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ER-1  BResEm R Al (EC)

REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 30 November 2009 on cosmetic products (recast)
(EC) No 1223/2009 (zT)
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GR(T 7 =7 U 7 )VBIEER 55 & Hoke)

REGULATION (EC) No 1223/2009 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 30 November 2009 on cosmetic
products

(recast)

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE
COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the
European Community, and in particular

Article 95 thereof,

Having regard to the proposal from the

Commission,

Having regard to the opinion of the European

Economic and Social Committee (1),

Acting in accordance with the procedure laid
down in Article 251 of the Treaty (2),

(29) The use of nanomaterials in cosmetic
products may increase with the further
development of technology.

In order to ensure a high level of consumer
protection, free movement of goods and legal
certainty for manufacturers, it is necessary to
develop a uniform definition for
nanomaterials at international level.

The Community should endeavour to reach
an agreement on a definition in appropriate
international fora.

Should such an agreement be reached, the

definition of nanomaterials in this Regulation
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should be adapted accordingly.

(30) At

information on the risks associated with

present, there 1is inadequate
nanomaterials.

In order to better assess their safety the
SCCS should provide guidance in cooperation
with relevant bodies on test methodologies
which take

characteristics of nanomaterials.

into account specific

(31) The Commission should regularly review
the provisions on nanomaterials in the light

of scientific progress.

(35) The SCCS should give opinions where

appropriate on the safety of use of
nanomaterials in cosmetic products.

These opinions should be based on full
information being made available by the

responsible person.

(65) When, on imperative grounds of urgency,
the normal time-limits for the regulatory
procedure with scrutiny cannot be complied
with, the Commission should be able to apply
the urgency procedure provided for in Article
5a(6) of Decision 1999/468/EC for the
adoption of certain measures relating to
CMRs, nanomaterials and potential risks to

human health.

CHAPTER I
SCOPE, DEFINITIONS

Article 1
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Scope and objective

This Regulation establishes rules to be
complied with by any cosmetic product made
available on the market, in order to ensure
the functioning of the internal market and a

high level of protection of human health.

Article 2

Definitions

1. For the purposes of this Regulation, the
following definitions shall apply:

(a) “cosmetic product' means any substance or
mixture intended to be placed in contact with
the external parts of the human body

(epidermis, hair system, nails, lips and
external genital organs) or with the teeth and
the mucous membranes of the oral cavity
with a view exclusively or mainly to cleaning
them, perfuming them, changing their
appearance, protecting them, keeping them

in good condition or correcting body odours;

(b) “substance' means a chemical element and
its compounds in the natural state or
obtained by any manufacturing process,
including any additive necessary to preserve
its stability and any impurity deriving from
the process used but excluding any solvent
which may be separated without affecting the
stability of the substance or changing its

composition;

(¢) ‘mixture' means a mixture or solution

composed of two or more substances;
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(d) *‘manufacturer' means any natural or legal
person who manufactures a cosmetic product
or has such a product designed or
manufactured, and markets that cosmetic

product under his name or trademark;

(e) “distributor' means any natural or legal
person in the supply chain, other than the
manufacturer or the importer, who makes a
cosmetic product available on the Community

market;

(0 ‘end user' means either a consumer or

professional using the cosmetic product;

(k) ‘nanomaterial' means an insoluble or
biopersistant and intentionally manufactured
material with one or more external
dimensions, or an internal structure, on the

scale from 1 to 100 nm;

(s) “frame formulation' means a formulation
which lists the category or function of
ingredients and their maximum
concentration in the cosmetic product or gives
relevant  quantitative and  qualitative
information whenever a cosmetic product is
not covered or only partially covered by such
a formulation.

The Commission shall provide indications for
the establishment of the frame formulation
and adapt them regularly to technical and

scientific progress.

2. For the purposes of point (a) of paragraph
1, a substance or mixture intended to be
ingested, inhaled, injected or implanted into

the human body shall not be considered to be
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a cosmetic product.

3. In view of the various definitions of
nanomaterials published by different bodies
and the constant technical and scientific
the field of
shall
adjust and adapt point (k) of paragraph 1 to

developments in

nanotechnologies, the Commission
technical and scientific progress and to

definitions subsequently agreed at

international level.

That

non-essential elements of this Regulation,

measure, designed to amend
shall be adopted in accordance with the
regulatory procedure with scrutiny referred

to in Article 32(3).

CHAPTER II
SAFETY,
MOVEMENT

RESPONSIBILITY, FREE

Article 3
Safety

A cosmetic product made available on the
market shall be safe for human health when
used under normal or reasonably foreseeable
of wuse, account, in

conditions taking

particular, of the following:

(a) presentation including conformity with
Directive 87/357/EEC;

(b) labelling;

(c) instructions for use and disposal;
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(d any other indication or information
provided by the responsible person defined in
Article 4.

The provision of warnings shall not exempt
persons defined in Articles 2 and 4 from
compliance with the other requirements laid

down in this Regulation.

Article 4

Responsible person

1. Only cosmetic products for which a legal
or natural person is designated within the
Community as ‘responsible person' shall be

placed on the market.

2. For each cosmetic product placed on the
market, the responsible person shall ensure
compliance with the relevant obligations set

out in this Regulation.

5. For an imported cosmetic product, each
importer shall be the responsible person for
the specific cosmetic product he places on the
market.

The importer may, by written mandate,
designate a person established within the
Community as the responsible person who

shall accept in writing.

6. The distributor shall be the responsible
person where he places a cosmetic product on
the market under his name or trademark or
modifies a product already placed on the
market in such a way that compliance with

the applicable requirements may be affected.

The translation of information relating to a
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cosmetic product already placed on the
shall
modification of that product of such a nature
that with  the

market not be considered as a

compliance applicable
requirements of this Regulation may be
affected.

Article 5

Obligations of responsible persons
1. Responsible shall ensure
compliance with Articles 3, 8, 10, 11, 12, 13,
14, 15, 16, 17, 18, Article 19(1),(2) and (5), as
well as Articles 20, 21, 23 and 24.

persons

2. Responsible persons who consider or have
reason to believe that a cosmetic product
which they have placed on the market is not
in conformity with this Regulation shall
immediately take the corrective measures
that product into

necessary to bring

conformity, withdraw it or recall it, as

appropriate.

Furthermore, where the cosmetic product
presents a risk to human health, responsible
shall the
competent national the

Member States in which they made the

persons immediately inform

authorities of

product available and of the Member State in
which the product information file is readily
accessible, giving details, in particular, of the
the corrective

non-compliance and of

measures taken.

3. Responsible persons shall cooperate with
these authorities, at the request of the latter,

on any action to eliminate the risks posed by
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cosmetic products which they have made
available on the market.

In particular, responsible persons shall,
further to a reasoned request from a
competent national authority, provide it with
all the

necessary to demonstrate the conformity of

information and documentation

specific aspects of the product, in a language
which can be easily understood by that
authority.

Article 6
Obligations of distributors

1. In the context of their activities, when
making a cosmetic product available on the
market, distributors shall act with due care

in relation to applicable requirements.

2. Before making a cosmetic product available
on the market distributors shall verify that:

the labelling information provided for in
Article 19(1)(a), (e) and (g) and Article 19(3)
and (4) is present,

the language requirements provided for in
Article 19(5) are fulfilled,

the date of minimum durability specified,
where applicable under Article 19(1), has not

passed.

3. Where distributors consider or have
reason to believe that:

* a cosmetic product is not in conformity with
the requirements laid down 1in this
Regulation, they shall not make the product
available on the market until it has been

brought into conformity with the applicable
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requirements,

a cosmetic product which they have made
available on the market is not in conformity
with this Regulation, they shall make sure
that the corrective measures necessary to
bring that product into conformity, withdraw

it or recall it, as appropriate, are taken.

Furthermore, where the cosmetic product
presents a risk to human health, distributors
shall immediately inform the responsible
person and the competent national
authorities of the Member States in which
they made the product available, giving
details, in particular, of the non-compliance

and of the corrective measures taken.

4. Distributors shall ensure that, while a
product is under their responsibility, storage
or transport conditions do not jeopardise its
compliance with the requirements set out in

this Regulation.

shall

competent authorities, at the request of the

5. Distributors cooperate  with
latter, on any action to eliminate the risks
posed by products which they have made

available on the market.

In particular, distributors shall, further to a
reasoned request from a competent national
authority, provide it with all the information
and documentation necessary to demonstrate
the conformity of the product with the
requirements listed under paragraph 2, in a
language which can be easily understood by

that authority.
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Article 7
Identification within the supply chain

At the request of a competent authority:
responsible persons shall identify the
distributors to whom they supply the
cosmetic product,
the shall

distributor or the responsible person from

distributor identify the
whom, and the distributors to whom, the
cosmetic product was supplied.

This obligation shall apply for a period of
three years following the date on which the
batch of the cosmetic product was made

available to the distributor.

Article 8

Good manufacturing practice

Article 9

Free movement

CHAPTER III
SAFETY ASSESSMENT, PRODUCT
INFORMATION FILE, NOTIFICATION

Article 10

Safety assessment

1. In order to demonstrate that a cosmetic

product complies with Article 3, the
responsible person shall, prior to placing a
cosmetic product on the market, ensure that
the cosmetic product has undergone a safety
assessment on the basis of the relevant

information and that a cosmetic product
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safety report is set up in accordance with

Annex I.
The responsible person shall ensure that:
(a) the intended use of the cosmetic product

and the anticipated systemic exposure to

individual ingredients in a final formulation

are taken into account in the safety
assessment;
(b) an appropriate weight-of-evidence

approach is used in the safety assessment for

reviewing data from all existing sources;

(c) the cosmetic product safety report is kept
up to date in view of additional relevant
information generated subsequent to placing

the product on the market.

