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3 ICH M7 AI 1
PDE  

 
Compound CAS# Chemical 

Structure 
AI  or  PDE 
(µg/day) 

Comment 

Linear extrapolation from TD50 

Acrylonitrile 107-13-1  6 TD50 linear 
extrapolation 

Benzyl chloride 100-44-7  41 TD50 linear 
extrapolation 

Bis(chloromethyl)ether 542-88-1  0.004 TD50 linear 
extrapolation 

1-Chloro-4- 
nitrobenzene 

100-00-5  117 TD50 linear 
extrapolation 

p-Cresidine 120-71-8  45 TD50 linear 
extrapolation 

1,2-Dibromoethane 106-93-4  2 TD50 linear 
extrapolation 

Dimethylcarbamyl 
chloride 

79-44-7  0.6 (inhalation)* 
5 (all other 
routes) 
 

TD50 linear 
extrapolation 

Epichlorohydrin 106-89-8 3 TD50 linear 
extrapolation 

Ethyl bromide 74-96-4  32 TD50 linear 
extrapolation 

Ethyl chloride 75-00-3 1,810 TD50 linear 
extrapolation 

Glycidol 556-52-5  4 TD50 linear 
extrapolation 

Hydrazine 302-01-2  0.2 (inhalation)* 
39 (all other 
routes) 

TD50 linear 
extrapolation 

Methyl chloride 74-87-3  1,361 TD50 linear 
extrapolation 

Styrene 100-42-5  154 TD50 linear 
extrapolation 
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Threshold-based PDE 
Aniline 62-53-3  720 PDE based on 
Aniline HCl 142-04-1 threshold mode of 

action 
(hemosiderosis) 

Endogenous and/or Environmental Exposure 
Acetaldehyde 75-07-0  2,000 (oral)* 

185 (all other 
routes) 

Oral PDE is based 
on average food 
intake; all other 
routes based on 
TD50 linear 
extrapolation from 
an inhalation study 

Formaldehyde 50-00-0  8,000 or 215 
ppb, whichever 
is lower 
(inhalation)* 
10,000 (all other 
routes) 

Inhalation route 
based on TD50 
linear extrapolation 
or local irritation; 
all other routes 
based on average 
food intake 

Hydrogen peroxide 7722-84-1    68,000 or 0.5%, 
whichever is 
lower 

68 mg/day is 1% of 
estimated 
endogenous 
production 

Vinyl acetate 108-05-4  2,000 (oral)* 
758 (all other 
routes) 

Oral PDE is based 
on average food 
intake for 
acetaldehyde; all 
other routes based 
on TD50 linear 
extrapolation from 
an inhalation study 

Other Cases 
p-Chloroaniline 
p-Chloroaniline HCl 

106-47-8 
20265-96-7 

 34 AI based on liver 
tumors for which 
mutagenic mode of 
action cannot be 
ruled out 

Dimethyl sulfate 77-78-1  1.5 Carcinogenicity 
data available, but 
inadequate to 
derive AI. Default 
to TTC 

* route specific limit     

 


