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OECD Working Party On Manufactured Nanomaterials

Questionnaire on Regulatory Regimes For Manufactured Nanomaterials


Introduction
The Questionnaire on Regulatory Regimes for Manufactured Nanomaterials is intended to identify applicable current and proposed national regulatory regimes and how they address information requirements, hazard identification, exposure mitigation, risk assessment and risk management of manufactured nanomaterials.  The questionnaire aims at collecting information on the regulation of the following fields: chemicals, consumer products, worker protection and waste management. If you feel that other legislations are also relevant, please also report them.

The questionnaire is divided into four main sections:

1.
Basic Information

2.
Pre-Market Registration / Notification, Assessment and Management of Substances

3.
Registration / Notification, Assessment, and Management of Substances Already in Commerce

4.
Other Remarks

The questionnaire consists of a series of Yes/No questions and is intended to be easy to complete.  Fields which require completion are indicated by grey shading and drop down menus are provided for selection of standard responses.  For selected fields, help information is available by pressing F1.

Please note that, in some countries, there might be several pieces of legislation governing different aspects of the safety of nanomaterials.  Please complete one questionnaire for each piece of legislation.
Information to Respondents
The following provides guidance on how to respond to specific sections or questions in the questionnaire.

Section 1
The scope of the questionnaire is intended for legislation which may, in part or wholly, apply to risk assessment and management of manufactured nanomaterials.  One questionnaire form should be completed for each piece of legislation which may apply.  Some sections and some specific questions may or may not be applicable to your legislation.  If it is the case, please indicate so.
Sections 3, 4
Timelines for assessment (questions 11, 25a)

Timelines refer to the length of time required by the legislation to complete an assessment or to respond to a registration/notification.

Surrogate data (questions 13, 27)

Surrogate data refers to data for a substance similar to the registered/notified substance which is not reasonably expected to differ in physico-chemical, biochemical, or toxicological properties.  For example, long alkyl chains with an additional methylene group (e.g., C10H22 to C11H24) would not be reasonably expected to exhibit significantly different properties from each other.

Timeframe for implementation (questions 16c, 30c)

The timeframe for implementation of a risk management tool refers to the time required by the legislation to execute risk management measures.

	SECTION 1:  Basic Information

	1.
	COUNTRY

	     

	2.
	LEGISLATION

	2a.
	Name of legislation
	     

	2b.
	Current or planned (date)
	     

	2c.
	Administrative body(ies)
	     

	2d.
	Activity addressed by the legislation
(check all that apply)
	 FORMCHECKBOX 
Manufacturing

 FORMCHECKBOX 
Importation

 FORMCHECKBOX 
Commercialization / Marketing

 FORMCHECKBOX 
Usage

 FORMCHECKBOX 
Disposal / Waste

	2e.
	Objective(s) of the legislation
(check all that apply)
	 FORMCHECKBOX 
Market Regulation
 FORMCHECKBOX 
Innovation / Competitiveness Enhancement

 FORMCHECKBOX 
Environmental Protection

 FORMCHECKBOX 
Worker Protection

 FORMCHECKBOX 
Consumer Protection
 FORMCHECKBOX 
Other (please specify below)

	     

	Web link at which the legislation /regime can be found:

	     

	

	3.
	Are there provisions specific to nanomaterials?
	 FORMDROPDOWN 


	3a.
	If yes, please identify provisions specific to nanomaterials

	     

	

	Additional clarifications or explanations of legislation/regime:

	     

	

	SECTION 2:
Pre-Market Registration / Notification, Assessment and Management 


of Substances

	4.
	What is the enabling instrument / regulation?

	     

	

	5.
	Are there mechanisms for pre-market registration / notification of substances?
	 FORMDROPDOWN 


	Additional clarifications  / explanations:

	     

	

	6.
	Are there mechanisms for pre-market assessment of substances?
	 FORMDROPDOWN 


	Additional clarifications  / explanations:

	     

	

	7.
	Are there provisions specific to nanomaterials?
	 FORMDROPDOWN 


	7a.
	If yes, please identify provisions specific to nanomaterials

	     

	

	8.
	Are there trigger quantities for pre-market registration / notification?
	 FORMDROPDOWN 


	Additional clarifications  / explanations:

	     

	

	9.
	Are there exemptions or other exceptions from registration / notification?
	 FORMDROPDOWN 


	Additional clarifications  / explanations:

	     

	

	10.
	Does the assessment process use a tiered or graduated approach?
	 FORMDROPDOWN 


	Additional clarifications / explanations:

	     

	

	11.
	What are the timelines for assessment?

	     

	

	12.
	Is data required to be submitted with registrations / notifications?
	 FORMDROPDOWN 


	

	13.
	Is surrogate data permitted?
	 FORMDROPDOWN 


	13a.
	If yes, what type of data is acceptable?

