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T FRBRIE
430 In vitro skin corrosion (transcutaneous
electric resistance)
431 In vitro skin corrosion (human skin model)
437 Ex vivo eye corrosion (bovine corneal
opacity and permeability)
438 Ex vivo eye corrosion (isolated chicken
eye)
439 In vitro skin irritation
488 Transgenic rodent somatic and germ cell
mutation assay
489 In vivo Mammalian Alkaline Comet Assay
431 In vitro skin corrosion (human skin model)
473 In vitro Mammalian Chromosomal
Aberration Test
474 In vivo Mammalian Erythrocyte
Micronucleus Test
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475 In vivo Mammalian Bone Marrow
Chromosomal Aberration Test
487 In vitro Mammalian Cell Micronucleus
Test

FE LI W, HARDOHKIZ
bRESEELEZAERFEHRRICET
BHDWREoT, TGAT3 B LTV 474 13 H
RIZBWTIE, T e R afB ikt
FOVNERBR E LTHBI TS DS, FiEt
FHEBELHERICE D DI EMRE
OEMAH N TWD, ZIIFIZE x5
&L EREBEOFELAAAREL TSI L
ERLTOVS2S LY, BATIEEL
DWFEFRFE LNV EHERST LD,
MEEEIT>TEY ., BEEICIZAERTIEH
BEIZAEE Z o TR,
ZDOXDIEH T, TRED TG489(2 A v b T
vEANIEERFED TG & LTI LTEY,
EH-DT T v aT v HERL TN
T2 6720,
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No 151 Draft guidance document on the
Extended One-Generation
Reproductive Toxicity Study
Streamlined Summary Document
Supporting OECD Test Guideline 438
on the Isolated Chicken Eye for Eye
Irritation/Corrosion
Streamlined Summary Document
Supporting OECD Guideline 437 on
the Bovine Corneal Opacity and
Permeability for Eye
Irritation/Corrosion
Summary Document on the Statistical
performance of test methods included
in TG 431 for the sub-categorisation
No. 203 Integrated Approach to Testing and

Assessment for skin irritation and
corrosion

GD 203 (34D IATA IZBI$T A GD TH Y |
Bl & 5t & R ERMEMEICEE 45 GD OfERD
E - TWNA,
OVEEFOREEEICETOIHANIA

VB LIS A F L A400 ER)

No 188

No 189
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1) New TG 433: Fixed Dose Procedure as
Alternative to TG 403 (2T ALK
New TG for in vitro SHE Cell
Transformation Assay

Cell Transformation Assay using Balb/c

3T3 cell line (Japan)

> EC provided pre-validation and peer review
reports in February 2011;

o WNT discussed the follow-up at its 2011
meeting;

> Expert meeting held on 14-15 December
2011;

° Submission of the expert group’s
recommendations to the WNT at its April
2012 meeting;

o WNT agreement that a few more chemicals
should be tested with the BALB/c 3T3 to
confirm the performance of the assay and
the statistical approach used for data
interpretation before a Test Guideline is
developed.

KT =7 NI 52 B IM 2B WT,
E2 2)® in vitro SHE CTA & & & i285%
. & HIT TG TR< GD & LCTER S
NoHZ & Eiroiz,

4) EDTA Activity - New TG: Human

Recombinant Estrogen Receptor Alpha

Binding Assays (hrERA, 2 protocols)

EDTA Activity - New TG: Stably

Transfected Transcriptional Activation

(STTA) Assay for the detection of

androgenic and anti-androgenic activity of

chemicalsCell Transformation Assay using

Balb/c 3T3 cell line (Japan)

° Draft validation report and draft TG
submitted to the Secretariat in 2010;

¢ Draft validation report submitted to the
VMG-non animal in December 2010;

° Peer review report available in February
2011;

° Draft peer review report (with draft WNT
Statement on the follow-up to the peer
review) endorsed/agreed at the 2011 WNT
meeting;

2)

3)

S)
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> Discussion of chemicals to be included in an
additional validation at the VMG-NA
meeting in 2012;

° Additional validation completed in 2013;
validation report to be prepared early 2014
and draft Test Guideline will follow and be
ready for review at VMG-NA in December
2014.

6) EDTA Activity - New TG for a stably
Transfected Transactivation (STTA) Assay
for the detection of anti-estrogenic activity

- of chemicals (Japan)

° Collection of validation data expected in
2nd quarter 2012;

° Validation completed in 2013 and report
will be prepared in the course of 2014. A
draft Test Guideline will follow and be
ready for review at VMG-NA in December
2014.

