection. Since the risk management of the food labeling policy was transferred to the Japanese
Consumer Affairs Agency (CAA) in 2010. The CAA has established the Food Labeling Law, which
went into effect in 2015. The Japanese Food Safety Committee (FAA) conducted the risk assessment of
eggs as an allergenic food and concluded that the risk management of Japanese labeling system should
be appropriate and valid. While, in the countries of US, EU, Canada, and Australia-New Zealand et al,
absence of agreement on what risk tolerable has made it difficult to set quantitative limits to manage
that risk and protect allergic consumers effectively. The lack of regulatory risk management in these
nations induce why allergic consumers find precautionary allergen labeling confusing and cannot rely
on it. We expect that Japanese experience and knowledge for allergen labeling system would contribute

to harmonize the international labeling guideline to world-wide protect the allergic consumers.
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B ENDLZEDND, FRICE BHEHRRME O LEED
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T, TRTCOMMEFE TORREZFZHMNT, BHTED
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2, W B, FLYY, hva—FvY, FuALT0—
v, B, K BA, TF, ZUF, 21X OKE, A, N
FF, KW, o721, b, RFTVD, DATRUE
FTF V) WDOWTIEFREHEIR L 72, KT, FHHED
MRS U 724558 JEA B Ok o B F 12 B 5 2 WF%E &
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2. BM7 VX —EoRiE

W7 LVF—IL, [EWCE-THERI SNLH
JEURE S 1Y 72 RIEE BRI & A L CAEARIC & o THRAIE
GRERDPERSINLBL | LEREINTVE. D7
B, FERIEFIITIC L 2 BWARRHE ((CHERE, 3
R 2 BSOS, BHEEWIC I 2SR E) BEeThzwv.
W7 LVF—DfEIRE LTIE, KB, HEE, W50
X9 R RER, RS, S, SE, DRERLIREES
DEFIED X 9 7 KR, R AK - B - AR
J&, MUK, WS, IRURREEO X 9 IR SRR, EL,
Wi, Bowo X9 R bEHER, B, ROKT, &
WEEEO X S RGER, MEART, R HBIR AR
MR & 9 ZRIEBREHER A &2 R$. FLIR K OVNBORIZ
BHEL, NEOMTERST L0085 TH - 720, K
ANIBWTHEMRET, Hhbi L CERE A3 % BEED
BMLCW A Sk o TW5EY,
FORBIERIBI CIX, BEMT LVF—2RIET S
L, ZOEWMTVNX—IIHT B TFRHiEER L,
TUVEF—2FRT M EEOEME#ITL L

A, b IR T E o TS, BAEDOBEY
A R4 TR, BT LLVE—ORET 720 TR
hERATORBORFHRBPEZIT) 2 L Z2HERI LT
v, EBHIOESOT, FBICEIL TRFT S L9
iR LG S Tw Y.

W7 LVE—0feikid, EELGAICIEIR 5 E
THHIERIENL I 0D, FRIZL DHEHIEEE O
PN EE D, 20014E4 AT ULVF-WEEEL R
D FIRHIEAE D Ntz BHETIX, TAEDFAERK
ERFEQOTRBERE D SHIR LT, HEEA R 7 ME (8,
A, NE, 2R A ZU, ) 1L, TRTO
VBB B COFIRE BT, SRR EA RN 5 210
H (7—FEYF, b, wh, W5, FLvY, 7
Ta—Fvy, FUALTN—, FH, BAKR TF,
¥, 3, KE, BA, NFF, KA, Fo70F, b
b, RFVY, DATRPETF V) IZOoWTIEFER%E
HEFEL TV D (R CPRCHEEREET0S) #4
RITHED  amBORIERE CP2TEN B4 55107) ).

