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EPA BMDS Ver.2.6.0.1 } " proast 38.9
4 : BMR
10%
7 : Restriction 4
ON & OFF o i TR E
T AT T IVOER (FEHSLME)
PfE 523 0.1 LA F
- BMD/BMDL tt2 10 L E (NOAEL > 54011 CTW %)
4+ BMDL 1o @ &R 5 ik
UUF (a) ~ (d) ® 4F¥EDE 25T BMDL1o % #Hat

(a) 77 U7 I ROmMEFFEMICB W TEALZZEIR FIE (2016 4)

3 ERAFMI oMz, FFMEO 7R F— 22OV THHmEFRHEREND D &
BEZzoNTen, REAEC2ICERBROI AR b, RAEMEICHEMEBEMEN
BN RN b, BMDLioOREDORL L IZ Lo T,
HWAM@ST@ KT — 22T NICT 4T 4 T SHEDLERT, NT A —
ZHIFR (Restriction) 2% T A2 A4 7Y a V2 EIRNT HZ &N A[GE, AWFHITHKR
%T%iﬁb‘ﬁﬁgﬁfﬁﬂﬁ 25720 X 912, Restriction on & Restriction off @ ffj
FTT7 4T 400+ 5H L bHLE,
5 EPABMDS T, #MEFET NVICESS HERKIGHBLEEUN T —F oA EE D
A FREICIVFFML TS, pEBN/NIWKFHFET VI, BT —FNEHEI
TEEL TWb EE x5, EPABMDS CTix, p>0.1 &72% (HEEL CTWD LIEE X
RN) BTN OWVWT, T4 T AT REAE LTS EHBTL TWD,



© 00 3 O Ot B~ W N =

I e T T e S o SO S e S S O
© o0 3 & Ot =~ W N = O

20
21
22

KHLIEW BMD "&b 7-ET VAR LT,
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(3) R (FMHEIAEDEY)

BN LZET L BMD 1 BMDL 1o
(a) Log logistic 0.254657 0.146
Restriction ON
(b) Log logistic 0.254657 0.146
JECFA Restriction ON
(c) Weibul 0.255767 0.0430
EPA £ Restriction OFF
(d) Weibul 0.255767 0.0430
EFSA Restriction OFF
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HIOXOBEXRFMREOEM WT+TG (#144 data)

EPA BMDS ver.2.6.0.1

(5%) proast ver.38.9

Rest Rest
No. Model Name —rict AIC P-value BMD BMDL BMD/BMDL | -rict BMD BMDL
1| Quantal-Linear 61.8864 0.1376 0.48368 0.337545 1.433
2| Probit 63.8037 0.1583 1.52028 1.11261 1.366
3| Logistic 63.7295 0.1629 1.55675 1.09775 1.418 1.56 1.1
4| —Multistage on 638488 0.0536 0539364 0338321 1594 ]| on 0.539 0.338
5| —Multistage off 638488 0.0536 0539364 0277286 1945 | off 0.539 0.338
6| —Multistage Caneer 638488 0.0536 0539364 0338321 1594
71 Weibull on 61.8864 0.1376 0.483679 0.337545 1.433 | on 0.482 0.337
8| Weibull off 61.0017 0.2556 0.255767 0.0430463 5.942 | off 0.256 0.043
9| Gamma on 61.8864 0.1376 0.48368 0.337545 1.433 | on 0.483 0.337
10| —Gamma off 606172 03156 0212168 0.0209155 10144 | off 0.212 0.0209
11| Log-Logistic on 63.0504 0.1097 0.254657 0.146404 1.739 | on 0.255 NA
12| Log—Logistic off 63.0504 0.1097 0.254662 0.0512515 4969 | off 0.255 NA
13| —tLog=Probit on 66-0195 0.0396 209555 Q115461 2929 | on 0.262 NA
14| Log—Probit off 62.8986 0.1135 0.262082 0.0618832 4235 off 0.262 NA

Data file for the EPA BMDS ( WT+TG)

mg/kg bw/day n effect
0] 19 0
04] 20 4
4 19 9
12| 20 19

BMD 0.255-1.56

<EPA BMDSOET LERDEZ S >
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MDp-valueHh0.1 LI FEFEH]

(2BMD/BMDLAM0LL EZZEH]

2. RYLETILOER
ZEHINGEM>ETILDS55, &YBMD
MMEVWET ILEEIR




1.Quantal-Linear

Quantal Linear Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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3.Logistic

Logistic Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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Probit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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Multistage Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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5.Multistage (off)

Multistage Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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‘Weibull Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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Fraction Affected
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Multistage Cancer Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL

6.Multistage Cancer
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8.Weibul I(off)

Weibull Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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9.Gamma (on)

Gamma Multi-Hit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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11.Log—Logistic (on)

Log-Logistic Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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10.Gamma (off)

no graph

12.Log-Logistic (off)

Log-Logistic Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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13.Log—Probit (on)

LogProbit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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14.Log—Probit (off)

LogProbit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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XD ADEXRIFHREOEM WT (#144 data)

