HREHIE R R F

ST 1H 16 B
No. 2024-01

TAT77A Y K TFa—FIZ &5 REBRIEMRECET 2RE

SR6 A 11 A 26 HICIENLE S & A A ITETIC CHME S 72 kBB Gasr .
JaCVAM FEi&iE) 2B W TLL FOmENR SN,

RBAE « AFHIIEIT, AOP (2D < BAEMERHE & W O BLEA O BEREREZ 52 TN D, 203
DA B L OVITS DA Tix, NC & THI & 472 UN GHS K47 1A WE ISV, 2 b0
FHIEIZ XD — R P RIMEIT RS & & 2 5, ITS DA ORE FHIMEIZ OV TR, B
NEBRYERTIE®H 525 LLNA I8 520 FRIER G LN TV D2, sy &
£ x5, 7272 L UN GHS X473 1B % NC (2, UN GHS K43 1A % 1B 2 Z i/ NGE
M9 2EN—EHGET DI EICHET INERD D,

ZOREET, HEREERBREEHREEZEERICI D LD 5N EE VT, JaCVAM #F
MFE N3 L OEt L7 R, TR HMESHE SN2 L bER s vz,

U EOBEBIZEY | ITEYROZEMEFTEE L TT 4 77 A R 770 —FIZ LD E
BAEMERHIE DO AR ET 5D TH 5,

&1 148 FIATE
v HAKEE AT

JaCVAM ifffixig &k JaCVAM #E=ZA2 ZAR



ii

v IR R

£ e
N sE —
HRD 0 Z
[ S/
(i S 7E g
S
AR — =

JaCVAM F¥Aifi 27

(I e AR TITET 2 R e o o — i/
4 RN AR AN © IR

(EZEEER R B HERFRT 222 AR v & — HiFE)
(—RREI A eI Ae v 5 —)

CRNEATBC N B BB SRR )

CRNCATBCE A R R AR 2 )
(LSRR R B AERFRT 2 R v & — RHERD)
(ENEPESER e AR RTAERT 2 N B > 5 —)

(T RTTSER S K )

A8l SFn6FE4 A1 B~SFf84E3 A3 H



AR
£ FH ZF FH
MoK
A EE e v
R AR R
eug i
2ol E —
i b T
LR R R
W IE B
[l S/
AR IE
WAl —
B O G =
SRR T B

PNE SO

JaCVAM &= ZH 2

e

(RS S AT TET % E E BRI - 5 —)
(S RRYIERTSET)

VRS R - TR SRR AR L& A )
(PR SRR TR 22 N L RIRIT e & — FRER)

c ZBR

(ESZEE K SR AR R TT 2R AR e o & — SETEHD)
(ESZEE K SR AR AR TT 2R R e o & — D)

(ESZER R AN TEET R AEMRBRITEt 7 — 7 D RERF)
CISZATEHEN BESE A R R SR AE)

(ESZER R L ENTEET ZeEYRRNTE 7 — TR S =)
(FAETEE EX - AEHEER ERMFAETHER (CPDELEHRE)
CISEATEOEN R E R AR O 1EAE)

([ ST 1= R i 2 i ey A AT 22 )

(ESZER R RN IERT 22 AR o 7 — et T RIFHIE)
(EAETrE EIE - ATEETERR 3R A R
(ESZER R N TEET R AEMRBRITTEt 7 — 7 D RERF
FIE) - FHR

(ESZER R AN IEET R ARt 7 — 7 D RERF
FINE) - FER

iii



JaCVAM statement on the Defined Approach for skin sensitization

At a meeting held on 26 November, 2024 at National Institute of Health Sciences (NIHS) in
Tokyo, Japan, the Japanese Center for the Validation of Alternative Methods (JaCVAM)

Regulatory Acceptance Board unanimously endorsed the following statement:

Proposal: This evaluation method provides valuable information from the perspective of
sensitization assessment based on the AOP. In both the 203 DA and ITS DA
approaches, there are no UN GHS Category 1A substances predicted as NC,
indicating the hazard predictability is considered appropriate. Regarding the
potency predictability of ITS DA, although the number of reference substances is
limited, the potency predictability is generally comparable to that of LLNA,
making it is generally considered appropriate. However, it is important to note
that a certain number of substances tend to be underestimated. Specifically, some
substances classified as UN GHS Category 1B are predicted as NC, and some
substances classified as UN GHS Category 1A are predicted as 1B.

This statement was released following a review prepared by the skin sensitization test
JaCVAM Editorial Committee to acknowledge that the results of the review and study by the
JaCVAM Regulatory Acceptance Board have confirmed the usefulness of this evaluation
method.

Based on the above, we proposed the Defined Approach for skin sensitization as a useful
means for assessing skin sensitization potential and potency during safety assessments by

regulatory agencies.
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Nishikawa Akiyoshi Hirabayashi Yoko
Chairperson, Chairperson,

JaCVAM Regulatory Acceptance Board. JaCVAM Steering Committee.

January 16, 2025
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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 Regulatory

Acceptance Board:

Nishikawa Akiyoshi (Division of Pathology, Center for Biological Safety and Research:
CBSR, NIHS / Nagoya Tokushukai General Hospital) : Chairperson

Hirabayashi Yoko (CBSR, NIHS)

Ishii Yuji (Division of Pathology, CBSR, NIHS)

Kojima Koichi (Food and Drug Safety Center)

Matsumoto Kazuhiko (Nagoya City University)

Nakamura Ruriko (National Institute of Technology and Evaluation)

Nishimura Jihei (Pharmaceuticals and Medical Devices Agency)

Nishimura Takuya (Division of Cellular and Molecular Toxicology, CBSR, NIHS)

Term: From 1st April 2024 to 31st March 2026



This statement was endorsed by the following members of the JaCVAM steering Committee

after receiving the report from JaCVAM Regulatory Acceptance Board:

Hirabayashi Yoko (CBSR, NIHS): Chairperson

Honma Masamitsu (NIHS)

Ishii Koji (National Institute of Infectious Diseases)

Kanda Yasunari (Division of Pharmacology, CBSR, NIHS)

Kitajima Satoshi (Division of Cellular and Molecular Toxicology, CBSR, NIHS)

Masumura Kenichi (Division of Risk Assessment, CBSR, NIHS)

Miyasaka Tomohiro (Ministry of Health, Labour and Welfare)

Nishimura Jihei (Pharmaceuticals and Medical Devices Agency)

Sugiyama Keiichi (Division of Genome Safety Science, CBSR, NIHS)

Takahashi Akiko (Pharmaceuticals and Medical Devices Agency)

Tanaka Rie (Ministry of Health, Labour and Welfare)

Taquahashi Yuhji (Animal Management Section of the Division of Cellular and Molecular
Toxicology, CBSR, NIHS)

Toyoda Takeshi (Division of Pathology, CBSR, NIHS)

Tsukano Masaaki (Ministry of Health, Labour and Welfare)

Ashikaga Takao (Division of Genome Safety Science, CBSR, NIHS): Secretary

Ohno Akiko (Division of Genome Safety Science, CBSR, NIHS): Secretary
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