The first subparagraph shall also apply to
cosmetic products that have been notified
under Directive 76/768/EEC.

The Commission, in close cooperation with all

stakeholders, shall adopt appropriate
guidelines to enable undertakings, in
particular small and medium-sized

enterprises, to comply with the requirements
laid down in Annex I. Those guidelines shall
be adopted in accordance with the regulatory

procedure referred to in Article 32(2).

2. The cosmetic product safety assessment, as
set out in Part B of Annex I shall be carried
out by a person in possession of a diploma or
other evidence of formal qualifications
awarded on completion of a university course
and practical

of theoretical study in
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pharmacy, toxicology, medicine or a similar

discipline, or a course recognised as

equivalent by a Member State.

3. Non-clinical safety studies referred to in
the safety assessment according to paragraph
1 and carried out after 30 June 1988 for the
purpose of assessing the safety of a cosmetic
shall

legislation

product comply with Community

on the principles of good
laboratory practice, as applicable at the time
of performance of the study, or with other
international standards recognised as being

equivalent by the Commission or the ECHA.

Article 11

Product information file

1. When a cosmetic product is placed on the
market, the responsible person shall keep a
product information file for it.

The product information file shall be kept for
a period of ten years following the date on
which the last batch of the cosmetic product

was placed on the market.

2. The product information file shall contain
the following information and data which

shall be updated as necessary:

(a) a description of the cosmetic product
which enables the product information file to

be clearly attributed to the cosmetic product;

(b) the cosmetic product safety report referred
to in Article 10(1);

(0 a description of the method of
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manufacturing and a statement on
compliance with good manufacturing practice

referred to in Article 8;

(d) where justified by the nature or the effect
of the cosmetic product, proof of the effect

claimed for the cosmetic product;

(e) data on any animal testing performed by
the manufacturer, his agents or suppliers,
relating to the development or safety
assessment of the cosmetic product or its
ingredients, including any animal testing
meet the

performed to legislative or

regulatory requirements of third countries.

3. The responsible person shall make the
product information file readily accessible in
electronic or other format at his address
indicated on the label to the competent
authority of the Member State in which the
file is kept.

The information contained in the product
information file shall be available in a
language which can be easily understood by
the competent authorities of the Member

State.

4. The requirements provided in paragraphs
1 to 3 of this Article shall also apply to
cosmetic products that have been notified
under Directive 76/768/EEC.

Article 12

Sampling and analysis

Article 13
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Notification

1. Prior to placing the cosmetic product on the
market the responsible person shall submit,
by the

information to the Commission:

electronic  means, following

(a) the category of cosmetic product and its

name or names, enabling its specific

identification;

(b) the name and address of the responsible
person where the product information file is

made readily accessible;

(c) the country of origin in the case of import;

(d) the Member State in which the cosmetic

product is to be placed on the market;

(e) the contact details of a physical person to

contact in the case of necessity;

(f) the presence of substances in the form of
nanomaterials and:

(i) their identification including the chemical
name (IUPAC) and other descriptors as
specified in point 2 of the Preamble to
Annexes II to VI to this Regulation;

(ii) the reasonably foreseeable exposure

conditions;

(2) the name and the Chemicals Abstracts
Service (CAS) or EC number of substances
classified as carcinogenic, mutagenic or toxic
for reproduction (CMR), of category 1A or 1B,
under Part 3 of Annex VI to Regulation (EC)
No 1272/2008;

JEa H

1. AbdEinZz Bl 580, BEAIZEFTF
BIZ K> TUT O MEABINEE IR L2
FIUTR 57220,

(@) fEx DFEZFTREICT 5, LB DX K
U4 il

(b) FEEOAH KORE®RT 7 A V23
JEIZAFATRE & SN D EIEH O,

(© WMADHEL, JFERE,

(@) Ab¥Ed2 B sk 2 iR E,

(e) WMBEDBRITIHERE T 2 8 A O e,

® F /=T U T IO TOME DIEE. KO,

D AbFWE LR QUPAC) K OAHIAID THH
Al IS VI OF L) ORA > 2 THE L
fth D FER 1% B T [F E T o

(i) AERCTFRIATRE 7R 2R ER SR,

(@ £ ROHFZIAN-TTARNTZ k- H
— " A(Chemicals Abstracts Service) (CAS).
SEHH] (EC) No 1272/2008 OFftHIl VI X
— bk 3 FOXS 1A XiZ 1B O, FnAME, 22
SRR, XTI T 2R H 5 L
SEINT-WED EC &5,

289




(h) the frame formulation allowing for prompt
and appropriate medical treatment in the

event of difficulties.

The first subparagraph shall also apply to
cosmetic products notified under Directive
76/768/EEC.

2. When the cosmetic product is placed on the
market, the responsible person shall notify to
the Commission the original labelling, and,
where reasonably legible, a photograph of the

corresponding packaging.

3. As from 11 July 2013, a distributor who
makes available in a Member State a
cosmetic product already placed on the
market in another Member State and
translates, on his own initiative, any element
of the labelling of that product in order to
comply with national law, shall submit, by
electronic means, the following information to

the Commission:

(a) the category of cosmetic product, its name
in the Member State of dispatch and its name
in the Member State in which it is made

available, enabling its specific identification;

(b) the Member State in which the cosmetic

product is made available;
(¢) his name and address;
(d) the name and address of the responsible

person where the product information file is

made readily accessible.
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4. Where a cosmetic product has been
placed on the market before 11 July 2013 but
is no longer placed on the market as from
that date, and a distributor introduces that
product in a Member State after that date,
that distributor shall communicate the

following to the responsible person:

(a) the category of cosmetic product, its name
in the Member State of dispatch and its name
in the Member State in which it is made

available, enabling its specific identification;

(b) the Member State in which the cosmetic

product is made available;

(c) his name and address.

On the basis of that communication, the
responsible person shall submit to the
by the
information referred to in paragraph 1 of this
Article,
Article 7(3) and Article 7a (4) of Directive
76/768/EEC have not been carried out in the

Commission, electronic means,

where notifications according to

Member State in which the cosmetic product

1s made available.

5. The Commission shall, without delay,
make the information referred to in points (a)
to (g) of paragraph 1, and in paragraphs 2
and 3 available electronically to all competent

authorities.

That information may be used by competent
authorities only for the purposes of market

surveillance, market analysis, evaluation and
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consumer information in the context of

Articles 25, 26 and 27.

6. The Commission shall, without delay,

make the information referred to in
paragraphs 1, 2 and 3 available electronically
to poison centres or similar bodies, where
such centres or bodies have been established
by Member States.

That information may be used by those
bodies only for the purposes of medical

treatment.

7. Where any of the information set out in

paragraphs 1, 3 and 4 changes, the
responsible person or the distributor shall

provide an update without delay.

8. The Commission may, taking into account
technical and scientific progress and specific
needs related to market surveillance, amend

paragraphs 1 to 7 by adding requirements.

Those

non-essential elements of this Regulation,

measures, designed to amend
shall be adopted in accordance with the
regulatory procedure with scrutiny referred

to in Article 32(3).

CHAPTER IV
RESTRICTIONS
SUBSTANCES

FOR CERTAIN

Article 14
Restrictions for substances listed in the

Annexes

Article 15
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Substances classified as CMR substances

1. The use in cosmetic products of substances
classified as CMR substances, of category 2,
under Part 3 of Annex VI to Regulation (EC)
No 1272/2008 shall be prohibited.

However, a substance classified in category 2
may be used in cosmetic products where the
substance has been evaluated by the SCCS

and found safe for use in cosmetic products.

To these ends the Commission shall adopt the
necessary measures in accordance with the
regulatory procedure with scrutiny referred
to in Article 32(3) of this Regulation.

2. The use in cosmetic products of substances
classified as CMR substances, of category 1A
or 1B under Part 3 of Annex VI to Regulation
(EC) No 1272/2008 shall be prohibited.