FORBIEDZE L LTIE, 1998-19994F 0 4 Fl i 4 %
b &, 20014E I HIEEAL X, 20024F X 0 AREAYBRLG X h
FEEEME S dnH (9, R, NE, 2 EEA) %,
FTRTOUEEETOIIRE ZHEMNT, FaFa i
THITME (B, vwh, Wb, FLry, Fu4
TN—>, FH, Bk, XiF, S, KE, EBR, K
W, $o71F, D, RFVY, DATKRTESTF )
BATTHEIR L7, Z ok, 2004-20054F 0 4 FE A %
b &1, 20064F 1 AR EA RHZ HE T 2 A ) A MY
FhABME Nz F72, 20084E12, YHIA S BB BIEL
WL L, ERDPEEL W) 2D, 2VEDPITHY
EEMBE LTHRBILINA. F722011-20124E D 4[]
AR D LI, 201241213 Y a—F vy ETEANEM
Bz 20194E121F, 2017-20184FE 4 FR A & AR LI,
FEEEA RN HE S A1) A MIZT —E Y RaSEmEh
72, TD2017-2013EDOFTEICB VT, K BHADT LIV
F—DHENL L o TWLIEDD, 5% HAD
TR AR L CERRBEHILPME ST 5.

3. WAHE QR EAFE O X DR

THE T, JRHIE S FR I HE T @ 2 5 JF RS
DI THERLRITNE L S0, RBRRLEDEDT
Wb, FEEEMESEE AL L 2 REHEERO bk
W, fEBREoMELTIE, W, ET 2FZ svd,
Iy 7, BN, OB, HITLIETHL. ML K
U (8] LFRT 5 L0 2me, FAH, KA, BA
 [WHE] 20 [EBHEOO] LFERETEHI0 X
AL LR B s w, 72720, O
AE LIRS, @, OfRKWTH Y, @fm, 6
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AT X 205 FMEHIR - Tld, #CES BN L
A HEEZOFTEREMEE LTHEHALTEBY, Cof
HOBNEDBA > TWELPLIRTE W0, FIAEIC
AL L7-Fnik (((aaEEEd) ] EFRR) R
OHLNTWS,

FEEEM RN HR T 23 ® - T, &SR
Wl OLFR OGNNSR EHC BT 2 %
FRT B Loz TN EMENC RS BEm
WEEGEMIH-> T, BEBIWEELERY [H
s (OOHR) ) M4 EMICE N5 BN H4E
EFEMEHIHR T2 B2 ERRTHI LI E->TV 5.

FRPEOEYWT LUV F-FRROKEBE LT TIX
Vo TWEHE Lawn] vy iRzl snh
TWwb., ZOWEEEZRICE L TIFCRFEETIRED &
NTBY, BAPEOERRHELRLZ>TWD. Lo L
HHCIRD & 9 ik MR RIETREIC R > T b, flx
X, F—8Es 4 VifIcks2a vy 32— a VOB
W, TARBEETETIIO0O (FFEEMESED LR &
GLRMZEELTCVET. ], OO (UFEEME%ED
SRR R LERCRELChET. ] HFe Rl
FEMEORRAEICE2a vy 35— 3 vORBIZIE
[ARBETHHLTWS LS, »Ic R Eb R4
D) PRIDHWETHRMLTCFET. ] FoLilzr
HRL WA,

4. FROVELT LR

FREBLELTHEELE LTIL, EEHEVPEbo 2EAE
FERF R M FERIIZEI 7 LV F - R &0
WEH (20014F) oW, [TUVF—EREZFLT S
HERICELT, 8% 87 HEE LT—HNICidmg/
mLEE L XV TIAEEICHEE L) 2 L W2 505 g/
mLIEEL NV TR 7 LV F—OFERIIIMAEDRD D,
ng/mLEE L XUV TRIZIZFEFLEVTH A H &HE
SNz, IhenZ ehn, FFEEESEoRsy v 3s
e L CHug/ga A L~V E Bing/mLsEE L Oy

Definition
of a trace amount

Fig. 1

DEEATA2EMCIEFERPLETH Y, MBI pg/
gEA LAV B g/ mLIEEE L XV IZii 72 R W
i, BT LIFRREBLEL LRV La3h/. Lok
REY, BROLEEEZHWT 2 LT, HKpg/gtfF L
ANV T Fipg/mLIE EE L ~OV BT F O R )RR 2 B
EVARTRE SN2, AP DHW S “HEOER T
HrY,

O R, RO % BT 5 R Eb
BB R TIE, FRET 2 UEND S0 2 1§
H7:0021F, FRo L)V TRy Vs B %

T ERT T AMIERMEV. TS LK TDH
brEzHNIz. LaL, EEZOERMND?SOHRKT

&, FEE SRR I O E A E S R 5> T L 5.
R MY X R BIETEMET 2 FHEELT
i3, BEEGENEDE (ELISAE) Y%, PCREEEY, )
WiitkE w24 5 7a< bE (57507 0—ik

