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The ASA’s Statement on p—Values

¢ FP-values can indicate how incompatible the data are with a
specified statistical model.

¢ FP-values do not measure the probability that the studied
hypothesis is true, or the probability that the data were
produced by random chance alone

¢ Scientific conclusions and business or policy decisions should
not be based only on whether a p—value passes a specific
threshold.

¢ A p—value does not measure the size of an effect or the
importance of a result

Wasserstein, et al. The American Statistician 2016; 70: 129-33
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¢ Crump KS. A new method for determining allowable
daily intakes. Fundam App/ Toxico/ 1984; 4: 854-71.
DA TIREDOBMDDM ZMIFIXTER
FITEHERLE=DIT T

Dr Kenny S Crump

Principal of Ruston of Environ International Corporation

From ResearchGate
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e US EPA “Benchmark Dose Technical Guidance (June 2012)”

e EFSA “Guidance of the Scientific Committee on Use of the
benchmark dose approach in risk assessment (2009)”

* WHO IPCS “Principles for Modeling Dose-Response for the Risk
Assessment of Chemicals (2009)”
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accepted by the data

but biologically implausible

Restrictions on the models are needed

8

EFSA (2011) TECHNICAL REPORT: Use of BMDS and PROAST software packages by EFSA Scientific Panels and
Units for applying the Benchmark Dose (BMD) approach in risk assessment
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BN ZEYFEGRAERGERISESLEWVET LHEE (FH=20 TEEX
DIEZZLHHER) ZR<I=6 . BIRMNTEBETIILIZDOUL TIEIRestrict ONJ&
L7z, (8. FEER D= Restrict OFF I THEHEZEITLY., ET/LREITBMD
EICEBMLGENGZLN (10 (EXRE) CExEZEL-, )

@ETILDEA 1D STE
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1)Eé§@mpﬁ>m
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XD AD)\—4 —iRiE/IRE (NTP 2012)

BMDL10

Model Name Restrict P fi& [mg/Blg%i?EE] [mg%fg{ii?,ﬁ] /Bg:v%ig .04 ﬁiﬁ?%@/a)
Gamma ON 0.03 0.38 0.31 0.8 0.3
Logistic - * 0.00 0.93 0.78 0.8 0.7
| Log-Logistic ON 0.30 0.37 0.17 0.5 0.2
Multistage2 ON 0.03 0.38 0.31 0.8 0.3
Multistage3 ON 0.03 0.38 0.31 0.8 0.3
Probit - * 0.00 0.97 0.83 0.9 0.8
Log-Probit ON 0.08 0.62 0.51 0.8 0.5
Quantal-Linear - * 0.03 0.38 0.31 0.8 0.3
Weibull ON 0.03 0.38 0.31 0.8 0.3
Gamma OFF 0.08 0.14 0.02 0.1 0.0
Log-Logistic OFF 0.30 0.37 0.15 0.4 0.1
Multistage2 OFF 0.40 0.26 0.20 0.8 0.2
Multistage3 OFF 0.68 0.40 0.22 0.5 0.2
Log-Probit OFF 0.25 0.39 0.16 0.4 0.2
Weibull OFF 0.11 0.17 0.05 0.3 0.0

*Logistic. Probit. Quantal-Linear W ET JLIZ. Restrict DB ENBESNTLVEWETILTH S,
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0.20

2 0151 o)k at
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E QFNEE
2 QETILDOEHL
s : |
= i BMDL !  BMD

000 i | | I |

0.00 0.05 0.10 0.15 0.20

Dose

547 : Dose-Response FE#RE : 95%Cl Upper bound

- %.83[AJECFATIE. Restrict ONDHBMDLD#&EFIZFIF (EEED) .
*Restrict OFFD & THRETL=BMDL( EEEQ) R U FHEICKYEHLI-BMDL(EE®)
(. DTEHLI-BMDLED LLES B BITHI A,

>WHO IPCS(2009) # X YBEL-NBRICEFHT 5= . EFARIZKDZT—F T 5 IL—TT

Him g NELIE 18

3-2007'0/\>-1,2-A4—)L (3-MCPD) IRF LD

¢ JECFAODH i
67EEE TIYMARMHEB TOBRME AR L E R R
LOEL 1.1 mg/kg/day PMTDI:2 u g/kg/day (22 {%%1500)

834 TBMDL10Z 515 :0.87 mg/kg/day
PMTDI: 4 u g/kg/day
(FFEEZRE200GEMD 23 EEE M REBRO BT ZIXT )

_ Renal Tubule hyperplasia
& EFSAODFHil

JECFALRILEAER. RILTURRA Uk Dose (ppm) N Obs
BMDL10:0.077 mg/kg/day 0 5 1

. 1.97 50 11

TDI: 0.8 pg/kg/day ool 2 5

(HEZE(R%L:100) 295 50 36
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Restricted

Model Model BMD BMDL p-value
Logistic Yes 5.62 4.60 0.00
Log-Logistic Yes 1.21 0.87 0.61
Probit Yes 5.36 4.47 0.00
Log-Probit Yes 3.98 2.96 0.01
Weibull Yes 2.14 1.66 0.07
Multistage 2° Yes 2.14 1.66 0.07
Quantal-Linear Yes 2.14 1.66 0.07
Gamma Yes 2.14 1.66 0.07
Gamma No 0.526 0.07 0.92
Log-Logistic No 0.831 0.22 0.57
Log-Probit No 0.917 0.27 0.54
Weibull No 0.63 0.13 0.81
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