However, such substances may be used in
cosmetic products by way of exception where,
subsequent to their classification as CMR
substances of category 1A or 1B under Part 3
of Annex VI to Regulation (EC) No 1272/2008,

all of the following conditions are fulfilled:

(a) they
requirements as defined in Regulation (EC)
No 178/2002 of the European Parliament and

comply with the food safety

of the Council of 28 January 2002 laying

down the general principles and

requirements of food law, establishing the
European Food Safety Authority and laying

down procedures in matters of food safety (1);

(b) there are no suitable alternative

CMR E L B ST WE

1. HHJ(EC) No 1272/2008 OFffHI VI ¢ /<— k
3 TH 2 XD CMR W & LT INTY
BiE, ALPERICEER & d Z iRk sl
UL B 720,

LU b, B2 Ky e LTHBSNIZWE
(X, SCCS (2 & » Tkl S AfLhEdnll &) S il
ML SnNTgaid, bR+ 5 2
ENTE D,

INHEDOHAMDIZDIC, BINEE =T Z OHFIA]
D 32 FB)TE R SNIFEICHT 2HAF
RENZHE > THERHTEZ RS 2T b7
Uy,

2. Al (EC) No 1272/2008 DAl VI 1 /3—
K 3IZHBWTXS 1A X% 2B », CMR W& &
LTSN E AL CERT 5 2 &1
I RRT e 5720,

LInLe s, 20 X5 72 & B bkE
i CHEATE 201%, Bl (EC) No 1272/2008
ORI VI D3— | 31281F 51X 1A X 2B
O CMR WE & LTERLRESNIZHKIC,
LT OEFETHMIEINDIHETH D,

(@) 2o, BT D IEAEO—RRFII &
OEAEOHIE, PRINE ML SO, KO
VO RS OZEEIZET 2 FIHOHEE T 5
RN a2 K TN 2002 4 1 H 28 H OFMNEEHFS D
HHJ(EC) No 178/2002 TEFHKSNH X 57 &
S RMEERITHE O

b)) REMOSHIZBWCEEH I D X 91T,

293




substances available, as documented in an

analysis of alternatives;

(c) the application is made for a particular
use of the product category with a known

exposure; and

(d) they have been evaluated and found safe
by the SCCS for use in cosmetic products, in
particular in view of exposure to these
products and taking into consideration the
overall exposure from other sources, taking
particular account of vulnerable population

groups.

Specific labelling in order to avoid misuse of
the cosmetic product shall be provided in
accordance with Article 3 of this Regulation,
taking into account possible risks linked to
the presence of hazardous substances and the

routes of exposure.

In order to implement this paragraph, the
Commission shall amend the Annexes to this
Regulation in accordance with the regulatory
procedure with scrutiny referred to in Article
32(3) of this Regulation within 15 months of
the inclusion of the substances concerned in
Part 3 of Annex VI to Regulation (EC) No
1272/2008.

On
Commission may use the urgency procedure
referred to in Article 32(4) of this Regulation.
The Commission shall mandate the SCCS to

imperative grounds of urgency, the

re-evaluate those substances as soon as
safety concerns arise, and at the latest five

years after their inclusion in Annexes III to
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VI to this Regulation, and at least every

subsequent five years.

3. By 11 January 2012, the Commission shall

ensure that appropriate guidance is
developed with the aim of enabling a
harmonised approach to the development and
use of overall exposure estimates in assessing
the safe use of CMR substances.

This guidance shall be developed in
consultation with the SCCS, the ECHA, the
EFSA and other stakeholders,

drawing, as appropriate, on relevant best

relevant
practice.

4. When Community or internationally
agreed criteria for identifying substances
with endocrine-disrupting properties are
available, or at the latest on 11 January 2015,

the Commission shall review this Regulation

with regard to substances with
endocrine-disrupting properties.

Article 16

Nanomaterials

1. For every cosmetic product that contains
nanomaterials, a high level of protection of

human health shall be ensured.

2. The provisions of this Article do not apply
to nanomaterials used as colorants, UV filters
or preservatives regulated under Article 14,

unless expressly specified.

3. In addition to the notification under Article

13, cosmetic products containing
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nanomaterials shall be notified to the
Commission by the responsible person by
electronic means six months prior to being
placed on the market, except where they have
already been placed on the market by the
same responsible person before 11 January
2013.

In the latter case, cosmetic products
containing nanomaterials placed on the
market shall be notified to the Commission
by the

January 2013 and 11 July 2013 by electronic

responsible person between 11
means, in addition to the notification in

Article 13.

The first and the second subparagraphs shall
not apply to cosmetic products containing
nanomaterials that are in conformity with

the requirements set out in Annex III.

The information notified to the Commission
shall contain at least the following:

(a) the identification of the nanomaterial
including its chemical name(IUPAC) and
other descriptors as specified in point 2 of the

Preamble to Annexes II to VI;

(b) the specification of the nanomaterial
including size of particles, physical and

chemical properties;

() of

nanomaterial contained in cosmetic products

an estimate of the quantity

intended to be placed on the market per year;

(d)

nanomaterial;

the toxicological profile of the

FHIZL o TEHMNEZEBRICEFHFETHERT
LR B2, s E LTI, 201841 H 11
HEVanz, RUEEEICL>TENLD Bl
SNTVDLHEAETHD,

BEOLEIX., EicshieTd /) ~T7 VT v EE
TefbpEdhi, & 13 Lotz <, E1H
FETEMEHEIZ L > TRINEESIT 2018 4F 1
H 11 226 20134 7 H 11 HORIZmITH S
T ER 5720,

B1ROFE 2T T 7T 7%, A I Cf
RENTZEBHIC—FHT D, T/ ~T VT LEE
TALRES I SR,

RONZEES BT H S b EHIE, 2l et
LUFDOH D &E L TORITIIER B0,

(@) (b¥WE4F TUPAC), KOV, RIXOR
A2 h 2 B IT 205 VI ZHT TRIE S
NAMOFLR T2 ETe )/ ~7 U T IVORE,

(b) RIFE. WPERERE. M OMbLFEREE ST,
J =T U T IVO BRI,

(© EfshafedtmicEEzEnsr/~7Y
TV DR OHEE &,

Q@ F /=T VT IIOEME

296




(e) the safety data of the nanomaterial
relating to the category of cosmetic product,

as used in such products;

(f) the reasonably foreseeable exposure
conditions.
The responsible person may designate

another legal or natural person by written
mandate for the notification of nanomaterials

and shall inform the Commission thereof.

The Commission shall provide a reference
number for the submission of the toxicological
profile, which may substitute the information

to be notified under point (d).

4. In the event that the Commission has

concerns regarding the safety of a
nanomaterial, the Commission shall, without
delay, request the SCCS to give its opinion on
the safety of such nanomaterial for use in the
relevant categories of cosmetic products and
on the reasonably foreseeable exposure

conditions.

The Commission shall make this information
public.

The SCCS shall deliver its opinion within six
months of the Commission's request.

Where the SCCS finds that any necessary
data is lacking, the Commission shall request
the responsible person to provide such data
within an explicitly stated reasonable time,

which shall not be extended.

The SCCS shall deliver its final opinion
within six months of submission of additional

data.
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The opinion of the SCCS shall be made
publicly available.

5. The Commission may, at any time, invoke
the procedure in paragraph 4 where it has
any safety concerns, for example due to new

information supplied by a third party.

6. Taking into account the opinion of the
SCCS, and where there is a potential risk to
human health, including when there is

insufficient data, the Commission may

amend Annexes I and III.

7. The Commission may, taking into account
technical and scientific progress, amend

paragraph 3 by adding requirements.

8. The measures, referred to in paragraphs 6
and 7, designed to amend non-essential
elements of this Regulation, shall be adopted
in accordance with the regulatory procedure

with scrutiny referred to in Article 32(3).

9. On imperative grounds of urgency the
Commission may use the procedure referred

to in Article 32(4).

10. The following information shall be made

available by the Commission:

(a) By 11 January 2014, the Commission
shall make available a catalogue of all
nanomaterials used in cosmetic products
placed on the market, including those used as
colorants, UVfilters and preservatives in a
separate section, indicating the categories of
products and the

cosmetic reasonably
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foreseeable exposure conditions.
This catalogue shall be regularly updated

thereafter and be made publicly available.

(b) The Commission shall submit to the
European Parliament and the Council an
which will

information on developments in the use of

annual status report, give
nanomaterials in cosmetic products within
the Community, including those used as
colorants, UV- filters and preservatives in a

separate section.

The first report shall be presented by 11 July
2014 The report update shall summarise, in
particular, the new nanomaterials in new
categories of cosmetic products, the number
of notifications, the progress made in
developing nano-specific assessment methods
safety assessment and

and guides,

information on international cooperation

programmes.

11. The Commission shall regularly review
the provisions of this Regulation concerning
nanomaterials in the light of scientific
progress and shall, where necessary, propose

suitable amendments to those provisions.

The first review shall be undertaken by 11
July 2018.

Article 17

Traces of prohibited substances

The non-intended presence of a small
quantity of a prohibited substance, stemming

from impurities of natural or synthetic
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ingredients, the manufacturing process,
storage, migration from packaging, which is
technically unavoidable in good
manufacturing practice, shall be permitted
provided that such presence is in conformity

with Article 3.

CHAPTER V
ANIMAL TESTING

Article 18

Animal testing

1. Without

obligations deriving from Article 3,

prejudice to the general
the

following shall be prohibited:

(a) the placing on the market of cosmetic
products where the final formulation, in
order to meet the requirements of this
Regulation, has been the subject of animal
testing using a method other than an
alternative method after such alternative
method has been validated and adopted at
Community level with due regard to the

development of validation within the OECD;

(b) the placing on the market of cosmetic

products containing ingredients or
combinations of ingredients which, in order to
meet the requirements of this Regulation,
have been the subject of animal testing using
a method other than an alternative method
after such alternative method has been
validated and adopted at Community level
with due regard to the development of

validation within the OECD;
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(c) the performance within the Community of
animal testing of finished cosmetic products
in order to meet the requirements of this

Regulation;

(d) the performance within the Community of
animal testing of ingredients or combinations
of ingredients in order to meet the
requirements of this Regulation, after the
date on which such tests are required to be
replaced by one or more validated alternative
methods listed in Commission Regulation
(EC) No 440/2008 of 30 May 2008 laying
down test methods pursuant to Regulation
(EC) No 1907/2006 of the

Parliament and of the Council on the

European

Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH) (1) or in
Annex VIII to this Regulation.

