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BCOP: Bovine Corneal Opacity and Permeability
BRD: Background Review Document

CM: Cytosensor Microphysiometer

CV: Coefficient of Variation

EURL ECVAM: European Union Reference Laboratory for Alternatives to Animal Testing

GHS: Globally Harmonized System of Classification and Labeling of Chemicals
ICCVAM: Interagency Coordinating Committee on the Validation of Alternative Methods
ICE: Isolated Chicken Eye Test

JaCVAM: Japanese Centre for the Validation of Alternative Methods

NICEATM: NTP Interagency Center for the Evaluation of Alternative Toxicological Methods
OECD: Organization for Economic Co-operation and Development

SSD: Streamlined Summary Document

TG: Test Guideline

UN: United Nations
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N AT -

REL7T 7 A

ESAPIXYNE

B ORI 2 IEfEIZREE] T & 5BRIED B IR 27 T, AHA FTA T
3. EERIROHEE 25 & LD U TFWEIEN S h 5 BPER 727
FRZEEL, £7. BEERIROBELZEZTWEE., TS OWEN G IEMIZ
W T & S BRIETHRIT 2 2 Lnb o 5 (TG438 ANNEX 1,
DEFINITIONS) .

R 2 IEREIZFENN T & D BRIEDN B IRD DT, R A T4 Tl
ARFITEME S 5 VT EERIROEGEETITRWE TR SN 2L FEICEA S5
BB 725 Nt L. 9, IRREIESD 2 WITEE RIROEEME TR W)
Bz, THUSNOWE D B IEREICHR] T E 2BRIETHRT 5 2 LMD 5
(TG438 ANNEX 1, DEFINITIONS) ,

UN (United Nations) GHS (Globally Harmonized Systems of Classification and Labeling
of Chemicals) X732 T, EERIBOGELZSIXEZIMWELE L TR EN5S
e e

UN GHSIX /A% T, IRFEIEYE & LT s E



1. BETOHE R

=7 F U OFGHIRERZ W72 BRI :R8%  (Isolated Chicken Eye Test, LA T ICE ¥%) 1%, ¥ &AW
72 Draize IRFFHEPERERIE (LLT, Draize %) OfUEFRBRETSH D, 2003 4225 2006 20T T, by
TEY o HRCBT 2 EERIROGEZ G E I WE (K5 1 WE) Z2RET 2720 0L L
L, BRI/ Y 57— 3 > )3 NICEATM (NTP Interagency Center for the Evaluation of Alternative
Toxicological Methods) / ICCVAM (Interagency Coordinating Committee on the Validation of Alternative
Methods) (Z &Y 72 41, 2009 412 OECD (Organization for Economic Co-operation and Development) 7 A k
WA K74 (TG: Test Guideline) 438 (TG 438,2009) & L CTEIRS 7=,

Z & IEAINZ NICEATM/ICCVAM X EURL ECVAM (European Union Reference Laboratory for
Alternatives to Animal Testing) 35 J U8 JaCVAM (Japanese Centre for the Validation of Alternative Methods)
DOWHFID T 2006 4725 2010 FEIZ T T, A AT v 7 HRITET 5 KAMEORIEE L LT
PEICBE DRI AN Y 7 =3 a U AHTz i TNz, N 7= 2 i3, PIENCHEH S 7z ICCVAM
T =% (2006) NEDEEMHO ST 2 SR, ICEIEDILRIEN DR EINITEL 2o 72,

D%, 2012 4, OECD HEEHZIZ LY UN (United Nations) GHS (Globally Harmonized System of
Classification and Labeling of Chemicals) X457 FIZE W CHEHMEEE Sz, #FIRNCFER ST —#
—ZITHIT B invivo 3 X W invitro W57 DT — X B EIE SIVTEAED, invitro DX ANEEN ERUTHE
ST, & 2 THO TRHMIA TN IZFER, ICEIEIX Ny 77 0 v HFRUTEB T 5 X5 | MEDFRE D H78
SR LT v THRCBT DROAMEDREEE LTHEMT 2 2 EBARETH D & Hlr S, 2013
7 H 26 BfHT T®ET TG 438 (TG 438,2013) & L CEIRE T,

TG 438 (2013) O EZRLFTAIL, 1) R AT » 7T X D UN GHS K34 E [RIE~ D B L O
2) MARRCH D, AEEHREZESIL, 20 TG438 (2013) OHETARIZOWTHRF L7z, BUFIZZED
i R A WET D,

2. RBROMHE

ICEETIE, =V MU DD LIRERICHBRMEZ RE L, ZOME. REKICAEC 2 ABEOEM4
AEOIER., IREBERB LTV LA QOB bE LTED RS, Zhb 3 FHMIEE OL{bE %
NENERO A a T IZEW L TR LN DA A & &1 invivo TORRFIRME A THIF 2,