	     

	

	14.
	GENERAL DATA REQUIREMENTS

	14a.
	     Chemical identification
	 FORMDROPDOWN 


	14b.
	     Material characterization
	 FORMDROPDOWN 


	14c.
	     Use and volumes of use
	 FORMDROPDOWN 


	14d.
	     Exposure information for:

	14d.1
	         Workers
	 FORMDROPDOWN 


	14d.2
	         Consumers (direct exposure)
	 FORMDROPDOWN 


	14d.3
	         The environment
	 FORMDROPDOWN 


	14d.4
	         Consumers through the environment
	 FORMDROPDOWN 


	14e.
	     Physico-chemical properties
	 FORMDROPDOWN 


	14f.
	     Health effects
	 FORMDROPDOWN 


	14fg.
	     Environmental effects
	 FORMDROPDOWN 


	14h.
	     Fate and behaviour
	 FORMDROPDOWN 


	14i.
	     Other
	 FORMDROPDOWN 


	Additional clarifications  / explanations:

	     

	

	15.
	ASSESSMENT CONSIDERATIONS

	15a.
	Is the assessment process mandatory?
	 FORMDROPDOWN 


	15b.
	If not mandatory, can the risk assessment be done on a “case-by-case” basis?
	 FORMDROPDOWN 


	15c.
	Does the assessment include occupational health and safety?
	 FORMDROPDOWN 


	15d.
	Does the assessment include public health impacts?
	 FORMDROPDOWN 


	15e.
	Does the assessment include environmental impacts?
	 FORMDROPDOWN 


	Additional clarifications  / explanations:

	     

	

	

	16.
	RISK MANAGEMENT OPTIONS

	16a.
	Is the risk management mandatory?
	 FORMDROPDOWN 


	16b.
	If not mandatory, can the risk management be done on a “case-by-case” basis?
	 FORMDROPDOWN 


	16c.
	What risk management tools are available?
	16c.
	What is the timeframe for implementation of the tool?

	
	     
	
	     

	
	     
	
	     

	
	     
	
	     

	
	     
	
	     

	
	     
	
	     

	Additional clarifications / explanations:

	     

	

	16d.
	Does the legislation require the development of new information?
	 FORMDROPDOWN 


	16e.
	If yes, what findings or conditions trigger this requirement?

	     

	

	17a.
	Are there provisions for confidentiality of information submitted?
	 FORMDROPDOWN 


	

	17b.
	Are there criteria and processes used to review confidential business information (CBI) claims?
	 FORMDROPDOWN 


	

	18.
	ACCESS TO INFORMATION

	18a.
	Does the public have a right of access of registration information?
	 FORMDROPDOWN 


	
	What is the nature of the information available?

	     

	

	18b.
	Does the public have a right of access to assessment information?
	 FORMDROPDOWN 


	
	What is the nature of the information available?

	     

	

	18c.
	Does the public have a right of access to information to risk management information?
	 FORMDROPDOWN 


	
	What is the nature of the information available?

	     

	

	18d.
	Do workers have access to registration information?
	 FORMDROPDOWN 


	18e.
	Do workers have access to risk assessment information?
	 FORMDROPDOWN 



	18.f
	Do workers have access to risk management information?
	 FORMDROPDOWN 


	

	Additional clarifications / explanations:

	     

	

	SECTION 3:
Registration / Notification, Assessment, and Management of 




Substances Already in Commerce

	19.
	What is the enabling instrument / regulation?

	     

	

	20.
	Are there provisions for registration of substances already in commerce?
	 FORMDROPDOWN 


	20a.
	Is the registration process mandatory?
	 FORMDROPDOWN 


	20b.
	If yes, under what conditions is registration required?

	     

	

	20c.
	Does the registration of a substance require updates?
	 FORMDROPDOWN 


	20d.
	Under what conditions are updates required?

(e.g., change in use or volume of use)

	     

	

	20e.
	Does the legislation require submission of information on existing substances or require testing to be conducted?
	 FORMDROPDOWN 


	20f.
	If yes, what findings or conditions must government meet to impose this requirement?

	     

	

	20g.
	Is there an inventory of chemicals in commerce?
	 FORMDROPDOWN 


	20h.
	Is the inventory updated on a regular basis?
	 FORMDROPDOWN 


	20i.
	If yes, how often is the inventory updated? (e.g. every year, every two years)

	     

	

	20j.
	Can nanomaterials in commerce be identified in this inventory?
	 FORMDROPDOWN 


	

	Additional clarifications / explanations:

	     

	

	21.
	Are there provisions for assessment of substances already in commerce?
	 FORMDROPDOWN 


	21a.
	If yes, under what conditions is an assessment conducted?

