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Resolution on better regulation of chemicals, including nanomaterials, in light of the Trans-Atlantic
Trade and Investment Partnership: What should policy makers agree on in the interest of
consumers?

Executive Summary

In this new TACD resolution we call for aligning the regulatory frameworks for nanomaterials at the
highest safety level as it should be the objective of negotiations for the Transatlantic Trade and
Investment Partnership (TTIP) to reduce regulatory divergences without undercutting safeguards.

TACD Recommendations:
A desired outcome of the TTIP negotiations with regard to chemicals management including
nanomaterials would be a regulatory framework which:
e puts health and safety of people and the environment at the center of TTIP negotiations;
o effectively lowers the exposure of consumers and the environment to harmful chemicals;

e takes due account of the precautionary principle;

o allows parties to the TTIP to take steps to protect their most vulnerable populations and
environments from nanoparticles;

e manages chemicals based on hazard;
e takes into account consumer preferences and allows consumers informed choices
e enables each jurisdiction to adopt new initiatives aiming at improved safety

e provides for robust regulation of emerging technologies such as nanomaterials and
biotechnologies

e requires adequate pre-market testing for all nanomaterials that will be in products used
directly by consumers

e provides a public available inventory for all nanomaterials which are subject to pre-
marketing research and already used in products.

e provides a public and consumer friendly register of all nano-products, which are on the
market and available to consumers.



Introduction

The EU and U.S. approach towards regulating chemicals, based on the U.S. Toxic Substances Control
Act (TSCA) and the EU REACH Regulation, are quite different’. While REACH has considerable
potential to achieve a higher level of safety for consumers and the environment in the future, both
systems ought to be improved as they currently fail to protect human health and the environment
effectively’. Consumer organisations in the EU and U.S. are concerned that chronic and severe
diseases such as cancer, allergies and asthma, as well as reproductive disorders, which may be linked
to the exposure to hazardous chemicals, will further increase if chemicals are not brought under
control.

A common feature of both regulatory systems is also an insufficient capacity to adequately tackle
emerging technologies such as synthetic biology and nanotechnologies. The TACD has called on
policy makers on both sides of the Atlantic for better regulation of nanotechnologies and materials
since 2009. We identified a lack of coherent definitions, lack of adequate and agreed testing
methodologies, research gaps and transparency for consumers as stumbling blocks to effective
regulation for consumer safety. We urged the EU and U.S. governments to develop and adapt
regulatory frameworks which would ensure a pre-market safety assessment and pre-approval of use
of nanoparticles in consumer products to protect the public, workers and the environment®.

Since 2009, little has been achieved in the EU and the U.S. to ensure that nanoparticles and
nanotechnologies are safe and beneficial to consumers. Although more and more consumer products
containing nanomaterials appear on the market*, there is neither pre-market safety testing of those
products nor post-market surveillance to ensure they do not lead to new human health and
environmental risks.

For example, REACH is currently failing to control nanomaterials as consumer products continue to
enter the EU market with little or no information on their potential risks, thereby violating the
principle “no data no market””. Despite vocal criticism from the European Parliament concerning the
insufficient regulatory approach of the European Commission (EC), only marginal proposals, such as
updating the REACH Annexes, are currently discussed.

In the U.S., the Toxic Substances Control Act is a weak piece of legislation that regulates nano
chemicals primarily through a provision of the law called “Significant New Use Rules” (SNUR) wherein
the Environmental Protection Agency (EPA) negotiates a rule with the manufacturer or importer of a
chemical. Many parts of the “consent” degree which can include conditions for worker and
environmental protection are kept secret as confidential business information.® Recently, the EPA
has approved a number of SNURs for carbon nanotubes.” The U.S. Congress is working on a re-write
of the Toxic Substance Control Act, earlier drafts explicitly addressed nano-chemicals, but the latest
draft introduced into the U.S. Senate, called the Chemical Safety Improvement Act, does not.

Nano-pesticides are regulated under a different law, the Federal Insecticide Fungicide and
Rodenticide Act. Unfortunately, the EPA has been prohibited by the White House Office of
Management and Budget from implementing a new regulation that would regulate nano-pesticides
as unique pesticides. Several U.S. groups, including a number of TACD members, have filed a legal
petition with the EPA to force it to follow the law on nano-pesticides, but the EPA has not yet
responded to that petition.®




In this current situation of unresolved major public health issues that are linked to inadequate
hazardous chemicals management, the EU and U.S. entered the TTIP trade negotiations which focus
primarily on removal of non-tariff barriers to trade (NTBT) to increase market access. According to a
EC econometric projection, “two thirds of the total GDP gains of the Transatlantic Trade and
Investment Partnership (TTIP)” would result from an ambitious NTBT removal scenario.”’ As is
customary in trade negotiations, only entrepreneurial benefits, not social costs, are estimated under
further trade liberalization scenarios.