EPA BMDS ver.2.6.0.1

(Z%) proast ver.38.9

Rest Rest
No. Model Name —rict AIC P-value BMD BMDL BMD/BMDL | -rict BMD BMDL
1| Quantal-Linear 26.2515 0.6158 0.354013 0.213935 1.655
2| Probit 28.6344 0.4406 1.11184 0.682185 1.630
3| Logistic 28.7463 0.4206 1.2082 0.716931 1.685 1.21 0.717
4| Multistage on 30.1325 0.1757 0.418821 0.216277 1.937 | on 0.405 0.216
5| Multistage off 30.1325 0.1757 0.418821 0.193659 2.163 | off 0.405 0.216
6] Multistage Cancer 30.1325 0.1757 0.418821 0.216277 1.937
71 Weibull on 26.2515 0.6158 0.354013 0.213935 1.655 | on 0.353 0.213
8| —Weibull off 281348 04863 0264692 00211547 12512 | off 0.265 0.0212
9] Gamma on 26.2515 0.6158 0.354013 0.213935 1.655 | on 0.353 0.214
10| —Gamma off 279904 05356 0218661 0.0065108 33584 | off 0.219 0.0065
11| Log-Logistic on 29.5935 0.3057 0.2573717 0.0858822 2997 ] on 0.257 0.0917
12| Log-Logistic off 29.5935 0.3057 0.257377 0.0274129 9.389 | off 0.257 0.0371
13| Log—Probit on 30.3979 0.2103 0.705308 0.320459 2.201 ] on 0.267 0.0355
14| Log—Probit off 29.3628 0.3191 0.267348 0.0355457 7521 ] off 0.267 0.0355

BMD 0.257-1.21

<EPA BMDSDETIL:EIRDEZ FH >
Data file for the EPA BMDS ( WT) 1. EFLOEMTRODEEQDHE)
mg/kg bw/day n effect Dp-valueH30.1 LA FEZEH]
0 9 0 2BMD/BMDLAM0LL EZZEH]
0.39] 10 2 2. ZRELETILDER
3.87 9 5 ZEHINGEN>FETILDS55., &KYBMD
122 10 10 MENET ILEER
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1.Quantal-Linear 2. Probit

Quantal Linear Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL Probit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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Logistic Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL Multistage Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
Logistic Multistage ———
1f [ E 1 -
os | E os
0.6 o E g 06 B
=
=
S
8
0.4 7 [ 0.4
o2 | E oz F
of ] of Jé
BMDL BmMD , \ , , , BMDL BMD . A A . . .
o 2 a 6 8 10 12 o 2 a 6 8 10 12

dose dose
16:55 11/14 2016 16:58 11/14 2016

12



5.Multistage (off)

Multistage Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL

6.Multistage Cancer

Multistage Cancer Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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Weibull Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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Weibull Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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Fraction Affected

Gamma Multi-Hit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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11.Log—Logistic (on)

Log-Logistic Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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13.Log—Probit (on)

LogProbit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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12.Log-Logistic (off)

no graph

Log-Logistic Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL

Log-Logistic ———

1 b
os
06
04
02

of ZL

[BMDY BMD

o

17:33 11/14 2016

14 Log—Probit (off)

dose

10

12

LogProbit Model, with BMR of 10% Extra Risk for the BMD and 0.95 Lower Confidence Limit for the BMDL
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HIORXOBEXFMREOENM TG (#144 data)

EPA BMDS ver.2.6.0.1 (Z%) proast ver.38.9
Rest Rest
No. Model Name —rict AIC P-value BMD BMDL BMD/BMDL | -rict BMD BMDL
1| Quantal-Linear 36.1369 0.3465 0.63806 0.376668 1.694
2| Probit 36.9573 0.3722 1.83918 1.21164 1.518
3| Logistic 37.008 0.3712 1.90935 1.18311 1.614 1.91 1.18
4| Multistage on 38.1163 0.1563 0.716787 0.377342 1.900 | on 0.717 0.377
5/ Multistage off 38.1163 0.1563 0.716787 0.264991 2.705 | off 0.717 0.377
6] Multistage Cancer 38.1163 0.1563 0.716787 0.377342 1.900
71 Weibull on 36.1369 0.3465 0.63806 0.376668 1.694 | on 0.636 0.376
8| —Weibull off 35429 04820 023347 0.00566512 14212 | off 0.233 0.0057
9] Gamma on 36.1369 0.3465 0.63806 0.376668 1.694 | on 0.637 0.376
10| —Gamma off 351926 0.5464 0192243 0.00162693 18163 | off 0.192 0.0016
11| Log-Logistic on 34.3745 0.4821 0.321138 0.151791 2.116 | on 0.32 0.151
12| tog=Losgistic off 36247 0337+ 0231372 0.0066773 34651 | off 0.231 0.0067
13| Log—Probit on 38.9632 0.1360 2.10588 0.754202 2.792 | on 0.235 0.0092
14| —og=Probit off 362592 03334 0.235152 0.00917888 25619 | off 0.235 0.0092
BMDO0.321-2.11
<EPA BMDSDET IL:EIRDEZF >
Data file for the EPA BMDS (TG) 1. EFLOEMTRODEFQDHE)
mg/kg bw/day n effect Dp-valueh 0.1 LA FEZEH
of 10 0 (2BMD/BMDLAY10LL _EZZEH]
0.37 10 2 2. RHEETILOER
3.88 10 4 ZEHINENS=ETILDSE, LYBMD
12.6 10 9 MMEVWET ILEEIR
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