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Responsible Nanotechnologies Code 
Consultation Draft – 17 September 2007

Invitation to comment

You are invited to submit comments and suggested amendments or additions to the scope, content and format of the Responsible Nano Code document below. Please could you do that by writing your suggestions in the form of a separate written commentary, either after each individual Principle, at the end, or as a separate document. 

In addition we have two further questions to ask you:

1. If you are an organisation involved in the research, manufacturing or retailing of products using nanotechnologies do you feel that your organisation would be willing to adopt the Responsible Nano Code? 


If not, why not and what would have to change to make our approach easier to 
implement or more appropriate for you?  Please bear in mind that the 
Indicators of Good Practice we suggest here are examples of the approach 
which may be taken, not standard performance guidelines.

2. We are exploring a number of ideas to encourage the adoption of the Code, to monitor signatories’ compliance with it and evaluate their reporting on compliance. We would welcome any ideas or views on how this could be best achieved 

NB:  Please be sure to note at the top of your submission your name and contact details.

Please email your submissions to the Secretariat of the Responsible Nano Code Initiative Hilary Sutcliffe at consultation@responsiblenanocode.org.  If you have any questions in relation to the Code or the consultation please refer to our website www.responsiblenanocode.org or contact Hilary on hilary@responsiblefutures.com or call her on +44 (0) 20 7520 9086 
We intend to publish all of the responses on our website following the completion of the Consultation, so please let us know if you wish to remain anonymous or do not wish your comments published.
We have also attached the Terms of Reference for the Initiative which gives more detail on the Code development processes and the Working Group Membership.
Date for final submissions:   12th November 2007

Background
What is the aim of the Responsible Nano Code Initiative?
Our aim is to develop a voluntary, principles-based Code, which is appropriate for adoption by organisations of all sizes involved in the research, development, manufacturing and retailing of products using nanotechnologies.
  These organisations may include:

· Companies of all sizes manufacturing products using nanotechnologies – whether their focus is business-to-business or the end consumer

· Retailers of products using nanotechnologies

· Companies and commercial partnerships researching or manufacturing nanomaterials

· Research laboratories 

· Universities

· Other private or publicly funded bodies involved in research and development
Our intention is, through an inclusive process – by engaging with companies, scientists, governments, NGOs and labour organisations - to establish a consensus of what constitutes good practice and provide guidance on what organisations can do to demonstrate responsible governance of this dynamic area of technology.
The Responsible Nano Code aims to stimulate organisations to consider all aspects of their involvement with nanotechnologies, including the broader social and ethical issues.

We believe it is in our collective interests to ensure that this potentially powerful set of enabling technologies achieves its potential to deliver health, environmental, social and economic benefits. We believe that this Code will play an important role in helping organisations to develop nanotechnologies responsibly, helping to ensure that this vision is realised.

Why is a code for nanotechnologies needed?

Opportunities…

Nanotechnologies present huge commercial opportunities for organisations involved in a wide variety of sectors from medicines to computing, from chemicals to food and consumer products. 

Many of these new products also have the potential for important social benefits - for example through the supply of cheap clean water, portable renewable energy or the replacement of hazardous chemicals - which could have a major impact on health and quality of life in developed and developing countries.

The progress of these technologies therefore offers the potential to generate new jobs, societal benefits and to contribute to economic growth. 

…and the potential for risk

However, at the same time – while the evidence is currently limited – there is uncertainty over the potential environmental, health and safety (EHS) risks of some nanoscale materials, particularly the impact of free manufactured nanoparticles and nanotubes.
The development of nanotechnologies also gives rise to a variety of often complex social and ethical issues – both in relation to their governance, (e.g. issues relating to who has control of the development of the technologies), the social impact of their development (e.g. the social and economic implications of the divide between those countries who have capabilities in this area and those who do not) and the impact of the specific applications (e.g. areas such as military and security technologies). 

Examples of nanotechnology-enabled products

Nanotechnologies are used in a vast array of products in many industry sectors. Many products, enabled by nanotechnologies of some form, have been available for many years - such as tyres, ceramics, pharmaceuticals, plastics and coatings; some have been recently introduced and many others are in development. 