Y AYy7ay MEENELTRELZSTWS, kKD
BHEIHE T B FB L LTI, ELISAEH 2 X7 7
TINTA—FETHLEEZ LN WFOMKE, Fig 1l
12”9 X 9 ICELISATE ORI R A A3100 ng/g~500 ng/
gCHo7zh, ZORBOMETIROBIEE ED S DI,
ARSI COHERmEDIX SO EHNKRE L, e L
THEETHDIIIEFICHNEEZET L. D720, MR
FO50f5~100f5 DM TH L, ST EME X <K
HWcxzHsns, F/ofior 2y 70y b
%, PCR, 77 7N 7u—EOMMERD, 737
BLAVTHSug/glmER BTSN Dokt
FEEAT B RG22 & A RHAGERS R &, Rk
HETHRD7: "WMEOER LEEAT, ITBUILSH
REROIZD O, FEE AL (ELISAE) X
LREERERIC L D HB S N5 ZROBE %10 png/g X i
10pg/mLE L7z, BAEDOTIRGINEIZZ OJFERANCHE - T
FEHESNTBY, b3 AL XD 5 iRl
KDy o7 ER10ppmU LEFET LI LR ENT
Biaid, LB ng/mLEEL NV E 3 wg/g&k

____________________ <=3 10 pg protein/g food

Japanese food allergen labeling threshold

(::I 5 pg protein/g food

Limit of detection by lateral flow method
Limit of detectionby PCR

<:| 0.1-0.5 ug protein/g food

Limit of detection by ELISA

Consideration of Japanese food allergen labeling threshold
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LRV EWS [fE] 282 258 EEMESRAL Tw
LU DL DD LHMENLI L LD, O
RSB R RSBk & » 87 B %10 ppmASEY E
DOFROFMMEE LTENAA TSN TWwAS, LEE LT
X, ZOHBEAFN R RN SDOLF LT MY —F A
I AMFGEIC D BRI R ATECHIBT O X H 12E 2 6
ns.

5. TR O BEED Bl
5.1 Mr#teyEileik (ELISAE)

WAICREIR S TV 2 g BRI, e A R
Dy N ERGNMEE L, ZO8BWHAE VR
FElEd: (ELISAE:) Tha. 54hH OB, FL, /h
%, T\, %HALA) T, HEYIUERZRE#ET AR s u—
FVHUREFIH L72ELISATE (HANA (FR) #) & i
—H 5 VI RPUR % ik d 2R Y 7 10— F ik % F
M U7ELISAE ((Bk) #AKAERFEWIZEATR), €/ 7
0 —F VHifk 2 FIH L 72ELISA#E: (7)) <2 (Fk) #)
D IFHEOFER—RIZHSENTWS (Table3).
FTRTOF v bEHFBEIY >~ FA v FELISABIZ S
DWVWTW5, 3FEHOF v MMIK A PR R 5 DT,
LFEOF Y POKRTEREMGEST S5 Z &1, LA,
WX o TR EEMR Y v BEZIF L EHMicx 2
WITBEMEA D B, ZD7-0, BEEOELISAZ WK
BRI K B ERBRAD, FREBGEET 5720 12% bR
MTHHLEEZOLND., TXRXTOFv MEDH, 500F
TV A b & I 7B B & 2 MRk 2 ATV 87 S
N, BEEROHEL BICRIFTH - 72", 20054 IEHT
W & LR L MV N ERSEONLEOEH
T, TR E R T 5 2 L SHEETH - 7
A3, FHHERE R & ocHl 2 A, HBRhEE & g 2o i
WASBHFE S N7z, 2 OMEE O BFE % BRI R E O fi
GALEAT, WL

AU DIZOREEICELTIE, 20 DICOEET
LWV THHMaRIF Y U E2RRT B
LTSRS A0 L7 g (HAKBSE (Bk) 8% o 1Y)
EIERSHHENL L7 (BR) v~ voh=Fof iy v
N) ®2HOELISAY v FARFESH, HlEhTw
27 (Table3). 2 EMICO ORI F ¥ v MM
AIEFICE L, PURIC X AXPHETH 5720, 25
DELISAHEE, 2 EP 2 XA TFHBEE LR
Hy23b0Tha, MiFy LAV, 2 &
POEHO IO RIF I UIE, EHUOY XTI ENLD
RO o (RERSE) 2/RTH, Wi, 2
B, HEO MaEIF Y USRI, PRI
o AEFRMEEE . BARF Y TR, MBI
Wy 7B LT016ppmTH Y, FRIKDODLNS