FRHIE B O E LT, A) AROIER CEHMEER 23858 U7 BT TSI CTARDOE S &
HIE U CHREE 240 /3% £ CORMFN bR %2 ERMITRD D) | B) ABEOIREE GBS BEMEIIZ T
ARV BE DRRIFHY 70 28 & 2R 240 3% £ TBIZET5) . C) 7 A LA U3 GIIBRUAT BERMERIC
TRERE I DBROABEREDO 7 VA LA Y elE) #RET L2 EThHD, FHEOEREEGEORE
LY, IRFEEEOR HITNNZ T AT DDERBIRNT T A IV O 4 BFHIZOEL, 2o 00EERZR
A LT, B3R E OIRBR M A HET 5,

3. WETR
3—1. Invivo—invitro 7—% X—ADFRHEL

TG 438 (2013) DOLFETIZSEED OECD HMEBZIZ LV | AlEEHIE 21T - 72 ICCVAM (2006)/3 U 7
—va T —A_X—2A% 4 LICFE LD 57 SSD (Streamlined Summary Document), Appendix 1 (OECD,

10



2013) B EMET D 3IWEEERIN L1z 175 WEIZOW T, invivo B X WNinvitro Dl x DT — X T2\ T

il S e, Invivo 77— ZIZOWTUE AT — 2 BRI L TWD IS WEZRIEDP BRI L, & HIZfEx
DT —HZFEETZ LIZEY UNGHS K3 COFRHEN R ESNT, 2, invitro 7 —% TIET — X DAL
B L & BT7ZICRE L7 UN GHS X3 (3—2—1I0) (ZHDS HPHEN R S, UL EOFFHTIZH VT,
RASHIUTAR b L7 7 ROFHIECIT 175 WET 152 8 (H—E : 72, BEWHE :80) 25, by
Z0 I ROFHIZIT 140 W (H—WHE : 65, IREWH : 75) BHVLNT,

3-2. RMALT v 7HRTOD UN GHS K54V E R E~DE

3-2-1. UN GHS R B D7 72 E L EDORE

TG 438 (2013) TlE, #H7=72A N A7 » 7 FHRIZ X D UN GHS RKGAME DO REIZRHET B 720, X5
SN E A O 72 3D O TE FLEDS T T2 IZRRE S 7o, B S NIHE L HEAE R 1 IR T,

# 1. UN GHS X5 M E R D 7= 8D 0| E Ha e
UNGHS X747 |3 #HilizE H oG ™
X574k 3HHEELZ TATCHEINS
QHEEMNZ ZAVICHEIN, THERZ ZANICHEIND
*) 3FHMmIEE : AEOMER, AR, MO 7 LVA LB A Gk
77 A1 b 5 RRFITHME

3-2-2. R MAT v FTHATOERME

RO X IR L2 #i 72727 — 2 =2, R ATy RSB ARG E ERET D

Gits DIEREMEIZ DWW TR S 7z, fEREZFR 2 17T,

XA E D REIZIUN T, Draize IEORE R & T 5 & | ICE D IEMEEIL 82% (125/152) | JEEE
9% (72/73) . FFEEIL 67% (53/79) . AREMERIT 1% (1/73) B X ORBEERIT 33% (26/79) Zor
Lko%@ﬁ%mﬁ<\%@ﬁ%fbt%ﬁi%%ﬁ%%ﬁAﬁ%ﬂ3%T$1%TCm0%>@AT
Hotz, —Ji. BEBERITEVS, R NAT v T HX TGS RN OGS, o) e itk

X DHERBMEE L STV,

#2. RELT v 7 HRITHIT 5 ICE O IEMNE —UN GHS X4537E TO X5 4ME DR E !

RBRLT No — K E JR ket | FpEE kot =R
775 1 % No. % No. | %/| No. | % | No. % | No.
BRI E 152 | 82 | 125/152 | 99 | 72/73 | 1 | 1/73 | 67 | 53/79 | 33 | 26/79
B515 A R
SHEE RN | 149 | 83 | 123/149 | 100 | 71/71 | 0 | 0/71 | 67 | 52/78 | 33 | 26/78
L7256

No. = H#URYE ¥k
'UN GHS [X53: (K53 M) *F (K53 M LIS
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3-2-3. RMAT v 7HRICBIT BHEHRN - sk HEHM:

o H MR S (5F = F Ml A £ 2012, ICCVAM BRD : Background Review Document 2006) T
HEINTNWD ERY | ICEEOABRIEREZFEEE L25A Ol CV EIX 1.8%~63% Th -7z,
WHRWED > H, R MAT v 7 HRBIO Ny 7H T AL S, 2 TONEIZEHV T UN GHS X5y
N B LT BRI E 1L 75% % 57z, £, UNGHS K& o —Eafam s Li-54, T & tho
SN & ORI OFBIREIE 0.829~0.849 Th - 7=,