While TACD appreciates that trade negotiators hope to contribute to economic recovery, following
the crisis triggered by the deregulation of financial services, it would be a major strategic error to
negotiate TTIP chapters in sanitary and phytosanitary measures (SPS), technical barriers to trade
(TBT) and regulatory coherence, with a view to keeping regulation a minima in the hope to facilitate
trade in products of emerging technologies. “Light touch” regulation enabled the greatest economic
crisis since the Great Depression: there is no reason to believe that “light touch” regulation for trade
in the products of emerging technologies, while possibly facilitating their trade, will result in
consumer benefits whereas its costs to public health, the environment, worker safety and public
confidence could prove to be very high indeed.

Ideally, TTIP should offer an opportunity to harmonise two differing standards at the level which
provides better protection for consumers. Regrettably, having in mind the outcome of past trade
negotiations , we rather fear that a deal will be made at the “lowest-common-denominator” and at a

level which favors private interests of a few over public interests™,*.

In March 2013, the TACD stated therefore that the TTIP must focus on consumer well-being. We
voiced our skepticism that a trade partnership built around regulatory convergence will serve
consumer interests. Moreover, we called on EU and U.S. policy makers to allow both trading partners
the autonomy to adopt stronger non-discriminatory protection measures. With regard to emerging
technologies we emphasized that trading partners must be afforded discretion to regulate products
of emerging technologies. Non-discriminatory regulations that meet the objectives of consumer
protection and environmental or ethical protections, including those addressing labeling, should not
be subject to threat of investor state lawsuit challenge under a Transatlantic Trade agreement?.

In this paper, we discuss the potentials and risks through aligning the rules for sound chemicals
management including nanomaterials and give recommendations to policy makers which should be
considered when further negotiating the TTIP.

1. Ensuring public health and protecting consumers and the environment from exposure to
hazardous chemicals must remain the ultimate responsibility of governments, and not be
compromised or qualified by TTIP commitments to removal of “trade irritants” such as NTBT
rules.

Industry often calls for regulation to be based on “sound science”, ironically a public relations term
used to justify the cigarette industry denial that smoking in the presence of others had harmful
health effects.”® Scientific evidence is an important factor to set appropriate regulatory
requirements, and we are precisely concerned that with regard to emerging technologies such as
nanomaterials and biotechnologies, evidence of harm is still inconclusive (no evidence of harm is not
the evidence of no harm). Due to these uncertainties, we believe there is an urgent need to acton a
preventive basis. One only has to look at the recent European Environment Agency publication “Late



Lessons from Early Warnings vol. Il - science, precaution, innovation***”, to find concrete examples of

chemicals once thought to be non-problematic only to find out years on - after ignoring early warning
signs - that the chemical was very harmful for nature and / or health.

The report also highlights nanotechnology as an emerging issue focusing on the lack of regulatory
action as one challenge:

“Political decision-makers have yet to address many of the shortcomings in legislation, research and
development, and limitations in risk assessment, management and governance of nanotechnologies
and other emerging technologies. As a result, there remains a developmental environment that
hinders the adoption of precautionary yet socially and economically responsive strategies in the field
of nanotechnology.”*

Taking further urgently needed regulatory steps for public health prevention from harmful chemicals
is needed, such as, for example, pre-market safety assessments and pre-approval of use of
nanoparticles in consumer products to protect the public, workers and the environment. For some
kinds of nano applications it may also be appropriate to obtain post-market assessment/monitoring
data to ensure product safety and efficacy. The nature and extent of the assessment may vary. For
instance, products used on or in the body would require a full human health and environmental
safety assessment. Other products, such as a washing machine containing nanomaterial, may require
a more extensive environmental assessment.

TACD Recommendations:

e Policy makers on both sides of the Atlantic must retain the right to set the level of protection
from hazardous chemicals and nanomaterials. This right to adopt more ambitious measures
regarding health, safety and environmental protection should include the right for EU
Member States and states of the U.S. to go beyond the regulator determined “appropriate
level of protection” allowed in the WTO SPS Agreement.

e Both the EU and U.S. need to establish regulatory frameworks which adequately take into
account the novel issues and risks presented by nanotechnologies, as well as the legitimate
expectations of consumers regarding the products they use every day. These frameworks
must be precautionary and take into account the entire lifecycle of the material.

e Pre-market safety assessments and pre-approval of use of nanoparticles in consumer
products must become mandatory.

e Regulatory approvals of products containing nanoparticles must state that their
manufacturers retain liability for harm caused by the approved nanoparticles during the
lifecycle of the products, in addition to being covered by the general product liability law.

e Safety data must be made transparent and available for public scrutiny

2. Products have to fulfill all applicable legal requirements

We emphasize that increased mutual market access must not undermine current human health and
environmental protection standards.