CHAPTER VI
CONSUMER INFORMATION

Article 19
Labelling

1. Without prejudice to other provisions in
this Article, cosmetic products shall be made
available on the market only where the
container and packaging of cosmetic products
bear the following information in indelible,

easily legible and visible lettering:

(a) the name or registered name and the
address of the responsible person.

Such information may be abbreviated in so
far as the abbreviation makes it possible to

identify that person and his address.
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If several addresses are indicated, the one
where the responsible person makes readily
available the product information file shall be
highlighted.

The country of origin shall be specified for

imported cosmetic products;

(b) the nominal content at the time of
packaging, given by weight or by volume,
except in the case of packaging containing
less than five grams or five millilitres, free
samples and single-application packs; for
pre-packages normally sold as a number of
items, for which details of weight or volume
are not significant, the content need not be
given provided the number of items appears
on the packaging.

This information need not be given if the
number of items is easy to see from the
outside or if the product is normally only sold

individually;

(c) the date until which the cosmetic product,
stored under appropriate conditions, will
continue to fulfil its initial function and, in
particular, will remain in conformity with

Article 3 (‘date of minimum durability").

The date itself or details of where it appears
on the packaging shall be preceded by the
symbol shown in point 3 of Annex VII or the
words:

‘best used before the end of'.

The date of minimum durability shall be
clearly expressed and shall consist of either
the month and year or the day, month and

year, in that order.
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shall be

indication of the

If necessary, this information
supplemented by an
conditions which must be satisfied to
guarantee the stated durability.

Indication of the date of minimum durability
shall not be mandatory for cosmetic products
with a minimum durability of more than 30
months.

shall be an

indication of the period of time after opening

For such products, there
for which the product is safe and can be used
without any harm to the consumer.

This information shall be indicated, except
where the concept of durability after opening
is not relevant, by the symbol shown in point
2 of Annex VII followed by the period (in

months and/or years);

(d) particular precautions to be observed in
use, and at least those listed in Annexes III to
VI and any special precautionary information

on cosmetic products for profesional use;

(e) the batch number of manufacture or the

reference for identifying the cosmetic
product.

Where this is impossible for practical reasons
because the cosmetic products are too small,
such information need appear only on the

packaging;

(f) the function of the cosmetic product,

unless it is clear from its presentation;

(g) a list of ingredients.
This information may be indicated on the

packaging alone.
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The list shall be preceded by the term
‘ingredients'.

For the purpose of this Article, an ingredient
means any substance or mixture
intentionally used in the cosmetic product
during the process of manufacturing.

The following shall not, however, be regarded

as ingredients:

(i) impurities in the raw materials used;

(ii) subsidiary technical materials used in the
mixture but not present in the final product.

Perfume and aromatic compositions and their
raw materials shall be referred to by the

terms ‘parfum' or “aroma’.

Moreover, the presence of substances, the
mention of which is required under the
“Other' shall be

indicated in the list of ingredients in addition

column in Annex III,
to the terms parfum or aroma.
The list of ingredients shall be established in
descending order of weight of the ingredients
at the time they are added to the cosmetic
product.

Ingredients in concentrations of less than 1 %
may be listed in any order after those in
concentrations of more than 1 %.

All

nanomaterials shall be clearly indicated in

ingredients present in the form of
the list of ingredients.

The names of such ingredients shall be
followed by the word “nano' in brackets.
Colorants other than colorants intended to
colour the hair may be listed in any order

after the other cosmetic ingredients.
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For decorative cosmetic products marketed in
several colour shades, all colorants other
than colorants intended to colour the hair
used in the range may be listed, provided that
the words ‘may contain' or the symbol “+/-'
are added.

The CI (Colour Index) nomenclature shall be

used, where applicable.

Article 20

Product claims

1. In the labelling, making available on the
market and advertising of cosmetic products,
text, names, trade marks, pictures and
figurative or other signs shall not be used to
imply that these products have
characteristics or functions which they do not

have.

2. The Commission shall, in cooperation with
Member States, establish an action plan
regarding claims used and fix priorities for
determining common criteria justifying the

use of a claim.

After consulting the SCCS or other relevant
authorities, the Commission shall adopt a list
of common criteria for claims which may be
used in respect of cosmetic products, in
accordance with the regulatory procedure
with scrutiny referred to in Article 32(3) of
this Regulation, taking into account the
provisions of Directive 2005/29/EC.

By 11 July 2016, the Commission shall
submit to the European Parliament and the

Council a report regarding the use of claims
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on the basis of the common criteria adopted

under the second subparagraph.

If the report concludes that claims used in
respect of cosmetic products are not in
conformity with the common criteria, the
Commission shall take appropriate measures
to ensure compliance in cooperation with the

Member States.

3. The responsible person may refer, on the
product packaging or in any document,
notice, label, ring or collar accompanying or
referring to the cosmetic product, to the fact
that no animal tests have been carried out
only if the manufacturer and his suppliers
have not carried out or commissioned any
animal tests on the finished cosmetic product,
or its prototype, or any of the ingredients
contained in it, or used any ingredients that
have been tested on animals by others for the

purpose of developing new cosmetic products.

Article 21

Access to information for the public

Without prejudice to the protection, in
particular, of commercial secrecy and of
intellectual property rights, the responsible
person shall ensure that the qualitative and
quantitative composition of the cosmetic
product and, in the case of perfume and
aromatic compositions, the name and code
number of the composition and the identity of
the supplier, as well as existing data on
undesirable effects and serious undesirable

effects resulting from use of the cosmetic
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product are made easily accessible to the

public by any appropriate means.

The

composition of the cosmetic product required

quantitative information regarding
to be made publicly accessible shall be limited
to hazardous substances in accordance with

Article 3 of Regulation (EC) No 1272/2008.

CHAPTER VII
MARKET SURVEILLANCE

Article 22

In-market control

Member States shall monitor compliance
with this Regulation via in- market controls
of the cosmetic products made available on

the market.

They shall perform appropriate checks of
cosmetic products and checks on the economic
operators on an adequate scale, through the
file

appropriate, physical and laboratory checks

product information and, where

on the basis of adequate samples.

Member States shall also monitor compliance
with the principles of good manufacturing

practices.

Member States shall entrust to market

surveillance  authorities the necessary
powers, resources and knowledge in order for
those authorities to properly perform their
tasks.

Member States shall periodically review and
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assess the functioning of their surveillance

activities.

Such reviews and assessments shall be
carried out at least every four years and the
results thereof shall be communicated to the
other Member States and the Commission

and be made available to the public, by way of

electronic communication and, where
appropriate, by other means.
Article 23

Communication of serious undesirable effects

1. In the event of serious undesirable effects,
the responsible person and distributors shall
without delay notify the following to the
competent authority of the Member State

where the serious undesirable effect occurred:

Article 24

Information on substances

CHAPTER VIII
NON-COMPLIANCE, SAFEGUARD
CLAUSE

Article 25

Non-compliance by the responsible person

1. Without prejudice to paragraph 4,
shall

responsible person to take all appropriate

competent authorities require the

measures, including corrective actions

bringing the cosmetic product into

conformity, the withdrawal of the product

from the market or its recall, within an
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expressly mentioned time limit,
commensurate with the nature of the risk,
where there is non-compliance with any of

the following:

(a) the good manufacturing practice referred
to in Article 8;

(b) the safety assessment referred to in
Article 10;
(c) the

information file referred to in Article 11;

requirements for the product
(d) the provisions on sampling and analysis
referred to in Article 12;

(e) the notification requirements referred to
in Articles 13 and 16;

(f) the restrictions for substances referred to
in Articles 14, 15 and 17;

(g) the animal testing requirements referred
to in Article 18;

(h) the labelling requirements referred to in
Article 19(1), (2), (5) and (6);

(i) the requirements related to product claims
set out in Article 20;

() the access to information for the public
referred to in Article 21;

(k) the communication of serious undesirable
effects referred to in Article 23;

(1 the

substances referred to in Article 24.

information requirements on

2. Where applicable, a competent authority
shall inform the competent authority of the
Member State in which the responsible
person is established of the measures which

it has required the responsible person to take.

3. The responsible person shall ensure that

the measures referred to in paragraph 1 are
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taken in respect of all the products concerned
which are made available on the market

throughout the Community.

4. In the case of serious risks to human
health, where the competent authority
considers that the non-compliance is not
limited to the territory of the Member State
in which the cosmetic product is made
available on the market, it shall inform the
Commission and the competent authorities of
the other Member States of the measures
which it has required the responsible person

to take.

5. The competent authority shall take all
appropriate measures to prohibit or restrict
the making available on the market of the
cosmetic product or to withdraw the product
from the market or to recall it in the following

cases:

(a) where an immediate action is necessary in
the event of serious risk to human health; or

(b) where the responsible person does not
take all appropriate measures within the

time limit referred to in paragraph 1.

In the event of serious risks to human health,
that competent authority shall inform the
Commission and the competent authorities of
the other Member States, without delay, of

the measures taken.

6. In the absence of a serious risk to human
health, in the event that the responsible
take all
the competent authority shall

person does not appropriate

measures,
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without delay inform the competent authority
of the Member State in which the responsible

person is established of the measures taken.

