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"SI, * BERISER
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BICK T e 2 MERmI 3817 A R RUGRER P B IE ML in viro BB P LTHD, K
EERIZBWTIEHE n vivo FEFBRBIEORERNZER L TE D, WTINnORER
HLEABRAEEL, EfTAHECOMBESEBE LN OCERTOILENHLZ L%
BELEWV, (BEL, BEABAAZHEM L= ET, A4 FTA 004X AZHERLLZIE
LUWVERERTIT o 7= in vitro REEE RN D in vivo FENAHEET A Z LIEFRETH B &£ B
B, ELWHIEEWI DX, FBOERE. Ve % —HOEE, RERBOEE, RBR
WE OISR HSICEBLI-LDTH D,

AEESTHELE 4 EEDPWVWTN LT, BKTIE—RKZAWVDLATWHRER
ETHDH LeELD L, BRABRE FSCERELE LT in vivo BRBEREZFMEITN
W, ABEWE D U R FER X OO — 2O MR E LTHRIZEHATE 5,

Evaluation report on the in vitro skin absorption tests

Kenji Sugibayashi', Makiko Fujii’, Hiroaki Todo'

'Faculty of Pharmaceutical Sicneces, Josai University
Showa Pharmaceutical University

Summary
In vitro skin absorption tests are used primarily in Europe and the Americas for assessing the safety
of chemicals for transdermal absorption and skin permeability. A JaCVAM (Japanese Center for the
Validation of Alternative Methods (JaCVAM) editorial committee on the skin absorption
assessment discussed the advantages and disadvantages of several methods of in vitro skin
absorption tests and concluded that these tests should be applied only after understanding the limits
of their application and giving proper consideration to problematic points of testing. The committee
concluded that it is possible to predict in vivo profiles from in vitro results that are performed with
a proper understanding of the limits of applicability and in strict accordance with applicable
guidelines and guidance. The expression “strict accordance” refers to having a thorough
understanding of all test parameters, including selection of skin for testing, selection of receptors,
recognizing the presence or absence of dermal metabolism, and the properties of test chemicals.
The four documents that we evaluated during this study meeting are well-known and these test
methods are generally used in both Europe and the Americas. Thus, in vifro skin absorption testing
is a useful method for assessing the risks and the efficacy of chemicals, when used with a
understanding its limitations.
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o. BELEBEHOLTETOEE
*SCCP (Scientific Committee on Consumer
Safety) opinion on basic criteria for the in

- vitro assessment of dermal absorption of

cosmetic mgredlents (2006) V.

- OECD (Organisation for Economic Co-
operation and Development) test guideline for
the testing of chemicals, TG428, skin
absorption: In vitro method (2004)?.

+ Colipa (European Cosmetic, Toiletry and

- Perfumery Association) regulatory, Guidelines
for percutaneous absorption / penetranon
(1997)%. :

* WHO (World Health Orgamzatlon)

Environmental Health Criteria 235, Dermal
Absorptxon (2006).
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x1&R
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W OREL BHEER, fﬁﬁé’)k%nﬂﬁﬁ
TBIIEF 5 ThHD, AL, KRB DEFHE
FREERTHECOMBEREERTHILE
N5,
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kﬁnn)?ﬂ@n‘%)}i‘ﬂﬂ?l*ﬁ%@ﬁﬂ’] X, E
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13) ERRERE/DIETHD, FHTHRFHIT
B4 OMEIC SV TORE RS EHRBO
=M E (NOAEL: No observable adverse
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effect level) & &b 12 . & 4 % K (MOS:
Margin Of Safety) * EH T2 L THLETH
% (SCCP/0970/06) ¥, :

OECD TG 4287 (3T EL,

{LHE SRR Sy DRER B L O 2 M3l RS
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FOEFEL 2 NiE 725720 (SCCP/0970/06)
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HBEWIT, LR EVICEFINK
Yo7 Ao R B EE ARV TE
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BRI R TR TOERMA R AR T
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InvitroBR BRRINGAER (Inviro G HERRER) THEREE

* 2 ZT2{R¥ (Margin of Safety: MOS) 5

{LdEE R DEEETHEORKER THH Y X7 OFHE TIE, THEEHROERM
BEREND, HEROEE. ZOEREZEMAE (MOS) LT b, —H#iZ, MOS
HE/NEREERE (EEME) (NOQEL) 2, BESN2 (MRS OLETRES

(Systemic Exposure Dosage: SED) TlT Z &2k~ T )

_ NO(A)EL

~ SED

YUTHETE 5, MOS EIERBREMED LR L b~ RICEHHZE b
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FEARERFERLZTHIER D20,

HBEWEOBEAED 2 mg/em? RKFED in vitro RBREZFEM 5 2 & 1T
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NEA S, RRAEOREMINEYE SED OHEIEATS L. £HEEENE
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