	     

	

	Additional clarifications / explanations:

	     

	

	22.
	Are there provisions specific for nanomaterials?
	 FORMDROPDOWN 


	22a.
	If yes, please identify provisions specific to nanomaterials

	     

	

	Additional clarifications / explanations:

	     

	

	23.
	Are there trigger quantities for registrations?
	 FORMDROPDOWN 


	Additional clarifications / explanations:

	     

	

	24.
	Does the assessment process use a tiered or graduated approach?
	 FORMDROPDOWN 


	     

	

	Additional clarifications / explanations:

	     

	

	25a.
	  What are the timelines for assessment?

	     

	

	25b.
	Is there an obligation to conclude an assessment that has been initiated?
	 FORMDROPDOWN 


	

	26.
	Is data required to be submitted with notifications?
	 FORMDROPDOWN 


	

	27.
	Is surrogate data permitted?
	 FORMDROPDOWN 


	27a.
	If yes, what type of data is acceptable?

	     

	

	28.
	GENERAL DATA REQUIREMENTS (if applicable)

	28a.
	     Chemical identification
	 FORMDROPDOWN 


	28b.
	     Material characterization
	 FORMDROPDOWN 


	28c.
	     Use and volumes of use
	 FORMDROPDOWN 


	28d.
	     Exposure information for:

	28d.1
	         Workers
	 FORMDROPDOWN 


	28d.2
	         Consumers (direct exposure)
	 FORMDROPDOWN 


	28d.3
	         The environment
	 FORMDROPDOWN 


	28d.4
	         Consumers through the environment
	 FORMDROPDOWN 


	28e.
	     Physico-chemical properties
	 FORMDROPDOWN 


	28f.
	     Health effects
	 FORMDROPDOWN 


	28g.
	     Environmental effects
	 FORMDROPDOWN 


	28h.
	     Fate and behaviour
	 FORMDROPDOWN 


	28i.
	     Other
	 FORMDROPDOWN 


	Additional clarifications / explanations:

	     

	

	29.
	ASSESSMENT CONSIDERATIONS

	29a.
	Is the assessment process mandatory?
	 FORMDROPDOWN 


	29b.
	Does the assessment include occupational health and safety?
	 FORMDROPDOWN 


	29c.
	Does the assessment include human health impacts?
	 FORMDROPDOWN 


	29d.
	Does the assessment include environmental impacts?
	 FORMDROPDOWN 


	Additional clarifications / explanations:

	     

	

	30.
	RISK MANAGEMENT OPTIONS

	30a.
	Is the risk management mandatory?
	 FORMDROPDOWN 


	30b.
	What risk management tools are available?
	30c.
	What is the timeframe for implementation of the tool?

	
	     
	
	     

	
	     
	
	     

	
	     
	
	     

	
	     
	
	     

	
	     
	
	     

	30d.
	Are there criteria that the government must meet in order to impose risk management measures?
	 FORMDROPDOWN 


	

	Additional clarifications / explanations:

	     

	

	31a.
	Are there provisions for confidentiality of information submitted?
	 FORMDROPDOWN 


	31b.
	Are there set criteria and processes used to review confidential business information (CBI) claims?
	 FORMDROPDOWN 


	Additional clarifications / explanations:

	     

	

	32.
	ACCESS TO INFORMATION 

	32a.
	Does the public have a right of access to information to registration information?
	 FORMDROPDOWN 


	
	What is the nature of the information available?

	     

	

	32b.
	Does the public have a right of access to assessment information?
	 FORMDROPDOWN 


	
	What is the nature of the information available?

	     

	

	32c.
	Does the public have a right of access to risk management information?
	 FORMDROPDOWN 


	
	What is the nature of the information available?

	     

	

	32d.
	Do workers have access to registration information?
	 FORMDROPDOWN 


	32e.
	Do workers have access to risk assessment information?
	 FORMDROPDOWN 


	32f.
	Do workers have access to risk management information?
	 FORMDROPDOWN 


	

	32g.
	Do companies down the supply chain have access to registration information?
	 FORMDROPDOWN 


	32h.
	Do companies down the supply chain have access to risk assessment information?
	 FORMDROPDOWN 


	32i.
	Do companies down the supply chain have access to risk management information?
	 FORMDROPDOWN 


	32j.
	Do companies in the supply chain have information obligations towards their suppliers?
	 FORMDROPDOWN 


	

	Additional clarifications/ explanations:

	     

	

	SECTION 4:  Other Remarks

	33.
	Please provide any additional remarks.
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