7. For the purposes of paragraphs 4 and 5 of
this Article, the information exchange system
provided for in Article 12(1) of Directive
2001/95/EC of the European Parliament and
of the Council of 3 December 2001 on general
product safety (1) shall be used.

Article 12(2), (3) and (4) of Directive
2001/95/EC and Article 23 of Regulation (EC)
No 765/2008 of the European Parliament and
of the Council of 9 July 2008 setting out the
requirements for accreditation and market
surveillance relating to the marketing of

products (2) shall also apply.

Article 26

Non-compliance by distributors

shall

distributors to take all appropriate measures,

Competent  authorities require
including corrective actions bringing the

cosmetic product into conformity, the
withdrawal of the product from the market or
its recall, within a given reasonable time
limit, commensurate with the nature of the
risk, where there is non-compliance with

obligations laid down in Article 6.

Article 27
Safeguard clause

1. In the case of products meeting the
requirements listed in Article 25(1), where a

competent authority ascertains, or has
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reasonable grounds for concern, that a
cosmetic product or products made available
on the market present or could present a
serious risk to human health, it shall take all
appropriate provisional measures in order to
ensure that the product or products
concerned are withdrawn, recalled or their

availability is otherwise restricted.

2. The competent authority shall immediately
communicate to the Commission and the
competent authorities of the other Member
States the taken and

measures any

supporting data.

For the purposes of the first subparagraph,
the information exchange system provided for
in Article 12(1) of Directive 2001/95/EC shall

be used.

Article 12(2), (3) and (4) of Directive
2001/95/EC shall apply.

3. The Commission shall determine, as soon

as possible, whether the provisional
measures referred to in paragraph 1 are
justified or not.

For that purpose it shall, whenever possible,
consult the interested parties, the Member

States and the SCCS.

4. Where the provisional measures are
justified, Article 31(1) shall apply.

5. Where the provisional measures are not
justified the Commission shall inform the
Member States thereof and the competent
shall repeal the

authority concerned
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provisional measures in question.

Article 28

Good administrative practices

1. Any decision taken pursuant to Articles 25
and 27 shall state the exact grounds on which

it 1s based.

It shall be notified by the
authority without delay to the responsible

competent

person, who shall at the same time be
informed of the remedies available to him
under the law of the Member State concerned
and of the time limits to which remedies are

subject.

2. Except in the case where immediate action
is necessary for reasons of serious risk to
human health, the responsible person shall
have the opportunity to put forward his

viewpoint before any decision is taken.

3. Where
mentioned in paragraphs 1 and 2 shall apply

applicable, the provisions

with regard to the distributor for any

decisions taken pursuant to Articles 26 and
27.

CHAPTER IX
ADMINISTRATIVE COOPERATION

Article 29

Cooperation between competent authorities

Article 30

Cooperation regarding verification of product
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information files

CHAPTER X
IMPLEMENTING MEASURES,
PROVISIONS

FINAL

Article 31

Amendment of the Annexes

3. Where it appears necessary, in order to
ensure the safety of cosmetic products placed
on the market, the Commission may, after

consulting the SCCS, amend Annex I.

Those

non-essential elements of this Regulation,

measures, designed to amend
shall be adopted in accordance with the
regulatory procedure with scrutiny referred

to in Article 32(3).

Article 32

Committee procedure

1. The Commission shall be assisted by the

Standing Committee on Cosmetic Products.

2. Where reference is made to this paragraph,
Articles 5 and 7 of Decision 1999/468/EC
shall apply, having regard to the provisions of
Article 8 thereof.

The period laid down in Article 5(6) of
Decision 1999/468/EC shall be set at three

months.

3. Where reference is made to this paragraph,
Article 5a(1) to (4) and Article 7 of Decision
1999/468/EC shall apply, having regard to the

provisions of Article 8 thereof.
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4. Where reference is made to this paragraph,
Article 5a(1), (2), (4) and (6) and Article 7 of
Decision 1999/468/EC shall apply having

regard to the provisions of Article 8 thereof.

Article 33

Glossary of common ingredient names

Article 34
Competent authorities, poison control centres

or assimilated entities

Article 35

Annual report on animal testing

Article 36

Formal objection against harmonised

standards

Article 37

Penalties

Article 38
Repeal

Directive 76/768/EEC is repealed with effect
from 11 July 2013, with the exception of
Article 4b which is repealed with effect from 1
December 2010.

Article 39

Transitional provisions
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Article 40

Entry into force and date of application

1. This Regulation shall enter into force on
the [twentieth day after its publication in the

Official Journal of the European Union

2. It shall apply from 11 July 2013, with the

exception of:

+ Article 15(1) and (2) which shall apply from
1 December 2010, as well as Articles 14, 31
and 32 to the extent that they are necessary
to apply Article 15(1) and (2); and

- Article 16(3) second subparagraph, which
shall apply from 11 January 2013.

This Regulation shall be binding in its
entirety and directly applicable in all

Member States.

ANNEX I
COSMETIC PRODUCT SAFETY REPORT

The cosmetic product safety report shall, as a

minimum, contain the following:

PART A

Cosmetic product safety information

1. Quantitative and qualitative composition

of the cosmetic product

The qualitative and quantitative composition
of the cosmetic product, including chemical

identity of the substances (incl. chemical
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name, INCI, CAS, EINECS/ELINCS, where

possible) and their intended function.

In the case of perfume and aromatic
compositions, description of the name and
code number of the composition and the
identity of the supplier.
2. Physical/chemical characteristics and
stability of the cosmetic product

The physical and chemical characteristics of
the substances or mixtures, as well as the
cosmetic product.

The stability of the cosmetics product under

reasonably foreseeable storage conditions.

3. Microbiological quality
The microbiological specifications of the
substance or mixture and the cosmetic

product.

shall be

cosmetics used around the eyes, on mucous

Particular attention paid to
membranes in general, on damaged skin, on
children under three years of age, on elderly
people and persons showing compromised

immune responses.

Results of preservation challenge test.

4. Impurities, traces, information about the
packaging material

The purity of the substances and mixtures.
In the case of traces of prohibited substances,
evidence for their technical unavoidability.
The relevant characteristics of packaging

material, in particular purity and stability.
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5. Normal and reasonably foreseeable use
The normal and reasonably foreseeable use of
the product.

The reasoning shall be justified in particular
in the light other

of warnings and

explanations in the product labelling.

6. Exposure to the cosmetic product
Data on the exposure to cosmetic product
taking into consideration the findings under

Section 5 in relation to

1) The site(s) of application;

2) The surface area(s) of application;

3) The amount of product applied;

4) The duration and frequency of use;

5) The normal and reasonably foreseeable
exposure route(s);

6) The targeted (or exposed) population(s).

Potential exposure of a specific population
shall also be taken into account.

The calculation of the exposure shall also
take into consideration the toxicological
effects to be considered (e.g. exposure might
need to be calculated per unit area of skin or

per unit of body weight).

The possibility of secondary exposure by
routes other than those resulting from direct
application should also be considered (e.g.
inhalation of

non-intended sprays,

non-intended ingestion of lip products, etc.).

Particular consideration shall be given to any
possible impacts on exposure due to particle

sizes.
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7. Exposure to the substances
Data on the exposure to the substances
contained in the cosmetic product for the
relevant toxicological endpoints taking into
account the information under

Section 6.

8. Toxicological profile of the substances
Without Article 18,
toxicological profile of substance contained in
the all

prejudice to the

cosmetic product for relevant

toxicological endpoints.

A particular focus on local toxicity evaluation
(skin and eye irritation), skin sensitisation,
the of UV
photo-induced toxicity shall be made.

and in case absorption

All

absorption shall be considered as well as the

significant  toxicological routes of
systemic effects and margin of safety (MoS)
based on a no observed adverse effects level

(NOAEL) shall be calculated.

The absence of these considerations shall be
duly justified.
Particular consideration shall be given to any
possible impacts on the toxicological profile
due to

particle sizes, including nanomaterials,

impurities of the substances and raw

material used, and

interaction of substances.
Any read-across shall be duly substantiated
and justified.
The source of information shall be clearly

identified.
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9. Undesirable effects and serious
undesirable effects
All available data on the undesirable effects
and serious undesirable effects to the
cosmetic product or, where relevant, other
cosmetic products.

This includes statistical data.

10. Information on the cosmetic product

Other relevant information, e.g. existing
studies from human volunteers or the duly
confirmed and substantiated findings of risk
assessments carried out in other relevant

areas.

PART B

Cosmetic product safety assessment

1. Assessment conclusion
Statement on the safety of the cosmetic

product in relation to Article 3.

2. Labelled warnings and instructions of use
Statement on the need to label any particular
instructions of wuse in

warnings and

accordance with Article 19(1)(d).

3. Reasoning

Explanation of the scientific reasoning
leading to the assessment conclusion set out
under Section 1 and the statement set out
under Section 2. This explanation shall be
based on the descriptions set out under Part
A. Where relevant, margins of safety shall

be assessed and discussed.

There shall be inter alia a specific assessment

for cosmetic products intended for use on
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children under the age of three and for
cosmetic products intended exclusively for

use in external intimate hygiene.

Possible of the

contained in the cosmetic product shall be

interactions substances

assessed.

The consideration and non-consideration of
the different toxicological profiles shall be
duly justified.

Impacts of the stability on the safety of the

cosmetic product shall be duly considered.

