FOR AR R &

Fpk 2245 A 17 H
No. 2010-01

B2 M s B A% LLNA-BrdU DR

YWpk 22 45 5 A 17 HITHREL, [E T EE S &R BRI ThME = /- g BB ik iMn &3 GE
. JaCVAM Fh2iE) ICBWTLL FOREN R EN/=,

RENE : BEHERAM A Z B W VR EREEERSE LLNA (Local Lymph Node Assay)
T&H 5 LLNA-BrdU £ 2ED 5N /2 Hik TEynicfm iU, B2 WmE O kS RIENE 2R 201
FMTE S,

COREFIHABYERNFIEF2OMMT H2N) T —2 a Y REBSICX D #EHI N/ &R
ZHEIT, AR MAE Z B W WEEREERBRNAEE LLNA (Local Lymph Node
Assay) TH 5 LLNA-BrdU #EDZDDE=FHFMEERICLVELDENELEEZHNT
JaCVAM i =5%7%% OECD i1 # > AX#HE No.34 |ZH#-> T, Ml B L URRET L 72#5 %, OECD
FTAMHA RTA 2 No.d29 (FZERIENRE LLNA) ICHECTRHWS Z &2k, T AN
BRINI EMSERE N,

PLEOEHIZKD, TEM RO AL E LT TBEERAAZE B W EREER
¥ LLNA T&% LLNA-BrdU i) OffEAZIRETL2HDTH 5.

IR R

1. EEBAEABRAEE (LLNA-BrdU ) Ol ELs %
. B E AR B EE (LLNA-BrdU i) —REMil#H#R S 2

. R ERAEMRBRAEE (LLNA-BrdU ) — KRS =

. LLNA-BrdU & NUF— 3 W% (G 2 ER) misHE

. LLNA-BrdU i NUF— 3 VB (81 %ER) mE#

(5] NV b B ]

=110 1%

N FIBEE
7 P A JaCVAM #HMli 2k R
e e BRI > 5 — 75 5 e A 95
SR AR B e R > 5 —

=k e ni—de



JaCVAM FHiis5
@MﬂF(IJEﬁ nEEAEMERR TSR Y —)
F b E (EEREEEELAEE)
E¢%ﬁ(ﬁmmm%ét/&— ZREFRFFERT)
HHRE (FFRIRFEZEE)
MBS CRRERER )
EA D GREHERLKS)
RN (AR T¥#R4)
MABRT (BA MR TEESS
KBEE (BRMFETEGS)
INEFRFIEE (B3R mIERE R )
RHE & (EERERESRGEE)
HH & (ELEELEMEEVER RetEDsBRpEt sy — BEE)
AHHEY (ESIERGEREENRN  AEEELER)

FTYE=N—
BitEE (RE7HE EERHF FEEER LFWHEZENERE)
HWEE— (RFEEE WEEER LPPEEZENER)

FTH—N—: JaCVAM iEEERE
B i SR .
B AERTERT el ERBRE Y Sy —  SKEE)
BEJoE (BN EESENGERTT ZeEYEBmsEt ¥y — IR
Ngs E (ENIEESEREENEN U EYRBRMEr >y — EEE)
HEIEE (HABERREERES

REpzit (ESLEZE
BEEFthT (ENZEHE
E S
$



JaCVAM statement
on the LLNA: BrdU-ELISA for skin sensitization testing

- At the meeting concerning the above method, held on 17 May 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 the Ministry of Health, Labour and Welfare (MHLW)-
funded validation study on the LLNA (Local Lymph Node Assay) :BrdU-ELISA coordinated
by Japanese Society for Alternative to Animal Experiments (JSAAE), it is concluded that the
LLNA :BrdU-ELISA can be used for distinguishing between sensitizer and non-sensitizer
chemicals within the context of the OECD testing guideline No. 429 on Skin sensitization:
LLNA.

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.
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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 Regulatofy
Acceptance Board:

Mr. Akiyoshi Nishikawa (NIHS)

Mr. Tohru Inoue (Pharmaceuticals and Medical Devices Agency)
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)

Ms Yuko Sekino (NIHS)

Mr. Masaharu Akita (JSAAE)

Mr. Mitsuteru Masuda (JaCVAM)

Mr. Hajime Kojima (JaCVAM)



