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FramingNano Delphi consultation: final questionnaire
This questionnaire is the final stage of the consultation phase of the FP7 FramingNano Project which is aimed at formulating a comprehensive proposal for a future governance framework for the responsible development of nanosciences and nanotechnologies. It has been compiled on the basis of responses received to the first FramingNano Delphi stakeholder consultation launched in February 2009, and also on the basis of feedback received at the FramingNano Stakeholder Workshop held in Brussels on 26 February 2009.  

Further details about the FramingNano Project and its aims and objectives may be found at the project website, www.framingnano.eu. 
The results of these three consultation exercises together will form the basis of the deliberative phase of the FramingNano Project which aims to formulate proposals for a future governance framework for the responsible development of nanotechnologies within the European Union.

In this questionnaire, you are invited to provide comments and qualitative statements in a free text form and the form has been designed with this input in mind. Completion of the form should take around 45-60 minutes. On completing the questionnaire we would invite you to save it and email back to delphi@framingnano.eu as an attachment to your email by 30 September 2009. 
The FramingNano Project Team would like to thank you very much in advance for your valuable contribution.
Your name and position

	


Your organization

	


Your organization’s sector of activity

	


Country

	


Email
	


Question 1

An earlier FramingNano consultation suggested that the following environmental, health and safety (EHS) aspects are all important for nanotechnology, in the following general priority:
a) hazard identification

b) information on exposure routes

c) risk assessment

d) safety in manufacturing

e) availability of safety data (e.g. as envisioned under REACH)

f) release of nanomaterials into the environment

g) risk management processes

h) availability of standardized test methods

i) end of life (e.g. waste stream) issues

j) product safety testing

k) public perception of safety

l) safety in the laboratory

m) availability of means of characterization

n) standardized nanotechnology terminology

o) labelling of nanomaterials and nanoparticles along their lifecycle

Would you like to comment on this list? If appropriate, please suggest your own order of priority.
	


Are there any other important EHS aspects that should be added?
	


Do you think there are specific research/instrumentation needs and priorities for the assessment of EHS aspects as mentioned above?

	


Please comment on the possible roles and responsibilities of different stakeholders
 with respect to the above priorities

	


Question 2
The results of an earlier FramingNano consultation suggested that current national and European legislation does not address, or only partially addresses, the needs of nanotechnology and nanomaterials. The main reason cited for this were, in priority order, the current regulations are:
a) insufficient in terms of safety

b) insufficient provisions for nanotechnology

c) insufficient in terms of guidance for effective implementation

d) insufficient in terms of scope
Other reasons cited included: lack of standardized definitions, insufficient characterization of materials, uncertainty as to whether nanomaterials comprise new chemical substances, barriers to innovation.
Do you have any comments on these findings? 
	


Do you agree with the view that current regulation does not address the needs of nanotechnologies? (Please indicate yes/partially/no/don’t know as appropriate) 

	


If you consider current national or European legislation does not address, or only partially addresses, the needs of nanotechnologies and nanomaterials, where do you believe the main gaps and insufficiencies fall?
	


Question 3
In an earlier FramingNano consultation, stakeholders identified the following as being sectors where the application of nanotechnologies raised particular concerns about the adequacy of existing legislation:

a) foods and feedstuffs

b) cosmetics

c) chemicals

d) environmental protection

e) occupational safety

A lower level of concern was express by stakeholders over the application of nanotechnologies in f) medical devices, g) medicinal products and h) other sectors.

Do you agree that these sectors represent the greatest areas for concern as regards the application of nanotechnologies?
	


Are there other product or activity sectors where you consider that the current regulatory framework regarding the application of nanotechnologies is inadequate?
	


Question 4
For those product or activity sectors that you believe raise the greatest concerns regarding the adequacy of legislation, please indicate briefly below those environmental, health and safety (EHS) aspects (e.g. from the list in question 1) that you consider most important to address.

(If you do not consider a sector raises particular concerns you do not need to fill in the box.)
	
	Sector

	EHS aspects

	a)
	Foods and feedstuffs

	

	b)
	Cosmetics

	

	c)
	Chemicals

	

	d)

	Environmental protection
	

	e)

	Occupational safety
	

	f)
	Medical devices

	

	g)


	Medicinal products
	

	h)


	Others sectors (please specify)


	


Question 5
In an earlier FramingNano consultation a majority considered that the future responsible development of nanotechnology would be best addresses by a combination of legislation (possibly extended and adapted where necessary) and voluntary measures such as codes of practice. 

For those product or activity sectors that you belive raise the greatest concerns regarding the application of nanotechnologies, do you agree that such a “combined approach” of legislation and voluntary measures is appropriate?
	
	Sector

	Combined approach appropriate?

(You may indicate fully/partially or not appropriate, or comment, as necessary)



	a)
	Foods and feedstuffs


	

	b)
	Cosmetics


	

	c)
	Chemicals


	

	d)


	Environmental protection
	

	e)


	Occupational safety
	

	f)
	Medical devices


	

	g)


	Medicinal products
	

	h)


	Others sectors (please specify)


	


Do you consider specific legislation is necessary (at least in certain cases)? Please comment below…

	


Question 6
For each of the EHS issues that you have identified as being important (see question 1), please indicate those that you consider:

a) should be the subject of regulatory provisions:

b) could be supported by voluntary measures, e.g. standards, codes and other voluntary tools. 
Please indicate also the type of voluntary tools you favour:
	a) EHS issues that should be the subject of regulatory provisions
(Your answer could also indicate which kind of extension or adaptation, if any, should be implemented in existing legislation).

	b) EHS issues that could be supported by voluntary measures and the type of voluntary measure you favour


	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Question 7

In an earlier FramingNano consultation respondents considered that all ethical, legal and social (ELSI) issues listed therein would also be relatively important for nanotechnology (e.g. responsibility, benefits to society, contribution towards third world development, effects on the labour market, protection of personal data, non-discrimination, rights to access information, use/misuse of novel nanotechnology applications in illegal activities, other key ethical questions). 