Bopm L XV OREIZ TR EETH L. TN
=Fu*vy bTH, BMHERIZ029 ppm & F UL 4%
BETHY, EFTVNTLEGEZHCHRFICBVWTL R
I e AREARR DR ST WD, WiF v b % 5O
EFVENEHOCTIORBIC X 23 7 — 3 3 VRIS
P 7050, Wiy ME D, mUER50-150%, = MAGE
25% LN F DR 5 72T BT i B o h2Y. 2o
Zlnn, Wi¥y MIFBRESY o8 B AR P OR
R ERTETHY, MLERTORBEY 87 Y
OPWEF Y PELTHMTH L Z Ehmshiz?. K
ETHTR O D F v MIREICH 57285, HTFSIREET
LIVr Y (p34) #ate KRESFRW Y 7 HITxd 5
Pk MW 72ELISAE# %L, Wil S hTwna*?,
COFFEZ X BREY X7 GEEAERH I R$ BT
iz, ARERPOKRT Y U7 BEBROBRGBREZL L
Tlpg/ghml, REBEIRS STEERWTS I
AR ENC LT SN o7, SO T
VIR ZHE LG T, $XToEMcBwT
60-120% D L 2 7~ L, W& oA RE L b RIFC
Holz. FREMOETVINLEMSE TSR OKR
THMIMELISAF v b &L 7245 R, AKTELISA
PDF v b ERRTEHVERZRLTWEY. 71
LTI, EHLB2STLVTIVOEARNS WV
2 b, BEEMDSENZE, WLErH L L E
AZTC2STNTIVEPKE LTRY 7 a—Fuiifkz
MEL FhZzodikz vy~ K4 v FELISA
HEERFELZNY. Sy vEHOBREORE T, &b
IS L7z¥—=h v F v TH 7V IR LTOI%LLFD
KIsETH Y, ZofioF v VETDH, 0.001%L T DK
e CTHo7. TU—AFLGATLEDOLD LT
BEORSEZR LI ENS, BINTIC X 583
HWZ EHURIEE Nz, 160FEFE O LA %2 HlE L7z
W BUBEERR LY —A v F v Y PALTIE, $RT
MKED T E 2D, 7V ICEWERLEZ RS 2 L8
IRENT=.

5.2 xRy vIuvsr4 7k

v AY y7uy NE, BREME Y B e R
U727 UNT I FSVESKENETHEEL, PVYDFEIZ
W L2t BECTHEPUARS 21T, ¥ v 8%
BT 58 TH Y. EROELISABICHLTIE, &
HETH D HEEEIBEE L TER SN2, BER
IOEDS D B A, BUED SRR 2 ROe I X 0 A
L2 DOD2MERTHIENTE V. LR OHIC
BMLTiE, BIBEHERNOBMLRT LT LFROBIET
X, A—THY, TNEIRAEL TR LEMICIZRE
B3 B AR DNAMHE % M3 % 7 (PCRE) &
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MR %) 27w, w2 Ay 7y MEEGT
BICHTAHEHRPESN D DT, ELISA L 0 L 45HR
WA EECTH 5. 72720, oA, ATV T
IVRCFRLATAL NI, IWHORRY Y V7B TH
0, JRERRVFRINIRETE TN LN LAMIC
WBHEHATE R VOTHEET LLEND L. WAL TIE,
PR U D W T ORI L 7o TV 5. Hok LR
FWEFE Yy X ay by PATIRENTW S
(Table4 ).