These include: targeted anti-cancer drugs and tumour-removal technologies, surgical implants with improved biocompatibility, anti-bacterial and anti-viral coatings for medical and medicinal equipment, high-specificity drug-delivery technologies, theranostics (i.e. combined diagnostics – therapeutics), enhanced SPF sunscreens, high-efficiency fuel-borne catalysts, enhanced data-storage devices, stain-repellent fabrics, self-cleaning paints and windows, high-performance sports equipment, low-cost high-efficiency solar cells, exhaust emission detection and absorption devices and improved water filtration technologies.

NB:  These products are either already on the market or under development to bring to market in the near future.

Interim guidance on good practice

At present there is limited evidence to determine whether the current regulatory frameworks are sufficient to ensure the responsible development of the technology and its many applications, and a lack of guidance around how these frameworks should be applied to nanomaterials.

It is important to stress that we do not see this Code as in any way supplanting, displacing or otherwise subverting the evolving regulatory processes.  The Code is designed to provide guidance on best practice for organisations during the transitional period while the appropriate national and international regulatory frameworks are being evaluated and, if necessary, developed, and to complement any existing regulation.  
We also believe that its broad remit -  the Principles are relevant for organisations involved throughout the lifecycle of nano-enabled products – will give it relevance even after any regulation is introduced.
If future scientific assessments identify the need for amendments in regulation, then we hope that the Code and its development process will have contributed constructively to this.

Stakeholder reassurance

In addition, stakeholders (i.e. the general public, customers, employees, governments, business partners, investors and insurance companies), need to be reassured that companies commercialising nanotechnologies are adopting a responsible approach to doing so and are proactively and effectively mitigating any risks related to them.
An evolving process

This is not a static initiative. The Code will evolve as the understanding of the uncertainties associated with nanotechnologies are resolved and good practice in the use of nanotechnologies itself evolves.  The exact process of this review is not yet finalised.
The Remit of the Responsible Nano Code
Governance not management 

It is intended that this voluntary Code should provide strategic guidance on the governance of nanotechnology, rather than detailed recommendations on required corporate behaviours and performance.  The Code is designed to provide clarity on the strategic issues that organisations need to address and offers potential indicators of good practice to guide their responsible behaviour in the most important areas.
The Code is aimed at the Boards or governing bodies of organisations. The Principles embodied in the Code should be promulgated throughout the organisation and should guide operational decisions. It is not designed to be a prescriptive ‘management systems’ code, which focuses on the operational processes, though clearly the decisions that are sanctioned at the highest level in relation to nanotechnology governance will be delivered at an operational level.

Why a ‘principles-based’ Code?
We have chosen this type of high level ‘principles-based’ code for a number of reasons:

1. To focus the attention at the most senior level on the issues associated with nanotechnologies, because there is uncertainty over the potential environmental, health and safety (EHS) risks of some nanoscale materials. This level in an organisation is where the big strategic decisions are made and the most impact can be leveraged.

2. Because nanotechnologies are used in a diverse range of applications and by a wide range of organisations. We aim to produce a Code that is applicable to all types of organisation, from those involved in research through manufacturers of nanomaterials, those developing consumer or business-to-business products and consumer retailers. 
3. We intend to create a Code that organisations with widely differing management models can adopt. We would not wish, at this early stage in the evolution of nanotechnologies, to prescribe detailed behaviours where there is uncertainty regarding the most appropriate action at present. 
Why a ‘comply or explain’ governance approach?
We are proposing a ‘comply or explain’ approach to compliance through which organisations will be encouraged to demonstrate their adherence to the Principles of the Code. While this is normally used in the arena of general Corporate Governance we believe that it is also an appropriate vehicle for compliance in the case of nanotechnologies.

How does it work?

Organisations adopting the Code are asked to report each year on what steps they have taken to implement the Code, and if they haven’t implemented particular aspects, to clearly explain why.  
This may take the form of information in annual reports or annual statements, company social reports, or specific reporting on an organisation’s website.
We are mindful that some of the Principles will have more relevance to certain organisations than others.  While naturally the emphasis may vary in different types of organisation, we envisage all of the Principles requiring commentary.  
What is our definition of nanotechnology?