With regard to safe use of chemicals in consumer products, the EU and U.S. follow different
regulatory approaches. For example, the EU Cosmetics Regulation (EC 1223/2009)® prohibits 1,328
chemicals and lays down specific restrictions for a wide range of substances. By contrast, cosmetics
marketed in the U.S. are barely regulated’. With regard to nanomaterials used in cosmetics,
manufacturers in the EU are obliged to send a notification to the EC prior to marketing. In case of
safety concerns related to a nanomaterial, the EC may adopt additional legal requirements. In the
EU, consumers are informed about nanomaterials in cosmetics due to mandatory labeling in the list
of ingredients. Similar provisions are missing in the U.S.

The FDA has, however, issued a draft guidance for industry requiring improvements in the way it
tests nanoparticles in cosmetics'®: “FDA recommends that the safety assessment for cosmetic
products using nanomaterials should address several important factors such as: the physico-chemical
characteristics,
e Agglomeration and size distribution of nanomaterials at the toxicity testing conditions which
should correspond to those of a final product,
e impurities,
e potential product exposure levels, and the potential for agglomeration of nanoparticles in the
final product,
e dosimetry for in vitro and in vivo toxicology studies,
e invitro and in vivo toxicological data on ingredients and their impurities, dermal penetration,
irritation (skin and eye) and sensitization studies, mutagenicity/ genotoxicity studies, and
e clinical studies to test the ingredient, or finished product, in human volunteers under controlled
conditions.
FDA expects that the science surrounding nanomaterials will continue to evolve.”

Unlike many U.S. agencies, the FDA has not set a hard and fast definition of the size of nanomaterials
that it will regulate and has requested manufacturers to use a general rule of submitting data on any
chemicals smaller than 1000nm when size or other attributes will change the behavior of the
chemical from the bulk scale. In this respect, the FDA guidelines are superior to the EU rules.™

TACD Recommendations:

e All consumer products have to fulfill as a minimum requirement the legislation which is
applicable in the respective jurisdictions. In case one jurisdiction has rules in place which
provide for a higher level of safety, we are in favor of allowing these products on both
markets as consumers will benefit.

e The EU and U.S. should not be forced to mutually recognize certain chemicals and
nanomaterials as “safe” although they would not qualify as such under the respective
regulatory framework

3. Agreeing on definitions is an important pre-condition for effective regulation

It is crucial to ensure that there is agreement on definitions of what constitutes nanoparticles and
other relevant nanotechnology-related terms, so that lack of agreed definitions does not further
delay the establishment of effective regulation. The EU recommendation for the term
“nanomaterial”, which was published in 2011, has so far not been implemented in product specific
legislation and is not binding. Hence, legal clarity is missing as to what “nanomaterials” are in
cosmetics and food, as well as in other consumer products. Likewise in the U.S., federal regulatory
agencies (FDA, EPA and USDA) use different definitions.



The intransparency is worsened by the industry who is not sharing relevant data, continues to
guestion what exactly “nano” is and does not apply the same understanding of the term.

TACD Recommendations:

e The TTIP agreement should provide in the long term for agreeing on common definitions for
regulatory purposes, (noting that it may be that slightly different definitions will be needed
for drug applications and food applications of nanotechnology than might be used for
industrial nano-chemicals used in batteries or auto parts):

- which goes beyond a mere size range definition

- is based on number of particles rather than mass

- includes internal structures such as aggregates and agglomerates

- clarifies that all nanoparticles which are present in a material are covered by the
definition and not only the ones that manufacturers produces “intentionally”

- which takes into account latest science

e Inthe absence of a consensus regarding definitions, no jurisdiction should be forced to repeal
their definition and all consumer goods would need to comply with those definitions which
are a precondition for marketing products in the respective market.

4. Better information on chemicals and nanomaterials is no “red tape”

Through REACH, the EU adopted substantial information requirements for manufacturers. As the
REACH information requirements related to nanomaterials are not functioning well, some EU
Member States have or are planning to complement REACH with mandatory reporting schemes for
nanomaterials®. Since 1 January 2013, the French scheme requires manufacturers, distributers and
users of nanomaterials to notify authorities about the uses, quantities and condition of
nanomaterials. The French authorities indicate that apparently more than 1,000 every day products
contain nanomaterials (cosmetics, sport equipment, electronic products, construction materials,
paints, etc.)*.

In the U.S., the EPA has been blocked by the Office of Management and Budget of the White House
from issuing new regulations on nano-pesticides, but has begun a product by product “data call-in”,
beginning with nano-silver, wherein it requests data from manufacturers on how they are using
nano-silver. Other nano chemicals will be subject to such “data call-ins” later. The original
regulations proposed by the EPA would be better than these “data call-ins”. The regulations would
have made it mandatory for nano-pesticide manufacturers to send health and safety data to the EPA.