3-3. by 7FZF U2 HFRTO UNGHS K% 1 WERE~DEH

3-3-1. by F¥U U HFATOIEmMRME

Ny 7 E o BFRICBT DR 1 MEEZFET 256 OEMEIZOWT, BT —2X—2%Hn
TR sz, fEREE 3 ITRT,

X0 1 WE ORIEIZF VT Draize (EORG R & IS 5 & —EUE 13 86% (120/140) | fAE2MERIL 48%
(13127) . 1ABPERIT 6% (7/113) Thot-, T a—, FEEEB L OREIEERZ RN LI-5hae. —
B B3 0 (ARRPER L ABTERIZIK T LT,

#3. by 7HZ 7 HFRITEIT D ICE O IEMENE—UN GHS X4 1 W8 D[R E !
Ny 7 X — B E ST Y= W ARG IE SR

No.
= % No. % | No. | % | No. | % No. % No.

PR G 140 | 86 | 120/140 | 52 | 14/27 | 48 | 13/27 | 94 | 106/113 | 6 | 7/113

TV a—)L [#]
(LS SAON ]
TEPEA % BRob

L7=%A

No. = #ERWE L

'UN GHS X457 (K43 1| W'E) *F (K53 1 WE LIS

82 | 94 | 77/82 |71 | S5/7 |29 2/7 |96 | 72/75 | 4 3/75

3-3-2. hroZFEyUEFRITB RN - X EEERME
SIS E (5 S F MM E A E 2012, ICCVAM BRD 2006) THEINTWAEBY, Fy 7F4
7 U HFRITH T ARERN - MR EEBMEIIAR FAT v PR E RSB RENE LN TWS,

3-4. @EHAMRRK

BTG A REASE S A e, BRI, REiEAIR L O 7 v a— g8z on T, mVAERERH 5 0

(XBBGIEENR SN, LFOBEBNG 2o O FWEICS ICEEZ#HHAT 52 LT 5 LWl

STz,

Ara7T 7 A

o PHIHEEMABEAEBEICHIE2WED S B, 1 E (TNO-94) MBMERMETH Y . HiEoEEl Lzt
a4 (TNO-93) IZIFFRO Lo Tz, €5 T, ICE {E~OW AN BRIV 2 ITIFARIL AR
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+THY . PG AREEG A SR 8 SE0 b RN 2 BTV & STz,

H—wE. IRGWHE. IR, EIREICRIT DR MERIT 5% T LR | ABHERIZOWTIE 33%
Lt oFERYE (BCOP: Bovine Corneal Opacity and Permeability ; 69%. CM : Cytosensor
Microphysiometer ; 68%) (AN AR SN2, H—E B X ORETEHEFIC OV T OB
PERITEOD, AR b AT v 7 HRUTB W TEGME &l S 56, thomb) e Bkikic L 2 R
MMELE INTNDZ NG, T O(LFWE 2 5 0 b BRI 2 BTV & STz,

A AT F- W

2RI IEARE (n=34, 55%=6/11) I X OFETEMER (n=21, 67%=6/9) 1B\ TEm <<, 2
PEFRIXT Va3 — 1 (0=12,0%=4/10) IZBWTE»-o72, LL, ZTHAHO5EICE T IR
BPENEMIC TRISNTWERNH D Z L, SHIT by 7E T U HFRITBW TR & Sh - 8E
OO 22 BRIEIC L DR MEE L SNTWD Z &b, BARWE R X O miE Al 4 i 6
WS RAT A MBIV E SN, 7275 L, T a— VAT ENE SN SE1T. RO
FRPUTEEIZ TR E &L Shi,

VLB ICEJRIFAR 8T v T HATORGHIWER L O b v 750 I TOXS 1 WEORIEE
ELT, TRTOMEOEWEICENTE 2 & ahiz,

3-5. Z0fth

T FE R B OB

TG 438 (2009) Tix, ICE{EOHRAET = v 7 AWE L LT 10 WERHERE I, UL, 10
TWE O, KOMDEREENTWRNSTZZ ENE, RWETHR TR, 3 FEO X4 M E A
BMEA, LTFO &S R EHRAERBYWE L L TELDLNL (R4 .