7) New TG: Comet Assay in Genotoxicity

Testing (Japan)

¢ Short presentation on Progress at WNT 21;

° Expert group meeting to review all
genotoxicity methods held on 1-2 March
2011 in Paris;

° Submission of a draft validation report and
draft Test Guideline early September 2012,
to allow an initial review of these
documents at the expert meeting on
genotoxicity held on 25-27 September 2012
(Accelerate procedure requested by several
EU countries);

° Revised validation report submitted early
January 2013

° Peer review performed in January/February
2013

° Expert meeting on 19-21 March 2013;

° Request for WNT comments on the first
draft Test Guideline expected in May 2013;

° Submission for WNT approval of the
validation report, peer review report, and
WNT agreement on the follow-up to the
peer review at the 2013 WNT meeting.

° Validation and peer-review reports were
approved by the WNT in April 2013 and
will be submitted to the Joint Meeting for
declassification.

> ]st WNT commenting round of the draft TG
in June 2013; second WNT commenting
round in December 2013, following the




Expert Meeting in Ottawa in November
2013;

° The draft TG is expected to be submitted to

the WNT-26 for review in April 2014.

TG for the Cytosensor Microphysiometer
Test Method: an In Vitro Method for
Identifying Chemicals Not Classified as
Irritant, as well as Ocular Corrosive and
Severe Irritant Chemicals

GD on Skin Irritation/Corrosion and
related TGs

10) Validation of a Cell Transformation Assay
Using Bhas 42 Cell Line for Detection of
Non-Genotoxic and Genotoxic
Carcinogens (Japan)

 International validation studies were
completed in 2010;

o Discussion at an expert meeting held on
14-15 December 2011 at OECD;

* Final validation report and draft TG
expected in 2012;

» Submission of peer review report expected
in 2013; draft TG circulated for a WNT
commenting round at the end of 2013;

° A meeting of experts took place in January
2014 to address comments received.

11) Updated in vivo somatic cell genotoxicity

TGs (TG 474 and 475)

12) Updated in vivo germ cell genotoxicity
TGs (TG 478 and 483)

13) New TG to separate the Mouse Lymphoma
Assay from the current TG 476

14) Updated TGs for in vitro genotoxicity
assays (TG 473,476, 487)

15) Revision of the introduction to the OECD
TGs on genetic toxicity testing and
guidance on the selection and application
of the assays

16) Transcriptional Assay for the Detection of
Estrogenic and Anti-Estrogenic
Compounds using the MELN Cells

17) New TG: KeratinoSens: An in vitro
Method for Identifying the Skin
Sensitisation Potential of Chemicals

18) New TG: Direct Peptide Reactivity Assay
(DPRA): An In Chemico Method for
Identifying the Skin Sensitisation Potential
of Chemicals

8)

9)
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19) Updated TG 431: Referencing of epiCS
(previously EST1000) Skin Corrosion Test
in TG 431

20) New TG: Short —Term Exposure Test
(STE) for Identifying Ocular Irritants
(Japan)

> Expert group met on 29-30 September 2011
and reviewed the SPSF;

¢ Revised SPSF and validation report
submitted to WNT 24; SPSF approved;

o Comments on the validation report expected
from the WNT by October 2012;

o Peer review report and draft Test Guideline
expected in 2013;

e First draft TG was circulated for a first
commenting round in November 2013;

°  Comments received will be dealt with by
the expert group in early 2014 most likely
via teleconference.

21) Updated TG 421/TG 422
(Reproduction/Developmental Toxicity
Screening Test)/(Combined Repeated Dose
Toxicity Study with the
Reproduction/Developmental Toxicity
Screening Test), Enhancement with
ED-relevant endpoints

22) Thyroid Scoping Document

23) New TG: Performance-Based Test

" Guideline on Androgen Receptor
Transactivation Assays

24) Toxicity Testing on Immature/Juvenile
Rodents

25) New TG on human Cell Line Activation
Test (h-CLAT): an in vitro method for
identifying the skin sensitisation potential
of chemicals (Japan and EU)

» Validation study carried out, peer review
on-going and conclusion expected by end of
2013, no further information available

26) Performance-Based Test Guideline for the
establishment on human-derived hepatic
system to investigate biotransformation
and toxicity of compounds by evaluation
of CYP450 induction competence

27) Feasibility study for a Guidance Document
on Study Designs, to be used in revisions
to Guidelines

28) Updated TG 488, Transgenic Rodent
Somatic and Germ Cell Gene Mutation
Assays



29) Updated in vivo germ cell genotoxicity
TGs (TG 478 and 483)

30) New TG to separate the Mouse Lymphoma
Assay from the current TG 476

31) Revision of the introduction to the OECD
TGs on genetic toxicity testing and
guidance on the selection and application
of the assays

32) Transcriptional Assay for the Detection of
Estrogenic and Anti-Estrogenic
Compounds using the MELN Cells

33) New TG: KeratinoSens: An in vitro
Method for Identifying the Skin
Sensitisation Potential of Chemicals

34) New TG: Direct Peptide Reactivity Assay
(DPRA): An In Chemico Method for
Identifying the Skin Sensitisation Potential
of Chemicals