4. Assessor's credentials and approval of part
B

Name and address of the safety assessor.
Proof of qualification of safety assessor.

Date and signature of safety assessor.

Preamble to Annexes II to VI

(1) For the purposes of the Annexes II to VI
(a) ‘Rinse-off product’ means a cosmetic
product which is intended to be removed after
application on the skin, the hair or the
mucous membranes;

(b)

product which is

‘Leave-on product’ means a cosmetic
intended to stay in
prolonged contact with the skin, the hair or
the mucous membranes;

(c) ‘Hair product’ means a cosmetic product
which is intended to be applied on the hair of
head or face, except eye lashes;

(d) ‘Skin product’ means a cosmetic product
which is intended to be applied on the skin;

(e) ‘Lip product’ means a cosmetic product
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which is intended to be applied on the lips;

(f) ‘Face product’ means a cosmetic product
which is intended to be applied on the skin of
the face;

(g) ‘Nail product’ means a cosmetic product
which is intended to be applied on nails;

(h) ‘Oral product’ means a cosmetic product
which is intended to be applied on teeth or

the mucous membranes of the oral cavity;

(i) ‘Product applied on mucous membranes’
means a cosmetic product which is intended
to be applied on the mucous membranes

— of the oral cavity,

— on the rim of the eyes,

— or of the external genital organs;

(G) ‘Eye product’ means a cosmetic product
which is intended to be applied in the vicinity
of the eyes;

(k) ‘Professional use’ means the application
and use of cosmetic products by persons in

the exercise of their professional activity.

&)

identification, the following descriptors are

In order to facilitate substance
used:

— The Non-proprietary Names (INN) for
pharmaceutical products, WHO, Geneva,
August 1975;

— The Chemical Abstracts Service numbers
(CAS);

— The EC number which correspond to either
the

Commercial chemical Substances (EINECS)

European Inventory of Existing
numbers or the European List of Notified
Chemical Substances (ELINCS) numbers or
the

Regulation (EC) No 1907/2006;

registration number given under
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— The XAN which is the name approved by
e.g. USAN which
correspond to the United State approved

specific country (X),
name;

— The name in the glossary of common
ingredient names referred to in Article 33 of

this Regulation.

(3) Substances listed in Annexes III to VI do

not cover nanomaterials, except where

specifically mentioned.

ANNEX I

LIST OF SUBSTANCES PROHIBITED IN
COSMETIC PRODUCTS

ANNEX III

LIST OF SUBSTANCES WHICH

COSMETIC PRODUCTS MUST NOT
CONTAIN EXCEPT SUBJECT TO THE
RESTRICTIONS LAID DOWN

ANNEX IV
LIST OF COLORANTS ALLOWED IN
COSMETIC PRODUCTS

ANNEX 'V
LIST OF PRESERVATIVES ALLOWED IN
COSMETIC PRODUCTS

ANNEX VI
LIST OF UV FILTERS ALLOWED IN
COSMETIC PRODUCTS

ANNEX VII
SYMBOLS
CONTAINER

USED ON PACKAGING/
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ANNEX VIII
LIST OF VALIDATED ALTERNATIVE
METHODS TO ANIMAL TESTING

ANNEX IX

PART A

Repealed Directive with its successive
amendments

(referred to in Article 33)

PART B
List of time-limits for transposition into
national law and application

(referred to in Article 33)
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ANNEX X FRIX
CORRELATION TABLE xtHRFED

€1%9)
1 REME . IH{bkESAFES  Directive 76/768/EEC & D% HRFE

324




ER-2  BONFRAEYMRA (EU)

REGULATIONS

REGULATION (EU) No 528/2012 OF THE EUROPEAN PARLIAMENT AND OF THE

COUNCIL
of 22 May 2012

concerning the making available on the market and use of biocidal products
(Text with EEA relevance)

(FE#9)
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GR(T 7 =7 U 7 )VBIEER 55 & Hoke)

REGULATIONS

REGULATION (EU) No 528/2012 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 22 May 2012 concerning the
making available on the market and use of

biocidal products (Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND
THE COUNCIL OF THE EUROPEAN
UNION,

Having regard to the Treaty on the
Functioning of the European Union, and in
particular Article 114 thereof,

Having regard to the proposal from the

European Commission,

Having regard to the opinion of the

European Economic and Social Committee ,

Acting in accordance with the ordinary

legislative procedure ,

HAVE ADOPTED THIS REGULATION

(1) Biocidal products are necessary for the
control of organisms that are harmful to
human or animal health and for the control
of organisms that cause damage to natural
or manufactured materials. However,
biocidal products can pose risks to humans,
animals and the environment due to their
intrinsic properties and associated use

patterns.

(2) Biocidal products should neither be
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made available on the market nor used
unless authorised in accordance with this
Regulation. Treated articles should not be
placed on the market unless all active
substances contained in the biocidal
products with which they were treated or
which they incorporate are approved in
accordance with this Regulation.

(3) The purpose of this Regulation is to
improve the free movement of biocidal
products within the Union while ensuring a
high level of protection of both human and
animal health and the environment.
Particular attention should be paid to the
protection of vulnerable groups, such as
pregnant women and children. This
Regulation should be underpinned by the
precautionary principle to ensure that the
manufacturing and making available on the
market of active substances and biocidal
products do not result in harmful effects on
human or animal health or unacceptable
effects on the environment.

With a view to removing, as far as possible,
obstacles to trade in biocidal products, rules
should be laid down for the approval of
active substances and the making available
on the market and use of biocidal products,
including rules on the mutual recognition of

authorisations and on parallel trade.

(66) There is scientific uncertainty about the
safety of nanomaterials for human health,
animal health and the environment. In
order to ensure a high level of consumer
protection, free movement of goods and legal
certainty for manufacturers, it is necessary

to develop a uniform definition for
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nanomaterials, if possible based on the work
of appropriate international forums and to
specify that the approval of an active
substance does not include the
nanomaterial form unless explicitly
mentioned. The Commission should
regularly review the provisions on
nanomaterials in the light of scientific

progress.

CHAPTER 1
SCOPE AND DEFINITIONS

Article 1 Purpose and subject matter

1. The purpose of this Regulation is to
improve the functioning of the internal
market through the harmonisation of the
rules on the making available on the market
and the use of biocidal products, whilst
ensuring a high level of protection of both
human and animal health and the
environment. The provisions of this
Regulation are underpinned by the
precautionary principle, the aim of which is
to safeguard the health of humans, the
health of animals and the environment.
Particular attention shall be paid to the
protection of vulnerable groups.

2. This Regulation lays down rules for:

(a) the establishment at Union level of a list
of active substances which may be used in
biocidal products;

(b) the authorisation of biocidal products;
(c) the mutual recognition of authorisations
within the Union;

(d) the making available on the market and
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the use of biocidal products within one or
more Member States or the Union;
(e) the placing on the market of treated

articles.

Article 2

Scope

1. This Regulation shall apply to biocidal
products and treated articles.

A list of the types of biocidal products
covered by this Regulation and their
descriptions is set out in Annex V.

2. Subject to any explicit provision to the
contrary in this Regulation or other Union
legislation, this Regulation shall not apply
to biocidal products or treated articles that
are within the scope of the following
instruments:

(a) Council Directive 90/167/EEC of 26
March 1990 laying down the conditions
governing the preparation, placing on the
market and use of medicated feedingstuffs
in the Community ;

(b) Directive 90/385/EEC, Directive
93/42/EEC and Directive 98/79/EC;

(c) Directive 2001/82/EC of the European
Parliament and of the Council of 6
November 2001 on the Community code
relating to veterinary medicinal products ,
Directive 2001/83/EC of the European
Parliament and of the Council of 6
November 2001 on the Community code
relating to medicinal products for human
use and Regulation (EC) No 726/2004 of the
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European Parliament and of the Council of
31 March 2004 laying down Community
procedures for the authorisation and
supervision of medicinal products for
human and veterinary use and establishing
a European Medicines Agency ;

(d) Regulation (EC) No 1831/2003;

(e) Regulation (EC) No 852/2004 of the
European Parliament and of the Council of
29 April 2004 on the hygiene of foodstuffs
and Regulation (EC) No 853/2004 of the
European Parliament and of the Council of
29 April 2004 laying down specific hygiene

rules for food of animal origin ;

Article 3

Definitions

1. For the purposes of this Regulation, the
following definitions shall apply:

(a) ‘biocidal product’ means

any substance or mixture, in the form in
which it is supplied to the user, consisting
of, containing or generating one or more
active substances, with the intention of
destroying, deterring, rendering harmless,
preventing the action of, or otherwise
exerting a controlling effect on, any harmful
organism by any means other than mere
physical or mechanical action,

any substance or mixture, generated from
substances or mixtures which do not
themselves fall under the first indent, to be

used with the intention of destroying,
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deterring, rendering harmless, preventing
the action of, or otherwise exerting a
controlling effect on, any harmful organism
by any means other than mere physical or
mechanical action.

A treated article that has a primary biocidal
function shall be considered a biocidal
product.