In order to provide clarity on what constitutes nanotechnology and is therefore within the remit of this Code a clear definition is required.  Since there is currently no internationally agreed definition we have chosen what the Working Group considers to be best available definition of nanotechnology. The Code will follow closely the evolution of an agreed definition. 
Therefore for the purposes of this document we are using the wording currently being defined by the ISO Working Group TC229 where nanotechnology is considered to be:

"design, characterisation, production and application of structures, devices and systems by controlling shape and size at the nanoscale,"  where “nanoscale”, is defined as:- "the size range from approximately 1nm to 100 nm.

Properties that are not extrapolations from a larger size will typically, but not exclusively, be exhibited in this size range. For such properties, the size limits are considered approximate."
However, we strongly encourage even those organisations working on the boundaries of what is currently considered nanotechnology to demonstrate transparency and undertake stakeholder engagement in order to clarify for the public the nature of their products and any risks associated with them.  
Aren’t the issues associated with nanotechnologies the same as with other emerging technologies?
In many ways the issues associated with the responsible development of nanotechnologies are no different from those encountered when working with other emerging technologies.  Some commentators have suggested that this Code be made applicable to all emerging technologies. 
We agree that the Principles may potentially be applied to other areas, and may in the future be adapted for such a purpose. However we feel at this stage the particular characteristics of materials manipulated at the nanoscale require specific focus and the Code is designed with that in mind.  

The Consultation process
In order to obtain a range of views about the scope, content and format of the Code, we are undertaking a consultation process from 17th September to 12th November 2007.  It will be in four parts, (the details are on our website www.responsiblenanocode.org):
1. Approximately 20-30 one-to-one meetings or telephone conversations with key stakeholders.
2. Working with ‘Consultation Partners’ in Europe, the US and Asia who have kindly offered to host events and disseminate the Code to their networks.

3. An invitation to comment to over 400 international organisations or individuals involved with nanotechnologies, including those targeted by the Code, together with national and international governments, international bodies, ngos, civil society organisations, academics and those involved with public dialogue and corporate and scientific accountability.

4. An open Call for Comment supported by a media relations programme.
The feedback from the Consultation will inform further drafts of the Code and its accompanying report, which will be finalised for launch in January/February 2008.
The Responsible Nano Code Principles and ‘Indicators of Good Practice’
We propose focusing the Code around Seven Principles that we believe are central to the responsible development of nanotechnologies.
For each Principle we offer suggested ‘Indicators of Good Practice’.  These are the types of behaviours we would expect an organisation adopting the Code to display; they are not a ‘check list’ for compliance.  
This is not a definitive list and not all may be applicable to all types of organisation.  We are mindful that there may be a different approach, for example, for a company whose whole focus is nanomaterials to one which has perhaps one or two such products in a large portfolio.  Small research laboratories with 10 employees may have a different approach to global companies with hundreds of thousands of employees where only a small number are involved in creating product using nanotechnologies.  

However, we have created these Indicators of Good Practice with this spectrum in mind and feel it is unlikely that an organisation could comply with this Code without displaying many of the behaviours indicated. Most will already have in place many of the practices outlined here for their existing products – e.g. risk management procedures, occupational health and safety, stakeholder involvement etc.  Many are already required by law.
The aim of the Code is to demonstrate how nanotechnologies in particular have been considered in the organisations’ approach, and adherence to the Code would require them to illustrate how they have adapted or broadened their existing procedures to incorporate any special requirements raised by their involvement with nanotechnologies.
The Responsible Nano Code Seven Principles:

Principle One:

Each Organisation should ensure that responsibility for guiding and managing its involvement with nanotechnologies resides with the Board or governing body

Principle Two:

Each Organisation should proactively engage with its stakeholders and be responsive to their views in its development or use of products using nanotechnologies
Principle Three:
Each Organisation should identify and minimise sources of risk for workers handling products using nanotechnologies, at all stages in the production process or in industrial use, to ensure high standards of occupational health and safety