5.3 Polymerase Chain Reaction (PCR) %
PCR#EIE, B ODNAZ KSR L, FFEADNAGHIK
% Polymerase Chain Reaction (PCR) Kt iZ & 0 BEiE
L, 7Ha—Z7 VESIKEIC X )58 L, DNAIE
N FERBRET B ENRRETH B, WAETIE, /b
£ 23, BEEY, 2V, PCOBE DR
Bt 7o Twb (Table4). ELISAER Y = A%
Tay MERY N EENET A HETHY, fE
£ TR IERE JE R R & D283 JUSHE IR S 2 1619,
L2 L, PCRi#E, DNAZMIT % 72 0% 84 <,
INEMAN D720 ODPCRIETIE, 4%, 4V ERTK
ZTRBIME T, ZIZRMND70DPCRETIE, /I
%, FAETEMBE WY FRAERNO DO
PCREETIE, Mo F v YEPKETERBS LAWY,
APEPICEGHLTERT L ZV - PICO55 M
AEE LTI, 2 ICE2 TN ENERICHKRIBT
APCRIEZY, HOLIZX VB EINZ. ZTOPCRET
i, 20, NI EZENENIORELL EH W BEHC X
D, 20, DICEREMNITHIRHTE L ZE2REN
720 %7 7 U7 E10 ppmAHY @ 2 OHILY, B
LWL, B EELESVINTAEN ZH W 25E
b, TNENIFRINICPCREW ZMILT 5 Z LS EET
Hote. 72721, ZUPCRRIMEOBIZIZY v oA 7
=25, PICPCREIBEDOBICIZ Y v 3, ZhEni
Bt e b 2 EHRENTWS, KFICE LTI, 1
513K PCREZBIZE L T 5™, PCREEICBI) 212
FJDNARLH] & LT, Glycine max repetitive sequence
ZEIRNL, TOHEBETRERAIH TSI A ~—%t& L
TGym81/820 7 7 4 ~—xiA%ikEt 7z, PCRED T
FTAT—FiEF & AR OKELA O GHHI0M, g
I L ISR RS e\ v—T, KE»L DAL
B, PHEY A ZOWEEDZE LT 72, WA
EEEIX, KEBRo&EEHR L L Tl0me/kg (ppm) (K
By Ny EREERE35ppm) Thovz., < HAICHL
Tk, KE 5D 2 APCREZHIELTV2™. LA
matKilifzFa 4 —7 v M LTT 4 v =& &t L
TWwab, JREMCIRRFER L S EY & 084

RSN o7, WML 2AFHIETLE—H ¥
F o EOREEND - 72, HIREEZ HwizE—7
VF e ZAOSMBDMEN. L7z FoBERE
10 ppmBL F &AL E LCHaRREE2RT L2
WEINTVL, FYAICHL T, HIT55% Y 1 PCR
EERELTWRY. <y Y CEBRAM T 4 ~—%T
i, ¥4, Huvr, BrEbERiE S eErs,
FoA UV FIURMATIA =0 Tix, ¥4, ¥
VFY, WAL, S OR, YA X OHEE
MR LN T L, MORY T, O OIEFFRIE
MDPFOENTb DB H o7, A XL I3RL L7
O, “HMoTIA4v =ty FORREREBVWEEZ LN
7o, MEIBREME, 7 4 DNA®50-500 fg& 72 ), DNA
LAV CT1-10ppmTHh o7, WHEICE LTI, HES
PR - B B ER - BREZASIKRILT S S
LSRR TV F A APCREZME L2, KA
DF Mru—ub2a— FENBETFLTTIA~—
Bk O TagMan® 70 — 7 % #%at L, $EMEO VR
BrBhoTwh, INEDNAZ~Y N v 7 AL LT, %
WDNAZBEHICIRA L3k 2 w23 (BAUR
ARER) ofERTIE, 0.0001%F TOMBEMAEET
HbH. EHI, TENFNORANEETHCt (threshold
cycle) iz 71y b L7z#ER, MHELORV RIF 2K
R L7, NP HICELTIRRERNY) TV A4 A
PCRiEZ S L 727

54 A&7 ik

ik w4 a7 7a< bk (575070 —
) LRSI I TS, B, 3L, NE 2L
AR, HUEREO 6 i H 2 gIcF v s E T
5. CORBEEESPOMBLABRETAMANY v
ZEIZH L, ELISAZER Y 2 A% ¥ 7ay hMEEHE
BEOBURPUARISIZ X 1, 10-200 % 1B M2 51X HB
DY PRI SN HET, Fo9 L 7R AT
%, W THRBEIRETETH L. LorL, BE
LRI X 2 B & ¥ 2% 2 B ASEBN AT
Ao 7Tay— BRI X BN E 4 U SRk
NHDHDTRENLETH .

