
 

Existing chemical 

substances 

New chemical substances 
Total manufacture and/or Import 
per year Over 1 ton (determined by 
government ordinance) 

Total manufacture and/or import 
per year Less than 1 ton 
(determined by government 
ordinance) 

Chemical substances that have 
extremely low likelihood of 
expose into the environment 
(e.g. chemical intermediates, 
etc.) (determined by 
government ordinance) 

Prior  
confirmation 

Ex-post monitoring (collection of 
reports, site-inspection) 

Type II Monitoring 
Chemical Substances 
(“Designated Chemical Substance” 
before 2003 revision of the Act) 
 
• Notification of quantity 
manufactured and/or imported 
and use, etc. 
• Guidance, advice, etc. 

Type III Monitoring 
Chemical Substances 
 
• Notification of quantity 
manufactured and/or imported, and 
use, etc. 
• Guidance, advice, etc. 

Hazard assessment of 

existing chemical 

 

Type I Monitoring 
Chemical Substances 
 
• Notification of quantity, 
manufactured and/or imported 
and use, etc. 
• Guidance, advice, etc. 

Class I Specified 
Chemical Substances 
 
•Permission is required for manufacture 
and/or import (de facto prohibition) 
•Any uses other than specified uses are prohibited 
•Import of certain products specified by cabinet 
order is restricted, etc. 

Class II Specified 
Chemical Substances 
 
 
• Notification of planned and quantity manufactured and/or imported 
• If necessary, government orders to change the planned manufacture and/or import volumes, etc. 
• Government publishes technical guidelines, recommendations 
• Mandatory labeling, recommendations from government, etc. 

 Manufacturers and importers are required to report any information they learn about the toxicity of the chemical substances they handle. 

Government directs 
manufacturers and importers 
to conduct a hazard survey 
(if necessary) 
 
• Persistent 
• Highly bioaccumulative 
• Has long-term toxicity for 
humans, or toxicity for top 
predators 

Government directs 
manufacturers and importers 
to conduct a hazard survey 
(if necessary) 
 
• Persistent 
• Not highly bioaccumulative 
• Has long-term toxicity for humans 
• Environmental residual is confirmed to 
have the potential to cause damage 

 

Government directs manufacturers and 
importers to conduct a hazard survey 
(if necessary) 
 
• Persistent 
• Not highly bioaccumulative 
• Has toxicity for plants and 
animals in the living environment 
• Environmental residual is 
confirmed to have the potential to 
cause damage 

• Persistent 
• Highly 
bioaccumulative 

 
Prior evaluation of persistence, bioaccumulation, 
long-term toxicity for humans, toxicity for plants and 
animals 

Approval for 
manufacture and/or import 

(Notification) 

• Persistent 
• Not highly 
bioaccumulative 
• May have an adverse effect 
on the environment 

• Persistent 
• Not highly 
bioaccumulative 
• Suspected long-term 
toxicity for humans 

Note:If a substance does not meet any of the abovementioned criteria, it will not be subject to regulation 

Outline of review and regulations of chemicals 

・Persistent 
・Not highly bioaccumulative 
・Annual production/import 
・volume less than 10t 

Prior  
confirmation 


