HRRBRIAR R H

SFoAE 11 A 18 |
No. 2019-03

2018 A2 E OECD TG 438 =V b U IRBR% > 7= AR R 1 3Bk
(ICE ¥ : Isolated Chicken Eye Test) (ZB3 3%

SFoTH 11 A 14 BICEN EE SR SEENFZCETIC CHME S - Fri R BRE i =ik Ga#F -
JaCVAM i) ICBW T FTOMEN ST,

BENE . ARBET, ALFWEC X DIRAMEZFHEICE, by 7 XU FRUICBWTEE
EOEBELZBXEZITYWERORNCR FAT v 7 HRUCEB W TR E & LT
HINRWEZFHNT 5 &) Aoz W TITEIFIHIZFETH D &5
25,

ZOREEF, BAEERBREEREZESICI D O LN CEEHW T, JaCVAMAE
mwmﬂmootnmf L7-RESR., 2oF SR EINT-Z EBIER Sz,

LUEDPHIC &0 ATBCY RO Z VR 714 & LT 2018 £ OECD TG 438 =7 |k U HIREK
iz Hﬁﬂﬁﬁﬁiﬁgﬁ (ICE 7% : Isolated Chicken Eye Test) O HZ#ET HH D Th S,

PN g Y RN

JaCVAM iHi=ik Bk JaCVAM #E&=XES ZHEER



11

KB R
Eng s W=115
A
it 5 3 3¢
HERE®
S E %
MR T
IR ST 7
(AR
hAR LD Z
vE I Bk
[/
HE R
RN
B W Z
B R i —
BB T

JaCVAM FEfh£ %

(AFEHEIEN AFRLSMIEA MR AR ) - BEE
(1N = et £ it fer AE IR T

(FESZEHR R b i AT e Rt ARt si e 2 —)
(B TERHR)

(A AR HETFR)

(A AE) ZBRATIETR)

(B ABUE T 2)
CISZATEAEN B R B HAR)
(H AL T A2 *

(NZATBOEN RSB E A %)

(ESZEFE & A AR B /| B AERTEE D)

(MNZATBOEN  EIRA ER SRR G E)

(A ARFMETR)

(ERZEFE & A ENFERT et ARt se e 2 —)

(B AR, T A 2) **

(HARBRBEZS B 2Y)

(A AR JERIET L X —s
B3 Pk 3044 A 1 H~SFf243 H 31 H
* R 30E4 A 1 H~FE 313 A 31 H
#* PR 3IAE4 H 1 B~SF 243 A 31 A



A
o =
7 %
IMIAEF
W I %
EREE
e B
A B b
=k E i
o B E B
IR {5
I

wA &
W
A IE F
JERI K AT I
NE B

JaCVAM #E = ZE 2

(B Z B3 S e AR GETT e M Bt de o & —) BB R
GRSTATECGEA RS FEHEH AR O HH)

(SRR ET)

(EINZ 3 R AR GETT 22 M R Je s & — I EI)

(7. 35 i 22T

(EI 7B 3 e SRR GE T 22 M E R G o —  3REI)

(E 2 3 e R GE T 22 M E R G o —  FR M)
(ENTPESER R AIETIIERT R i 7 — ik B me)
VI BE TR PR SRA a)

(BT EE ERAEHEER ERAFEETHR (LPWELENRE)
(BT EE ERAEHEER ERAFEETHR (CLPWELENRE)

(ENZEESE A R SRR TERT R AR TE e 2 — T IIRH )
CIRSTATBOIEN R P i 2 HE)

(AT IR ANRAER ERNEETHR P ELERE)
(ESZESEG R AT Zat YRR 2 — AR RH)
(ENZEIRL B LA Rt AYRBRE -t 72— 2 TR
) R

(ENZER A B AR R Rtk B st e & — e T RIS
B R

11






JaCVAM statement on the 2018 revision of
OECD Test Guideline 438: Isolated Chicken Eye Test Method for Eye Irritation
or Serious Eye Damage

At a meeting held on 14 November 2019 at the National Institute of Health Sciences (NIHS)
in Kanagawa, Japan, the Japanese Center for the Validation of Alternative Methods (JaCVAM)

Regulatory Acceptance Board unanimously endorsed the following statement:

Proposal: We propose the Isolated Chicken Eye Test Method to be useful in a regulatory
context as part of a top-down approach to identifying chemicals that induce serious
eye damage (Category 1) or as part of a bottom-up approach to identifying
chemicals that do not require classification for eye irritation or serious eye damage
under the United Nations Globally Harmonized System of Classification and
Labelling of Chemicals (UN GHS).