Principle Four: 
Each Organisation should carry out thorough risk assessments and minimise any potential public health, safety and environmental risks relating to its products using nanotechnologies 
Principle Five:

Each Organisation should consider and respond to any social and ethical implications and impacts in the development or sale of products using nanotechnologies 

Principle Six:

Each Organisation should adopt responsible practice in the sales and marketing of products using nanotechnologies

Principle Seven:

Each Organisation should engage with suppliers and/or business partners to encourage and stimulate their adoption of the Code and so assure its own ability to fulfil its Code commitments

Potential Indicators of Good Practice
Principle One:

Each Organisation should ensure that responsibility for guiding and managing its involvement with nanotechnologies resides with the Board or governing body
Some indicators of good practice:
1. Responsibility for nanotechnology and accountability for implementation of the Code resides with the Board or governing body. 
2. A published policy, approved at the highest level, for the responsible management of nanotechnology.  This is likely to demonstrate, among other things: 
· A commitment to understanding, assessing and mitigating any health, safety, environmental, social and ethical issues associated with the company’s involvement 
· A commitment to transparency in its involvement with nanotechnologies,
· A commitment to listen and take account of stakeholders’ concerns
· A commitment to supporting the development of effective regulatory frameworks should that be deemed necessary by the appropriate bodies
3. Explicit incorporation of nanotechnology-specific risks into standard risk management processes and continuous assessment of nano risk as part of mainstream risk management strategy.
4. Disclosure that explains clearly how the organisation evaluates opportunities and risks when deciding which nanotechnology-enabled products are appropriate to bring to market.
Principle Two:

Each Organisation should proactively engage with its stakeholders and be responsive to their views in its development or use of products using nanotechnologies
Some indicators of good practice:

1. Active pursuit of external, independent expertise to inform the company’s approach to nanotechnologies. Following identification of key stakeholders, this may include stakeholder meetings, stakeholder panels or consultations on specific issues or at certain stages in product development. 
2. Regular and demonstrable engagement with key stakeholders.  Key stakeholders are likely to include employees, customers (business to business and end-consumers), ngos, civil society organisations and consumer bodies, the general public (who may or may not be potential customers), trade unions, shareholders, national governments and international governing bodies. 

Whilst it will be more appropriate for some companies to involve a wider range of 
stakeholders than others, those adopting the Code will demonstrate that they have 
considered who their key stakeholders are and how they should engage.

Even if an organisation is not supplying the end consumer, it should demonstrate 
consideration of the issues which may arise for all stakeholders as it may be in the 
strongest position to address them.

3. Clear disclosure of how stakeholder views have been considered and taken into account.
4. Information made available to stakeholders on the organisation’s products which use nanotechnologies (e.g. through inclusion on the company website, on the products themselves or through public disclosure schemes).
5. Regular, (e.g. annual) communication with stakeholders on the organisation’s adherence to this Code; its policy on the management of nanotechnologies and the systems and practices which underpin it.
Principle Three:
Each Organisation should identify and minimise sources of risk for workers handling products using nanotechnologies, at all stages in the production process or in industrial use, to ensure high standards of occupational health and safety

Some indicators of good practice

1. No default assumption that the risks associated with nanotechnologies are the same as those involved with existing materials.

2. Given current uncertainties about the behaviour and predictability of some nanomaterials, organisations should demonstrate the development and adoption of procedures and tests that provide high standards of protection for staff.

3. Specific consideration of working with nanotechnologies within occupational health and safety policies and programmes.

4. References to the relevant standards and protocols used (it is likely, given current uncertainties, that organisations will need to apply measures in excess of historically accepted practice. This is also required by law).
5. Disclosure of policy, indicators and actions in the event of breaches of safety guidelines, including whistleblowing procedures.
Principle Four:
Each Organisation should carry out thorough risk assessments and minimise any potential public health, safety and environmental risks relating to its products using nanotechnologies 
Some indicators of good practice:
1. No default assumption that the risks associated with nanotechnologies are the same as those involved with existing materials and that risk assessment methodologies used on similar materials at a larger scale are therefore also adequate.