5.5 LC-MS/MSi%

FE B IZIZLC-MS/MSZ Wiz &b o7 L v v
DOHHEORFELZ L WHEEINTw A, BHETDH, K&
HoZE07 LIvy v 2LC-MS/MSHWTHHT T %
FHiEERREIELEY. $72, BMSEAE 4% K%
MEERGOEHOINVF = e FIEDIST VT =
Mo MY T Y VEALE KR TF FOLC-MS/MS% Hlw
MR L Y. LC-MS/MSHER, #BOT L
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Table 1

Raw materials and initial extraction methods

Allergenic food

Raw material (Ingredients)

Extraction method (preparation)*

Egg Fresh eggs of white leghorn hen,
homogenized and freeze-dried

Milk Fresh milk of cows, freeze-dried
after defatting by churning

Wheat Mixture of 14 species of wheat,
pulverized

Buckwheat Mixture of buckwheat produced
in Ibaraki Prefecture and China,
pulverized

Peanut Virginia species produced in
Chiba Prefecture, ground in a
mortar

Shrimp/Prawn Fresh muscle of black tiger,

(Crustacean) homogenized and freeze-dried

0.2 gin 20 mL extraction solution™
shaken overnight.

0.2 gin 20 mL extraction solution shaken
overnight.

1.0 g in 20 mL extraction solution shaken
overnight.

1.0 g in 20 mL extraction solution shaken
overnight.

0.4 gin 20 mL extraction solution
defatted by acetone and shaken
overnight.

0.1 gin 20 mL extraction solution shaken
overnight.

*The protein content of the inifial extract was determined using the 2-D Quant kit (GE
Healthcare Bio-Sciences Co.). The initial extract was diluted 20 times to make up the calibration

standard solution.

**Extraction solution: buffer containing 0.6% SDS and 0.1M sodium sulfite.

Table2 Japanese guideline criteria for validation protocol of quantitative detection methods for food allergenic

ingredients™

Number of laboratories:

Number of incurred samples:

Number of dose levels:
Recovery:

RSDg:

=8

=5

>1 including 10 pug/g**
50-150%

<25%

*Based on Notification No.139 of March 3, 2015, from the Food Labeling Standards of Consumer

Affairs Agency.

**The corresponding allergenic ingredient soluble protein weight/food weight.

VY B RIIC I ICRINT 2 2 L SRS 2 D), FiE
HFREE LTIEY 7TIVY A4 APCREFRECER 2 BT
H5b.

6. FFEEMRED RO 2 7 FHH

FHARIMRRET 2> S 5 8 M B O ZORH BEZ L2 TWw b
DN, TUVF—WHEZELEROMELTH L. £
JHBERTIIM TEGONEREZ /T, TLLVF—
BaabENOFRPEYI 2 EN TS0 % BT
DFEFEL PR TEH L TwE,. H LEYRERIEZIN
TwhwEHE S 8a1E, LB U TYE%AE N
A—H — AT BERE D 5 WIIITBIEE T A5 2 L2k .
PUF IS EIC O W TS T 5.

20014 B DA G @ RHAIEFEHECTIE, MO FE & FH
B5 i HOFREEST 2 H CHRAEEORFETbh
7o, FTOREREED LI, 20024118, EAEE O @A
LT [ 7V F—PHEEZELEROMAELFITOV
T (MWFlmRss:) #aksn®, zoht, B

DFMRERE oM CEma:, WAk 23
LD LN FDfk, ¥ 287 Gk B R,
DHAEALF I, Bl oSR3Iz, 20084F 12
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Table 3 Japanese guideline criteria for validation protocol of qualitative detection methods for food allergenic

ingredients™

Number of laboratories:
Number of incurred samples:

Number of dose levels:

Precision:

=6

=5

>2 including negative control (blank)

and positive control (10 ug/g**)

=90%

*Based on Noftification No.139 of March 3, 2015, from the Food Labeling Standards of Consumer

Affairs Agency.

**The corresponding allergenic ingredient soluble protein weight/food weight.
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Investigation of Labeling

egg, milk, wheat,
buckwheat and
peanut

*1

*#72 shrimp and

Manufacturing Records

<’\—rf>

<’\—rj>

Recommended
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¥ Caution

Labeling Labeling

Prohibited
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Mandatory
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Unnecessary
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4 13 { ) ¥ i 4 4 4 v 4 )

Fig. 2

Decision tree for the practical test used to monitor the allergy labeling system
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