(b) "micro-organism" means any
microbiological entity, cellular or
non-cellular, capable of replication or of
transferring genetic material, including
lower fungi, viruses, bacteria, yeasts,
moulds, algae, protozoa and microscopic
parasitic helminths;

(c) "active substance" means a substance or
a micro-organism that has an action on or
against harmful organisms;

(d) "existing active substance" means a
substance which was on the market on 14
May 2000 as an active substance of a
biocidal product for purposes other than
scientific or product and process-orientated
research and development;

(e) "new active substance" means a
substance which was not on the market on
14 May 2000 as an active substance of a
biocidal product for purposes other than
scientific or product and process-orientated
research and development;

() "substance of concern" means any
substance, other than the active substance,
which has an inherent capacity to cause an
adverse effect, immediately or in the more
distant future, on humans, in particular
vulnerable groups, animals or the
environment and is present or is produced

in a biocidal product in sufficient
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concentration to present risks of such an
effect.

Such a substance would, unless there are
other grounds for concern, normally be:

a substance classified as dangerous or that
meets the criteria to be classified as
dangerous according to Directive
67/548/EEC, and that is present in the
biocidal product at a concentration leading
the product to be regarded as dangerous
within the meaning of Articles 5, 6 and 7 of
Directive 1999/45/EC, or

a substance classified as hazardous or that
meets the criteria for classification as
hazardous according to Regulation (EC) No
1272/2008, and that is present in the
biocidal product at a concentration leading
the product to be regarded as hazardous
within the meaning of that Regulation,

a substance which meets the criteria for
being a persistent organic pollutant (POP)
under Regulation (EC) No 850/2004, or
which meets the criteria for being
persistent, bio-accumulative and toxic (PBT)
or very persistent and very
bio-accumulative (vPvB) in accordance with
Annex XIII to Regulation (EC) No
1907/2006;

(g) ‘harmful organism’ means an organism,
including pathogenic agents, which has an
unwanted presence or a detrimental effect
on humans, their activities or the products
they use or produce, on animals or the
environment;

(h) ‘residue’ means a substance present in or

on products of plant or animal origin, water
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resources, drinking water, food, feed or
elsewhere in the environment and resulting
from the use of a biocidal product, including
such a substance’s metabolites, breakdown
or reaction products;

(i) ‘making available on the market’ means
any supply of a biocidal product or of a
treated article for distribution or use in the
course of a commercial activity, whether in
return for payment or free of charge;

(§) ‘placing on the market’ means the first
making available on the market of a biocidal
product or of a treated article;

(k) ‘use’ means all operations carried out
with a biocidal product, including storage,
handling, mixing and application, except
any such operation carried out with a view
to exporting the biocidal product or the
treated article outside the Union;

(1) ‘treated article’ means any substance,
mixture or article which has been treated
with, or intentionally incorporates, one or
more biocidal products;

(m) ‘national authorisation’ means an
administrative act by which the competent
authority of a Member State authorises the
making available on the market and the use
of a biocidal product or a biocidal product
family in its territory or in a part thereof;
(n) ‘Union authorisation’ means an
administrative act by which the
Commission authorises the making
available on the market and the use of a
biocidal product or a biocidal product family
in the territory of the Union or in a part
thereof;

(0) ‘authorisation’ means national

authorisation, Union authorisation or
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authorisation in accordance with Article 26;
(p) ‘authorisation holder’ means the person
established within the Union who is
responsible for the placing on the market of
a biocidal product in a particular Member
State or in the Union and specified in the
authorisation;

(@) ‘product-type’ means one of the
product-types specified in Annex V;

(r) ‘single biocidal product’ means a biocidal
product with no intended variations as to
the percentage of the active or non-active
substances it contains;

(s) ‘biocidal product family’ means a group of
biocidal products having similar uses, the
active substances of which have the same
specifications, and presenting specified
variations in their composition which do not
adversely affect the level of risk or
significantly reduce the efficacy of the
products;

(t) ‘letter of access’ means an original
document, signed by the data owner or its
representative, which states that the data
may be used for the benefit of a third party
by competent authorities, the Agency, or the
Commission for the purposes of this
Regulation;

(u) food’ and ‘feed’ mean food as defined in
Article 2 of Regulation (EC) No 178/2002
and feed as defined in Article 3(4) of that
Regulation;

(v) ‘processing aid’ means any substance
falling within the definition of point (b) of
Article 3(2) of Regulation (EC) No 1333/2008
or point (h) of Article 2(2) of Regulation (EC)

(p) [RAHUGE ] &%, BEU NSRS S
THY | FEOMEET EUNICB T 5549
"Wimo EfiicwEEZA ) B EICRESE
EE%RT D,

=
a]u}

(@ NS OFEEE] Sk, KR VICED D3
MO~ ZEKT 5,

() TH—ORAWHRLE | L1, O SUIIES
PEMVE O RICE L CERMN RS %2 b7
WEAE R A SR T D

D

(s) T&AMEIG 7 7Y —) L%, Elof®
ZH L, TOEEWENFE—OBHMEAL, U R
T D LYV BB L B 2 IR O F R

PE2 A BT SR WHBRO R E OB 23 7
Y QAT 7/E TS 2N Sy R

(t) MERSHMERNE) L1X. T—FFAEEL
UHEZEDMRELANIC LD BASNIFEATHY | K
BHIO BRD 72D ICATE Y R, ABZin T D, U
RRMNZE RPN YT — 2 B =F DI

THIENTELEZER LI bOEEKRT S,

(w T&& L T &%, BHAIEC) No
178/2002 % 2 SRICTE O DA L ONEFRAIG 3 &
DIZED DR BEWT 5,

(v) bl L. HAEC) No 1333/2008
%5 3 2:(2)(b) I HIHI(EC) No 1831/2003 % 2 5§
QM DERITELT 2MEEERT D,

=
[2]8)

RETE - Tthe Agency) (ZERIMEASTFOZ L THY

JF1 ERRLTWD,

=]

(% 3%, EROM (x) 2ZM, AERILTIT MEdh

335




No 1831/2003;

(w) ‘technical equivalence’ means similarity,
as regards the chemical composition and
hazard profile, of a substance produced
either from a source different to the
reference source, or from the reference
source but following a change to the
manufacturing process and/or
manufacturing location, compared to the
substance of the reference source in respect
of which the initial risk assessment was
carried out, as established in Article 54;

(x) ‘Agency’ means the European Chemicals
Agency established by Regulation (EC) No
1907/2006;

(y) ‘advertisement’ means a means of
promoting the sale or use of biocidal
products by printed, electronic or other
media;

(z)‘'nanomaterial’ means a natural or
manufactured active substance or
non-active substance containing particles,
in an unbound state or as an aggregate or as
an agglomerate and where, for 50 % or more
of the particles in the number size
distribution, one or more external
dimensions is in the size range 1-100 nm.
Fullerenes, graphene flakes and single-wall
carbon nanotubes with one or more external
dimensions below 1 nm shall be considered
as nanomaterials.

For the purposes of the definition of
nanomaterial, ‘particle’, ‘agglomerate’ and
‘aggregate’ are defined as follows:

‘particle’ means a minute piece of matter
with defined physical boundaries, .
‘agglomerate’ means a collection of weakly

bound particles or aggregates where the
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resulting external surface area is similar to
the sum of the surface areas of the
individual components,

‘aggregate’ means a particle comprising
strongly bound or fused particles;

(aa) ‘administrative change’ means an
amendment of an existing authorisation of a
purely administrative nature involving no
change to the properties or efficacy of the
biocidal product or biocidal product family;
(ab) ‘minor change’ means an amendment of
an existing authorisation that is not of a
purely administrative nature and requires
only a limited re-assessment of the
properties or efficacy of the biocidal product
or biocidal product family;

(ac) ‘major change’ means an amendment of
an existing authorisation which is neither
an administrative change nor a minor
change;

(ad) ‘vulnerable groups’ means persons
needing specific consideration when
assessing the acute and chronic health
effects of biocidal products.

These include pregnant and nursing women,
the unborn, infants and children, the elderly
and, when subject to high exposure to
biocidal products over the long term,
workers and residents;

(ae) ‘small and medium-sized enterprises’ or
‘SMEs’ means small and medium-sized
enterprises as defined in Commission
Recommendation 2003/361/EC of 6 May
2003 concerning the definition of micro,
small and medium- sized enterprises ( 1).
2. For the purposes of this Regulation, the

definitions laid down in Article 3 of

{8l % DRI RO A RIS 2 b D02 E
95,

(770 75—k &id, RSFEEUIRE L7okL
Faalohi 2 E%T %,

(aa) MTELLEOZEHE] Lid, BAMRIGE LS
AR AE RS O MBS L < AR

THEEZE E20, MEHATE EDOBEFEOZR R
DIEIEZEEWRT 5,
(ab) TN 1. MFHCITE Eo b D

T < HoAaw il U < 3 Emidian 7 7
U —OMWEE L IFHEOIRER) 72 #H
EIBRBEL NS BFOB A OEIEZE%RT
éo

(ac) TREQRAEF] Lid, fTBLEOZEFIT SR
BRAEFIZ S HT= b7 BEAF O OEIE £ &
ERAR

(ad) THE9572 7 v—7") i, ARG OA
PR OIS O R 28 2 Sl 9 2 BRI BRI B
BT HNEEWT D,

TSI, IR RO LR oAtk BRI, FLIR
KOVNE, mlind . WONS AR IS R BIF I

DIV EEICRE SN TEE M OEEE 2 S
UO
(ae) [/IMREFBK ORI OS] XL [SME)

X AU, B, PR O ERICET
% 20034 5 H 6 HERMZEE S#1E
2003/361/EC IZEF% S 415 /N L O HE D
FELERTD D,

QAR B L, LLF o AZEIZIEAIEC) No
1907/2006 %5 3 =D EFK AT 5,

1 Od L 124, 20.5.2003, p. 36.

337




Regulation (EC) No 1907/2006 shall apply
for the following terms:

(a) ‘substance’;

(b) ‘mixture’;

(c) ‘article’;

(d) ‘product and process-orientated research
and development’;

(e) ‘scientific research and development’.