2. Processes to identify and evaluate and minimise any risks to the general public, users or the environment from the development, use or disposal of products incorporating nanotechnologies.
3. Demonstration that the organisation has taken steps to identify knowledge gaps in this area and taken action to address them.

4. References to other standards/protocols the company has used in assessing product safety and actions taken in the absence of appropriate legislation.

5. Sharing information on risk mitigation methodologies and disclosure of results to government agencies, regulators, even competitors etc, to enhance the global understanding and development of appropriate risk assessment methodologies. Where issues of commercial sensitivity arise, organisations should work to find appropriate ways to communicate in this area. 
6. Where existing regulation, standards and guidelines have not yet taken developments in nanotechnology into account, demonstration of how the company contributes constructively to the development of appropriate regulation and standards.
7. Where information or research is lacking, which would be a barrier to the responsible development of the technology, companies may, for example, proactively support government research initiatives or initiate/partner independent research to bridge these gaps.
8. Disclosure of policy and actions that would be taken in the event of negative product impact, including whistleblower procedures and protections.

9. Disclosure of such an event occurring, of its impact and of actions taken. 

NB: Organisations likely to adopt this Code will be working at various stages in the 
product lifecycle.  However, even if an organisation is not supplying the end consumer, it 
should demonstrate consideration of the issues which may arise for all stakeholders as it 
may be in the strongest position to address them.  A process of ‘one up and one down’ is 
often used in circumstances such as this, where businesses share knowledge one level 
down the chain and one level up.  

Principle Five:
Each Organisation should consider and respond to any social and ethical implications and impacts in the development or sale of products using nanotechnologies 

Some indicators of good practice

1. The stakeholder engagement strategies adopted under Principle Two should also be used to consider the broader social and ethical implications and impacts of the company’s products, in which the use of nanotechnologies creates specific social and ethical challenges.
2. This complex area may include: involving the general public or representative groups in issues such as the direction of scientific progress in relation to specific products or areas of development; the availability of the technology or the uses to which it is put; pricing strategies and availability of nano-enabled products such as medicines and the potential for adverse effects on developing country economies and citizens.
3. Organisations may become involved in partnerships, community or charitable projects with governments or other bodies which help to further understand or address issues in this area.
4. Organisations may release or relinquish patents so that they are available to others, particularly those which may benefit people in developing countries.

Principle Six:

Each Organisation should adopt responsible practice in the sales and marketing of products using nanotechnologies

Some indicators of good practice
1. The organisation adopts and publishes a specific policy outlining its approach to sales, advertising, public relations and promotion of products containing nanotechnologies. 

2. The ‘nano’ term is used appropriately when promoting products – e.g. the nano-prefix should only be used in products which are enhanced through the use of nanotechnologies. 
3. Product effectiveness claims are substantiated by sound specific scientific research which is accessible to all stakeholders (though the importance of and the difficulties posed by company confidentiality issues are acknowledged) 

4. The organisation provides easily accessible information to its customers and other stakeholders about its products that contain nanotechnologies.  This may take the form of information on websites or product leaflets, labelling or public disclosure initiatives.
5. The organisation has mechanisms to ensure that it can identify and trace products using nanotechnologies in its supply chain

Principle Seven:

Each Organisation should engage with suppliers and/or business partners to encourage and stimulate their adoption of the Code and so assure its own ability to fulfil its Code commitments

Indicators of good practice:

1. Company policies and required standards of behaviour on their use of nanotechnologies should be communicated to suppliers and business partners. This should include information on environmental, health and occupational safety issues.  In time it could be that this information will be part of contractual arrangements and partnership agreements. 
2. Information and guidance is provided to business-to-business customers and partners on the safe transportation, storage, use, processing and disposal of products containing nanomaterials


END

Please email your submissions to the Secretariat of the Responsible Nano Code Initiative Hilary Sutcliffe at consultation@responsiblenanocode.org.  If you have any questions in relation to the Code or the consultation please refer to our website www.responsiblenanocode.org or contact Hilary on hilary@responsiblefutures.com or call her on +44 (0) 20 7520 9086 

� See page 4 of this document for a definition of nanotechnologies
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