HR B A e R E

TRk 224 3 A 4 H
No. 2009-03

EFREETI B RILEREET )V EPISKIN) 2 H Ve B ERIBE AR AR EORE

SRR 22 4E 3 A 4 BICHE, ENLERE LS EEVTFERNC T S N2 f Rk maisE G
i JaCVAM i) ICBW T T OREN R I N/,

RENE: E FEEETI G RITEEETIVEPISKIN) &AWz ERBHERRREEZED
SN HETHEYNTHA T, LEME QR ERIBEZRERIHMETE 2.

ZDigEZEIZ, ECVAM (European Center for the Validation of Alternative Methods) T#2
RINLERZHEIZ, E MEEETIV G RILEEET IV EPISKIN) % F Wz B g B AR
BikD7= JaCVAM JERIEEFMEZEERICL DX LD 5N/ XEEHWT JaCVAM i
M OECD /A ¥ > AXE No.34 I24t> T, iHMIB I ORE L7zfER, TOH AR SNz
ZEMBERE N

DLEOBEIZED, TRARBOREWMEAEE LT TE NEEETIV 3 RLKEET IV
EPISKIN) Z MWz ERIE BN E] OFHERETLSIHDOTHS.

MIER &

1. JaCVAM 3l =i i v
2. ENEEETIV B RILKEEET IV EPISKIN) Z H Wiz B ERIME AR A RO DB =]

i B i &
HE E @

N =T :

ESRVAEE S-St e JaCVAM M2 R
e Y BRsEt y — ESRVALE Srh Y e Sy
SIEER A BIAR = e EmRABmEtr ¥ —

Bk &



JaCVAM FHli=i%

HE E (BEESEREER AT

HpER (RREREEYY— FHHIH)

HHRE (BEAREEEE)

HBIEE GRRERERKE)

Hi Th CGREERKZE)

PRI (HARETEGR)
MA#T (BA R TEESR
REf=z (BHREFTERR)
NEFSFIER (EEREREE AR
A TE (BEREFERL SRS

aH & (ENEESBRMMEENAT ZEERBRRELS Y —
AHEEYW (EMEELSBREERRT AEEELEE)

FTH—=N—
SR (BE57HE EEARLRRE FEEER LEHERESNED)
REHE— (REEXE HEEER (CEWHELZLR)

FTH—N—: JalVAM EEZE

od

REFgE (EMEES
%

B W)
wmmerE (EME i

]

5]

o

N E (ENEESRMEERAT Z2UEDEBRMEL 5 —

MHER (HABHERRBEES

I BEER)

BEEENER ZeEEDRBHRES Y — EEL)
ZEBRER)



JaCVAM statement
on the in-vitro tests for skin irritation

At the meeting concerning the above method, held on 4 March 2010 at the National Institute
of Health Sciences (NIHS), Tokyo, Japan, the members of the Japanese Center for the
Validation of Alternative Methods (JaCVAM) Regulatory Acceptance Board [1] unanimously
endorsed the following statement:

Following the review of the results of ECVAM (European Venter for the Validation of
Alternative Methods) statement on the validity of in-vitro tests for skin irritation, it is
concluded that the EPISKIN can be used for distinguishing between skin irritant and non-
irritant chemicals within the context of the OECD testing guideline No. 404 on Skin irritation.

The JaCVAM Regulatory Acceptance Board has been regularly kept informed of the
progress of the study, and this endorsement is based on an assessment of various documents,
including, in particular, the report on the results from the study, and also on the evaluation
supported by JSAAE of the study prepared for the JaCVAM ad hoc peer review panel

ajime Kojima, hru Inoue,

Director, Director,
JaCVAM, NCBSR,
National Centre for Biological Safety and Research (NCBSR) NIHS,
NIHS, Tokyo
Tokyo

4 March, 2010



The JaCVAM Regulatory Acceptance Board was established by the JaCVAM Steering
Committee, and is composed of nominees from the industry and academia.

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

Mr. Tohru Inoue (NIHS)

Mr. Noriho Tanaka (Food and Drug Safety Center)

Mr. Takemi Yoshida (Showa Univ.)

Mr. Hiroo Yokozeki (Tokyo Medical and Dental Univ.)

Mr. Isao Yoshimura (Tokyo Univ. of Science)

Mr. Kazuichi Nakamura (Japan Pharmaceutical Manufacturers Association)
Ms Yuko Okamoto (Japan Cosmetic Industry Association)

Mr. Takeyoshi Oshima (Japan Chemical Industry Association)
Mr. Hiroshi Onodera (Pharmaceuticals and Medical Devices Agency)
Mr. Iku Mitta (Pharmaceuticals and Medical Devices Agency)

Ms Midori Yoshida (NIHS)

Mr. Yoshiaki Ikarashi (NIHS)

The following members were involved as observers in the consultation process, but not in the
endorsement process itself.

Mr. Masayoshi Shibatsuji (Ministry of Health, Labour and Welfare)

Mr. Shinichi Jitsukuni (Ministry of Economy, Trade and Industry)

The following members of the JACVAM Steering Committee were involved as observers in
the consultation process, but not in the endorsement process itself.

Mr. Yasuo Ohno (NIHS)

Mr. Mitsuteru Masuda (JaCVAM)
Mr. Hajime Kojima (JaCVAM)
Mr. Masaharu Akita (JSAAE)