ARER DJEMIEEE (FMURE) & LTeI8CTh 5 25 C " OIREHIPHI R S vz,

WERIE BBtk OIRERTEE IS B W T, SBINDOTEE 2RO bz,

W EA~OFTHEH BN N,

REAJDEZRICOWVTEMN - FTIER R ST,
ICEJEHEICET2HGEE LT, A7V =07 T AE W) fGEICEZ b o7z,
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# 4. ICE {EDEEMGRYE

14

. o 5 W) | InvivoTO )
L E CASH 7 34 e %45 ICETD Xy
F=o A
e ra=m (5%) R001-54.5 | L% HEZE X571 X771
Benzalkonium chloride (5%) Onium Liquid | Category 1 Category 1
compound
. NV
VN S eyl Bk | 1
Chlorhexidine 55-56-1 TSV Solid Category 1 Category 1
i Amine, Amidine gory gory
1V IR AR
TN A LA TR V743386 | =27 VH AR Kol
Dibenzoyl-L- tartaric acid Carboxylic acid, | Solid Category 1 Category 1
Ester
~NT ua
£ IHT = regana | FAZV v | EE | R X431
Imidazole (L& ¥a Solid Category 1 Category 1
Heterocyclic
hY 7 uEk (30%) 030 | PVRVERE k| K43 X531
Trichloroacetic acid (30%) s Carboxylic acid | Liquid | Category 1 Category 1
26-C 7R A TV . =N
say 4659454 | nTq g | I TP ey
Dichlorobenzoyl chloride Acyl halide q goty
NI N - AT R ﬁ I\
LT E=0 A 6484-52.2 | P L e EA RN
Ammonium nitrate Inorganic salt Solid Category 2B
7 N FA -
I 7 " ] X4y
]:Er;hg‘ljz rzn)t(h?;:c/e?;)fce}t\ff " 609-14-3 AT VIR ﬁz{fid Eiiz 2(? 2B RS
Y ety Ketone, Ester 4 Bory
AR
VAFLANEF YR ccss | EB® Wtk | Ko V)
Dimethyl sulfoxide Organic sulphur | Liquid | Not Classified | Not Classified
compound
7Y tr— se8ls | L /VIATVE R RSt X434%
Glycerol Alcohol Liquid | Not Classified | Not Classified
ALK
AFLL Y BBy o637 | BRI it | K K551
Methylcyclopentane Hydrocarbon Liquid | Not Classified | Not Classified
(cyclo)
RAGAK TR
ne 054y | @0 ek | K5 poy5
n-Hexane Hydrocarbon Liquid | Not Classified | Not Classified
(acylic)
BT T \p7el | MEE k| s <535
Triacetin Lipid Liquid | Not Classified | Not Classified
8




4.

i i

TG 438 (2013) TlE., ZDEMEME & FEMEOMA RS, UN GHS OIRFAFEMHERFIZBNT hy F&
CHRICBIT DX 1 WEORIEDHRR LT, R LT v 7 HRICBIT S XKS/ME OFREIC ICE 4%
HATHZ EIFARETHY . ELH0FRITBW T HEAMEICHIRZ X T 2 LB RNV E STV,

IRFEMEEEHREEE S L LTH, by 7 ¥ FRUCEBIT 2 UNGHS K43 | WE 3R L NS b AT
v 7 J5 BT % UN GHS K48 OIRIEIC, Draize {EDOERRBRE & LT TG438 (2013) %M
HZEIIARETHD EE X,

SE IR

1)

2)

3)

4)

5)

6)

OECD Guidelines for The Testing of Chemicals, Isolated Chicken Eye Test Method for

Identifying 1) Chemicals Inducing Serious Eye Damage and ii) Chemicals Not Requiring

Classification for Eyelrritation or Serious Eye Damage, TG438 (Adopted 26 July 2013)

OECD Guidelines for The Testing of Chemicals, Isolated Chicken Eye Test for Identifying Ocular
Corrosives and Severe Irritants, TG438 (Adopted 7 September 2009)

Streamlined Summary Document Supporting OECD Test Guideline 438 on the Isolated Chicken Eye for Eye
Irritation/Corrosion. Series on Testing and Assessment No. 188 (Part 1 and Part 2), OECD, Paris. (21 June
2013)

ICCVAM, Background Review Document: Current Status of /n Vitro Test Methods for Identifying Ocular
Corrosives and Severe Irritants: Isolated Chicken Eye Test Methods. NIH Publication No. 06-4513 (2006).
ICCVAM, ICCVAM Test Method Evaluation Report: Current Validation Status of /n Vitro Test Methods
Proposed for Identifying Eye Injury Hazard Potential of Chemicals and Products. NIH Publication No.
10-7553. Volume 1 and Volume 2 (2010).

JaCVAM, HRAFIFEM AR AR IE O H = Tl S - FEMoa S8R« IRIC) 28 &ttt L OGRil|
MR O 72D =" Y Hi§HIRER 2 F O 72 IRFE MR 15, AATEX-JaCVAM J1, 16-29 (2012)
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