This statement was prepared to acknowledge that the results of a review and study by the
JaCVAM Regulatory Acceptance Board have confirmed the usefulness of this assay.
Based on the above, we propose the 2018 revision of OECD TG 438 as a useful means for

estimating eye irritation by regulatory agencies.

Yasuo Ohno Yoko Hirabayashi
Chairperson Chairperson
JaCVAM Regulatory Acceptance Board JaCVAM Steering Committee

November 18, 2019



The JaCVAM Regulatory Acceptance Board was established by the JaCVAM Steering

Committee and is composed of nominees from industry and academia.

This statement was endorsed by the following members of the JaCVAM Regulatory
Acceptance Board:

Mr. Yasuo Ohno (Kihara Memorial Yokohama Foundation for the Advancement of
Life Sciences): Chairperson
Ms. Yoko Hirabayashi (Center for Biological Safety and Research: CBSR, National
Institute of Health Sciences: NIHS)
Mr. Morihiko Hirota (Japan Cosmetic Industry Association)**
Mr. Yoshiaki Ikarashi (NIHS)
Mr. Noriyasu Imai (Japanese Society for Alternatives to Animal Experiments)
Mr. Kunifumi Inawaka (Japan Chemical Industry Association)
Mr. Tomoaki Inoue (Japanese Society of Immunotoxicology)
Mr. Yuji Ishii (CBSR, NIHS)
Ms. Yumiko Iwase (Japan Pharmaceutical Manufacturers Association)
Mr. Fumihiro Kubo (Pharmaceuticals and Medical Devices Agency)
Mr. Kenichi Masumura (Japanese Environmental Mutagen Society)
Ms. Ruriko Nakamura (National Institute of Technology and Evaluation)
Mr. Akiyoshi Nishikawa (CBSR, NIHS/ Saiseikai Utsunomiya Hospital)
Mr. Jihei Nishimura (Pharmaceuticals and Medical Devices Agency)
Mr. Satoshi Numazawa (Japanese Society of Toxicology)
Ms. Mariko Sugiyama (Japan Cosmetic Industry Association)*
Mr. Hiroo Yokozeki (Japanese Society for Cutaneous Immunology and Allergy)
Term: From 1st April 2018 to 31st March 2020
*: From 1st April 2018 to 31st March 2019
**: From 1st April 2019 to 31st March 2020



This statement was endorsed by the following members of the JaACVAM steering Committee
after receiving the report from the JaACVAM Regulatory Acceptance Board:

Ms. Yoko Hirabayashi (CBSR, NIHS): Chairperson

Mr. Manabu Fuchioka (Ministry of Health, Labour and Welfare)

Mr. Osamu Fueki (Pharmaceuticals and Medical Devices Agency)

Mr. Akihiko Hirose (Division of Risk Assessment, CBSR, NIHS)

Mr. Masamitsu Honma (Division of Genetics and Mutagenesis, CBSR, NIHS)

Ms. Mie Ikeda (Pharmaceuticals and Medical Devices Agency)

Mr. Koji Ishii (National Institute of Infectious Diseases)

Mr. Yasunari Kanda (Division of Pharmacology, CBSR, NIHS)

Mr. Satoshi Kitajima (Division of Toxicology, CBSR, NIHS)

Mr. Yoshinobu Nosaka (Ministry of Health, Labour and Welfare)

Ms. Kumiko Ogawa (Division of Pathology, CBSR, NIHS)

Mr. Haruhiro Okuda (NIHS)

Mr. Atsuya Takagi (Animal Management Section of the Division of Toxicology,
CBSR, NIHS)

Mr. Masahiro Takahata (Ministry of Health, Labour and Welfare)

Mr. Masaaki Tsukano (Ministry of Health, Labour and Welfare)

Mr. Takao Ashikaga (Division of Risk Assessment, CBSR, NIHS): Secretary

Mr. Hajime Kojima (Division of Risk Assessment, CBSR, NIHS): Secretary