35) New TG: Short —Term Exposure Test
(STE) for Identifying Ocular Irritants ( H
)

* Expert group met on 29-30 September 2011 and
reviewed the SPSF;

* Revised SPSF and validation report submitted to
WNT 24; SPSF approved;

¢ Comments on the validation report expected
from the WNT by October 2012;

° Peer review report and draft Test Guideline
expected in 2013;

* First draft TG circulated for a first commenting
round in November 2013;

° Second draft TG circulated in June 2014 to
WNT; expert meeting schedule in Nov. 2014 at
OECD to deal with remaining comments and
revise the draft TG;

» The draft TG is expected to be submitted for
approval to the WNT in April 2015.

36) Updated TG 421/TG 422
(Reproduction/Developmental Toxicity
Screening Test)/(Combined Repeated Dose
Toxicity Study with the
Reproduction/Developmental Toxicity
Screening Test), Enhancement with
ED-relevant endpoints

37) New TG: Performance-Based Test
Guideline on Androgen Receptor
Transactivation Assays

38) New TG on human Cell Line Activation
Test (h-CLAT): an in vitro method for
identifying the skin sensitisation potential
of chemicals (B A& L TNEU)
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° Validation study carried out, peer review
completed in 2014 and EURL ECVAM
Recommendation to follow;

° Draft TG sent for a first WNT commenting
round and its expert group on in vitro skin
sensitisation in August 2014;

° Draft TG expected to be submitted to the WNT
for approval in 2015.

39) Performance-Based Test Guideline for the
establishment on human-derived hepatic
system to investigate biotransformation
and toxicity of compounds by evaluation
of CYP450 induction competence

40) Feasibility study for a Guidance Document
on Study Designs, to be used in revisions
to Guidelines

41) Updated TG 488, Transgenic Rodent
Somatic and Germ Cell Gene Mutation
Assays

42) Revision or replacement of TG 402 on
Acute Dermal Toxicity Test

43) Revision of TG 431 and TG 439 to extend
their applicability to coloured chemicals
strongly interfering with the MTT
reduction assay

44) New TG on EpiOcular EIT for eye
irritation testing

45) Update of TG 455-TG 457 for inclusion of
Transcriptional ERalpha CALUX assay for
the detection of (anti)estrogenic chemicals

46) New GD on Waiving of Bridging
Mammalian Acute Toxicity Tests

47) Amendments to the Inhalation TGs and
GD to accommodate nanomaterial safety
testing
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Onoue S, Hosoi | Intra-/inter-laboratory Toxicol In 28(4) 515-23 | 2014
K, Toda T, Takagi | validation study on reactive | Vitro.

H, Osaki N,
Matsumoto Y,
Kawakami S,
Wakuri S, Iwase
Y, Yamamoto T,
Nakamura K,

Ohno Y, Kojima H

oxygen species assay for
chemical photosafety
evaluation using two

different solar simulators

107




Kojima H, Katoh | A catch-up validation study | J Appl 34(7) 766-74 | 2014
M, Shinoda S, of an in vitro skin irritation | Toxicol,
Hagiwara S, test method using
Suzuki T, Izumi reconstructed human
R, Yamaguchi Y, | epidermis LabCyte EPI-
Nakamura M, MODEL24,
Kasahawa T,
Shibai A
AN o BEEDE U MEFES R | Cosmetic 9(1) 21-26 | 2014

ZEMY 27 TR | stage

DERF
H. Kato, S. Fujii, | Repeated dose and Environ — — 2014
M. Takahashi, M. reproductive/developmen | Toxicol,
Matsumoto, M. tal toxicity of
Hirata-Koizumi, A. perfluorododecanoic acid
Ono and A. Hirose in rats.
M. Ema, K. Endoh, | Historical control data on Congenit 54 150~ 2014
R. Fukushima, S. developmental toxicity Anom, 161
Fujii, H. Hara, M. studies in rodents
Hirata-Koizumi, A.
Hirose, H. Hojo,
M. Horimotoet.al.
M. Takahashi, S. | Repeated dose and J Toxicol 39,(1) 97-108 | 2014
Ishida, M. Hirata- reproductive/developmen | Sci,
Koizumi, A. Ono tal toxicity of
and A. Hirose perfluoroundecanoic acid

in rats

Horibata K, Ukai A, | Evaluation of rats' in vivo | Genes and 36 199202 | 2014
Honma M. genotoxicity induced by N- | Envirommen

ethyl-N-nitrosourea in the RBC
Pig-a, PIGRET, and gpt assays

t

108




Matsumoto, M., Evaluation of in  vivo | MutatRes T75-776 94-98 2014
Masumori, S., mutagenicity of hydroquinone | Genet
Hirata-Koizumi, M., | in Muta™ mice. 2014. Toxicol
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