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11. Criteria

11-1 Acceptance criteria

The following acceptance criteria should be satisfied
when using the Multi-ImmunoTox Assay method.

80

« If Fold induction of nSLG-LA of LPS wells without
chemicals (=(nSLG-LA of THP-G1b cells treated with
LPS) / (nNSLG-LA of non-treated THP-G1b cells))

demonstrate less than going to be decided after Phase O

study, the results obtained from the plate containing
the control wells should be rejected.

[111-2 Positive criterion

The experiments are repeated until two consistent
positive (negative) results or two consistent “no effect
results” are obtained. When two consistent results are
obtained, the chemicals are judged as the obtained
consistent results. Identification of immunotoxicant is
evaluated by the mean of %suppression and its 95%
simultaneous confidence interval. In each experiment,
when the chemicals clear the following 3 criteria, they
are judged as suppressive or stimulatory. Otherwise,
they are judged as no effect chemicals.

1. The mean of %suppression is > going to be decided

after Phase O study (suppressive) or < -going to be
decided after Phase 0 sudy (stimulatory) with
statistical significance. The statistical significance is

judged by its 95% confidence interval.

2. The result shows two or more consecutive
statistically significant positive (negative) data or one
statistically significant positive (negative) data with a
trend in which at least 3 consecutive data increase
(decrease) in a dose dependent manner. In the latter
case, the trend can cross 0, as long as only one data
point shows the opposite effect without statistical
significance.

3. The results are judged using only data obtained in
the concentration at which I.1.-SLR-LA is> 0.05
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2019 MITA

No. | Name Affiliation Country
1 Emanuela Corsini Universit. AN" degli Studi di Milano Italy

2 Erwin L. Roggen 3Rs Management and Consulting ApS Denmark
3 Dori Germolec NIH/NIEHS USA

4 Tomoaki Inoue Chugai Pharmaceutical Co., Ltd. Japan

5 Setsuya Aiba Tohoku University Graduate School of Medicine Japan

6 Y utaka Kimura Tohoku University Graduate School of Medicine Japan

National Institute of Advanced Industrial Science and
7 Y oshihiro Nakajima . Japan
Technology (AIST), Shikoku

8 Rie Yasuno AIST, Tsukuba Japan
9 Takashi Omori Kobe University Japan
10 Nana Mashimo Kobe University Japan
11 K. Okayama Kobe University Japan
12 Hajime Kojima JaCVAM, Nationa Institute of Health Sciences Japan
Phase |
[EEbATTohoku Y LabB AIST Tsukuba LabC AIST Shikoku
setNo. | code No. setNo. | code No. setNo. | code No.

Setl MITA103
Set2 MITA203
Set3 MITA304
Setl MITA101
Set2 MITA205
Set3 MITA305
Setl MITA104
Set2 MITA202
Set3 MITA303
Setl MITA105
Set2 MITA204
Set3 MITA301
Setl MITA102 Setl MITB405 Setl MITC703
Set2 MITA201 Set2 MITBS04 Set2 MITC804

Set3 MITA302 N Set3 MITB604 N Set3 MITC903
Within-laboratory concodance rate: 100% (5/5) in all laboratory and between-labolatory concodance rate; 100% (5/5)

Setl MITB402
Set2 MITBS01
Set3 MITB605
Setl MITB404
Set2 MITB505
Set3 MITB603
Setl MITB403
MITB502
Set3 MITB601
Setl MITB401
Set2 MITB503
Set3 MITB602

Setl MITC704
Set2 MITC803
Set3 MITC902
Setl MITC701
Set2 MITC802
Set3 MITC905
Setl MITC705
MITC805
Set3 MITC901
Setl MITC702
Set2 MITC801
Set3 MITCO04
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Phase I

MITA Phase2 2019/6/25
Mo Chemical name fns LabA Tohoku | LabB Teukuba | LabC Shikoku Remark | Storage | Physicality |  Supplier Lot Product code
1 |cadmium chloride 10108-64-2 | MTAIT MTB221 MTC305 D R Solid Wako PEE3332 032-00122
2 |5.5-Diphenyihydsntein sodium ssit 530-03-3 MTAI0S MTB220 MTCa01 R Selid  |SIGMA-ALDRICH| BCBVEE4S D4505

3 |Jindomethacin 53-86-1 MTA120 MTB203 MTC318 R Soiid  |SIGMA-ALDRICH| 122KD718 17378

4 |Pemachioraphensl 87-86-5 MTA115 MTBZ11 MTC307 R Selid a1 AKDI-KGRC PO023

5 |urethane 51-79-6 MTATT1 MTB224 MTC302 R Solid  |SIGMA-ALDRIGH| WXBG3505V uz500

8 |Tributyltin chloride 1461-22-9 MTA112 MTB208 MTC312 D R Liquid | SIGMA-ALDRICH| STBH8190 Ts0202

7 |Perfuarosctancie seid 335-57-1 MTA125 MTBZ14 MTC303 R Selid a1 ODJEC-DL POTE

8 |Hydroquinone 123-31- MTAT10 MTBZ18 MTC322 R Solid Wako COH3STT | 085-0izi2
9 |4-Aminapheny! sulfone 80-08-0 MTA124 MTB217 MTC313 R Solid  |SIGMA-ALDRICH| MKBGT13TV|  AT4807-100G
10 [Ethana 64-17-5 MTA1D2 MTB206 MTC31T R Liquid Weko KWJ3T2z | 053-06531
11 |5-Hitro-2-furaldehyde semicarbazone 59-87-0 MTA1Z1 MTB205 MTC324 R Solid  |SIGMA-ALDRICH| BCBGIST8Y|  73340-100G
12 [Trichloroethylene 79-01-6 MTA116 MTB223 MTC309 R Liquid Wako KPFG8a4 209-18565
12 [Zine dimethyidithiscarbamste 137-30-4 MTA118 MTB202 MTC316 R Selid Ciea 403N2204 4802831
14 |iersl 5392-40-5 MTA108 MTB204 MTC315 R Uiquid Wako TSK3117 032-05982
15 [t-Buthihydroquinene 1948-33-0 MTA113 MTB219 MTC323 R Selid Weks COHEDOE |  027-07212
16 [Bisphenol A 80-05-7 MTA1DT MTB222 MTC314 R Solid  |SIGMA-ALDRIGH| MKCD7508 230658
17 |2 6-Di-tert-butyl-4-methylphenol 126-37-0 MTA119 MTB201 MTC306 R Solid  |SIGMA-ALDRICH| BOCB4433 B1378
18 [Noryiphenol 84852-15-3 MTA104 MTBZ210 MTCa11 H R Liguid | SIGMA-ALDRICH| MKCG3412 200858
19 [Sodium chiorits 1758-19-2 MTAT14 MTBZi6 MTC304 D R Solid  |SIGMA-ALDRIGH| BCBV1836 244155
20 [Bi-FMannitl 69-65-8 MTA127 MTB227 MTC327 R Solid Wako LKP4365 139-00842

D=Deleterious Su
H=Dangerous Substanc

R=Ruom Temperaturs
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