In the past, the usefulness of such reporting schemes has been questioned by the industry. However,
we underline that such information is not “red tape” as it provides important information about the
uses and volumes that are commercialized and provides for traceability along the supply chain.
Hence, such a scheme can contribute to collecting useful information with regard to human and
environmental exposure.

TACD Recommendations:

e The EU and U.S. should establish mandatory reporting schemes to keep track of the
introduction into the marketplace of manufactured nanomaterials and exchange information
obtained about products being introduced. To reduce the burden for industry, the



information requirements could be standardized. Civil society should be consulted regarding
the information which has to be reported and disclosed within such a reporting scheme.

e The EU and U.S. should establish an extensive inventory of all nanomaterials which are
subject to pre-marketing research and which are already used in products. This inventory for
scientists, risk assessors and legislators would have to be made publicly available.

e The EU and U.S. should also make publicly available a consumer friendly register of products
containing nanomaterials.

5. Developing testing methodologies adapted to nanoparticles

It is crucial to develop new testing methods and technology to adequately assess the safety of
products containing nanomaterials, for both health and the environment, over the entire lifecycle of
the product (including the manufacturing, transport, product use, recycling and disposal). These
methods ought to be adapted to the particular characteristics of each kind of nanoparticle.

TACD Recommendation:

e Priority should be given to test methods which have been adopted at the OECD or through
international standards bodies. In the absence of such internationally standardized methods,
each jurisdiction should remain entitled to adopt suitable measures.

6. Coordinating scientific research agendas

In the area of nanomaterials there is still a large gap between research funds spent on commercial
applications and research funds spent for independent research projects that focus on human health
and environmental protection. While we believe that in general more public funds should be
dedicated to the hazards of nanomaterials, better cooperation between the EU and U.S. could
provide for useful synergies.

TACD Recommendations:

e The EU and U.S. should direct and fund research into the extensive gaps in understanding
about health and environmental risks, and coordinate their programs so as to make the most
efficient use possible of available resources.

e Independent scientific research which is valuable for regulatory purposes should be
complementary rather than doubling the efforts.

e Policy making should keep up to date with the development of new chemicals and
nanomaterials and include the findings of latest science as they emerge. Far too often, new
science is being taken into account in bi-lateral cooperation with a considerable delay.

7. Mandatory labeling and/or exclusion of nano chemicals in consumer products

Consumer products containing nano-ingredients and with which consumers come in direct, close or
regular contact must be labeled to enable informed choices. Consumers have a fundamental right to
know which is currently not respected with regard to nanomaterials. Moreover, product labeling
facilitates documentation of potential environmental releases, human exposure, and accountability
for adverse impacts. In the area of organic food certification, European organic certifying authorities,
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such as the Soil Association of the UK, have excluded nanoparticles smaller than 200 nm from organic
foods. In the U.S., the National Organic Standards board has recommended the exclusion of
nanoparticles smaller than 300nm. In the Nordic ecolabelling scheme (Swan), nanoparticles are not
allowed in cosmetics®. Such authorities should not be prevented from prohibiting certain sizes of
nanoparticles by the TTIP.

In the context of international trade negotiations, labeling requirements are regularly being
challenged as obstacles to market products in other jurisdictions. We insist however that regulatory
convergence should result in labeling requirements being extended, not reduced.

TACD Recommendation:

e Products containing nanomaterials with which consumers come in direct, close or regular
contact must be labeled;

e Where mandatory labeling requirements exist (e.g. for food and cosmetics in the EU), these
should not become obsolete due to the TTIP negotiations. If there is a need for
harmonization, the labeling requirements should rather be extended to cover also products
in other jurisdictions.

e Insome areas, such as food products and food packaging, as well as products that infants
might put into their mouths, exclusion of added nanoparticles should be permitted.

8. Regulating marketing claims

Better regulation is needed to ensure that claims made about the purported benefits of
nanoproducts can be substantiated and independently verified. Unsubstantiated claims should be
prohibited.

TACD Recommendation:

e Governments should ensure that unsubstantiated and not verifiable claims are withdrawn
and that these withdrawals are publicized.

9. Taking account of civil society’s views on nanotechnologies

The success or failure of new technologies depends largely on consumer acceptance. For instance,
consumers may not accept a new technology such as nanomaterials if they perceive the application
to be unnatural or assume there is a lack of control combined with uncertainty about future
consequences of the technology®.

TACD Recommendation:

e We see an urgent need to consult consumers not only concerning regulatory matters, but
also about governments’ investments in and subsidies for nanotechnologies. The public’s
views should be meaningfully integrated into policymaking.

e All texts of the TTIP negotiations related to nanotechnology and other emerging
technologies, such as synthetic biology, should be made available for public scrutiny.
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