For those product or activity sectors that you have identified as raising concerns regarding the adequacy of legislation in relation to the application of nanotechnology (see question 3), please list those ELSI issues that you consider to be the most urgent or important:
	
	Sector


	Key ELSI issue

	a)


	
	

	b)


	
	

	c)


	
	

	d)


	
	

	e)


	
	

	f)


	
	


Question 8
In an earlier FramingNano consultation respondents indicated an overall preference to develop, extend or adapt regulations addressing nanotechnology and products containing nanomaterials at the European level.
Do you agree with the suggestion to focus regulation of nanotechnology and nanotechnology products at the European level?
	


Are there areas where national or international regulation or governance of nanotechnology is desirable or necessary? If so please describe them below?

	


Question 9
According to several reviews, international cooperation is generally considered necessary for the development of appropriate and effective instruments for the regulation of nanotechnologies.

Do you consider that it is necessary to harmonize the regulatory approach worldwide and, if so, how this could be achieved? Is a supranational agency/authority for nanotechnology desirable?

	


In this context what role do you consider supra-national organizations such as OECD or ISO can contribute?

	


Question 10
In an earlier FramingNano consultation responents expressed a strong preference that existing, rather than new, authorities and regulatory bodies should be responsible for overseeing the implementation of regulation of nanotechnology or products containing nanomaterials.
Do you agree that existing authorities should oversee the implementation of regulations addressing nanotechnologies or products containing nanomaterials?
	


If not, please indicate which other bodies that you consider should be responsible:
	


Question 11
In relation to those principles that should underpin the future governance of nanotechnology, respondents to an earlier FramingNano consultation considered the following, listed below in a broad priority order, to be the most important principles to be incorporated in a governance framework:

· transparency

· protection of health and safety at work

· public safety

· scientific integrity

· responsibility

· openness

· environmental protection

· sustainability

· accountability

· use of the precautionary principle

· maintaining the quality of science

· providing legal certainty

Please indicate below any other important principles (e.g. the protection of intellectual property, the ability to adapt to or promote innovation, etc.) that you consider essential to be addressed in any future governance framework for nanotechnology:
	a)


	

	b)


	

	c)


	

	d)


	

	e)


	

	f)


	


Question 12
In terms of societal engagement in relation to nanotechnologies, respondents to an earlier FramingNano consultation considered the following factors, listed below in a general priority order, to be most critical:
· making available to the public clear and transparent descriptions of the approaches towards regulation, funding, benefits, costs and uncertainties

· providing information to the public about who has the responsibility to regulate and support nanotechnologies

· ensuring that informed and concerned stakeholders are able to contribute to the direction of nanotechnology research and development

· making available to the public a range of scientific opinions (both pros and cons)

· ensuring public trust in the ability of public bodies to regulate nanotechnologies for the benefit of society

· improving risk communication to avoid an unjustified risk perception of nanotechnologies

Are there any important actions to improve societal engagement and public trust, in relation to the governance of nanotechnologies, that you think should be added to this list? Is there any communication model/example that you consider to be particularly effective?
	


Please comment on the possible roles and responsibilities of stakeholders1 in relation to public engagement and trust.
	


Question 13
Respondents to an earlier FramingNano consultation considered the following to comprise the most important barriers to the responsible development of nanotechnology:
· a lack of standards/other voluntary tools

· a lack of agreed risk assessment and risk management methodologies

· lack of knowledge of nanotechnologies by those responsible for their regulation

· lack of knowledge concerning nanotechnology risks

· the inability of regulations to keep pace with scientific discovery and development
· lack of a regulatory framework

· communication issues 

Please indicate below any other important factors that you think could constitute an important barrier to the responsible development of nanotechnologies:
	


Question 14
Most respondents to an earlier FramingNano consultation were aware of the European Commission Recommendation on a Code of Conduct for responsible nanosciences and nanotechnologies research (CoC). However, there was also a high level of “don’t knows” in relation to the actions to be taken with respect to implementing the principles and recommendations contained in the CoC.

Please indicate those measures or tools you think are necessary to improve knowledge and implementation of the European Commission Recommendation on a Code of Conduct for responsible nanosciences and nanotechnologies research (CoC) amongst key stakeholders?
	


Question 15
Please describe any measures that you think may be appropriate to encourage the uptake and use of any voluntary measures that might form part of the future governance framework for nanotechnologies (e.g. incentives, penalties, additional supporting tools and methodologies).
	


Question 16
Please include below any further comments or observations that you would like to make that have not been addressed by the previous questions:
	


Thank you very much for taking the time to complete this questionnaire. Your responses will form an invaluable contribution to the development of a draft nanotechnologies governance framework proposal within the FramingNano Project. You may follow the progress of the FramingNano Project and access key information and documents concerning the governance of nanotechnologies at www.framingnano.eu.

When you have completed and saved the questionnaire, please email it back as an attachment to your email to delphi@framingnano.eu by 30 September 2009.
� The FramingNano project has identified the following main categories of stakeholders:





Policymakers (government bodies, national & international authorities, regulatory agencies, standards organisations, lawyers, …); 


Industry, business and professional organizations; 


Research institutions and foundations; 


Civil Society Organisations (non-governmental organizations, consumer, public health, environmental, labour organisations, …) 
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