3. The Commission may, at the request of a
Member State, decide, by means of
implementing acts, whether a substance is a
nanomaterial, having regard in particular to
Commission Recommendation 2011/696/EU
of 18 October 2011 on the definition of
nanomaterial , and whether a specific
product or group of products is a biocidal
product or a treated article or neither.
Those implementing acts shall be adopted in
accordance with the examination procedure

referred to in Article 82(3).

4. The Commission shall be empowered to
adopt delegated acts in accordance with
Article 83 in order to adapt the definition of
nanomaterial set out in point (z) of
paragraph 1 of this Article in view of
technical and scientific progress and taking
into account the Recommendation

2011/696/EU.

CHAPTER II
APPROVAL OF ACTIVE SUBSTANCES

Article 4

Conditions for approval
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1. An active substance shall be approved for
an initial period not exceeding 10 years if at
least one biocidal product containing that
active substance may be expected to meet
the criteria laid down in point (b) of Article
19(1) taking into account the factors set out
in Article 19(2) and (5). An active substance
that falls under Article 5 may only be
approved for an initial period not exceeding
five years.

2. The approval of an active substance shall
be restricted to those product-types for
which relevant data have been submitted in
accordance with Article 6.

3. The approval shall specify the following
conditions, as appropriate:

(a) the minimum degree of purity of the
active substance;

(b) the nature and maximum content of
certain impurities;

(c) the product-type;

(d) manner and area of use including, where
relevant, use in treated articles;

(e) designation of categories of users;

(f) where relevant, characterisation of the
chemical identity with regard to
stereoisomers;

(g) other particular conditions based on the
evaluation of the information related to that
active substance;

(h) the date of approval and the expiry date
of the approval of the active substance.

4. The approval of an active substance shall
not cover nanomaterials except where

explicitly mentioned.
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Article 5

Exclusion criteria

1. Subject to paragraph 2, the following
active substances shall not be approved:

(a) active substances which have been
classified in accordance with Regulation
(EC) No 1272/2008 as, or which meet the
criteria to be classified as, carcinogen
category 1A or 1B;

(b) active substances which have been
classified in accordance with Regulation
(EC) No 1272/2008 as, or which meet the
criteria to be classified as, mutagen category
1A or 1B;

(c) active substances which have been
classified in accordance with Regulation
(EC) No 1272/2008 as, or which meet the
criteria to be classified as, toxic for
reproduction category 1A or 1B;

(d) active substances which, on the basis of
the criteria specified pursuant to the first
subparagraph of paragraph 3 or, pending
the adoption of those criteria, on the basis of
the second and third subparagraphs of
paragraph 3, are considered as having
endocrine-disrupting properties that may
cause adverse effects in humans or which
are identified in accordance with Articles
57(f) and 59(1) of Regulation (EC) No
1907/2006 as having endocrine disrupting
properties;

(e) active substances which meet the criteria
for being PBT or vPvB according to Annex
XIII to Regulation (EC) No 1907/2006.

2. Without prejudice to Article 4(1), active
substances referred to in paragraph 1 of this

Article may be approved if it is shown that
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at least one of the following conditions is
met:

(a) the risk to humans, animals or the
environment from exposure to the active
substance in a biocidal product, under
realistic worst case conditions of use, is
negligible, in particular where the product
is used in closed systems or under other
conditions which aim at excluding contact
with humans and release into the
environment;

(b) it is shown by evidence that the active
substance is essential to prevent or control a
serious danger to human health, animal
health or the environment;

or (c) not approving the active substance
would have a disproportionate negative
impact on society when compared with the
risk to human health, animal health or the
environment arising from the use of the
substance.

When deciding whether an active substance
may be approved in accordance with the
first subparagraph, the availability of
suitable and sufficient alternative
substances or technologies shall be a key
consideration.

The use of a biocidal product containing
active substances approved in accordance
with this paragraph shall be subject to
appropriate risk-mitigation measures to
ensure that exposure of humans, animals
and the environment to those active
substances is minimised.

The use of the biocidal product with the
active substances concerned shall be
restricted to Member States in which at

least one of the conditions set out in this
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paragraph is met.

3. No later than 13 December 2013, the
Commission shall adopt delegated acts in
accordance with Article 83 specifying
scientific criteria for the determination of
endocrine-disrupting properties.

Pending the adoption of those criteria,
active substances that are classified in
accordance with Regulation (EC) No
1272/2008 as, or meet the criteria to be
classified as, carcinogen category 2 and toxic
for reproduction category 2, shall be
considered as having endocrine-disrupting
properties.

Substances such as those that are classified
in accordance with Regulation (EC) No
1272/2008 as, or that meet the criteria to be
classified as, toxic for reproduction category
2 and that have toxic effects on the
endocrine organs, may be considered as

having endocrine-disrupting properties.

Article 6

Data requirements for an application

1. An application for approval of an active
substance shall contain at least the
following elements:

(a) a dossier for the active substance
satisfying the requirements set out in
Annex IT;

(b) a dossier satisfying the requirements set
out in Annex III for at least one
representative biocidal product that
contains the active substance;

and (c) if the active substance meets at least
one of the exclusion criteria listed in Article

5(1), evidence that Article 5(2) is applicable.
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2. Notwithstanding paragraph 1, the
applicant need not provide data as part of
the dossiers required under points (a) and
(b) of paragraph 1 where any of the
following applies:

(a) the data are not necessary owing to the
exposure associated with the proposed uses;
(b) it is not scientifically necessary to supply
the data;

or (c) it is not technically possible to
generate the data.

However, sufficient data shall be provided in
order to make it possible to determine
whether an active substance meets the
criteria referred to in Article 5(1) or Article
10(1), if required by the evaluating
competent authority under Article 8(2).

3. An applicant may propose to adapt the
data as part of the dossiers required under
points (a) and (b) of paragraph 1 in
accordance with Annex IV.

The justification for the proposed
adaptations to the data requirements shall
be clearly stated in the application with a
reference to the specific rules in Annex IV.
4. The Commission shall be empowered to
adopt delegated acts in accordance with
Article 83 specifying criteria for
determining what constitutes adequate
justification to adapt the data requirements
under paragraph 1 of this Article on the
grounds referred to in point (a) of paragraph
2 of this Article.

Article 7

Submission and validation of applications

1. The applicant shall submit an application
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for approval of an active substance, or for
making subsequent amendments to the
conditions of approval of an active
substance, to the Agency, informing it of the
name of the competent authority of the
Member State that it proposes should
evaluate the application and providing
written confirmation that that competent
authority agrees to do so. That competent
authority shall be the evaluating competent
authority.

2. The Agency shall inform the applicant of
the fees payable under Article 80(1) and
shall reject the application if the applicant
It shall

inform the applicant and the evaluating

fails to pay the fees within 30 days.

competent authority accordingly.

Upon receipt of the fees payable under
Article 80(1), the Agency shall accept the
application and inform the applicant and
the evaluating competent authority
accordingly, indicating the date of the
acceptance of the application and its unique
identification code.

3. Within 30 days of the Agency accepting an
application, the evaluating competent
authority shall validate the application if
the data required in accordance with points
(a) and (b) and, where relevant, point (c) of
Article 6(1), and any justifications for the
adaptation of data requirements, have been
submitted.

In the context of the validation referred to in
the first subparagraph, the evaluating
competent authority shall not make an
assessment of the quality or the adequacy of
the data or justifications submitted.

The evaluating competent authority shall,
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as soon as possible after the Agency has
accepted an application, inform the
applicant of the fees payable under Article
80(2) and shall reject the application if the
applicant fails to pay the fees within 30
days. It shall inform the applicant
accordingly.

4. Where the evaluating competent
authority considers that the application is
incomplete, it shall inform the applicant as
to what additional information is required
for the validation of the application and
shall set a reasonable time limit for the
submission of that information. That time
limit shall not normally exceed 90 days.
The evaluating competent authority shall,
within 30 days of receipt of the additional
information, validate the application if it
determines that the additional information
submitted is sufficient to comply with the
requirement laid down in paragraph 3.

The evaluating competent authority shall
reject the application if the applicant fails to
submit the requested information within
the deadline and shall inform the applicant
and the Agency accordingly. In such cases,
part of the fees paid in accordance with
Article 80(1) and (2) shall be reimbursed.

5. On validating an application in
accordance with paragraph 3 or 4, the
evaluating competent authority shall
without delay inform the applicant, the
Agency and other competent authorities
accordingly, indicating the date of the
validation.

6. An appeal may be brought, in accordance
with Article 77, against decisions of the

Agency under paragraph 2 of this Article.
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Article 8

Evaluation of applications

The suspension shall not exceed 180 days in
total unless it is justified by the nature of
the data requested or by exceptional
circumstances.

3. Where the evaluating competent
authority considers that there are concerns
for human health, animal health or the
environment as a result of the cumulative
effects from the use of biocidal products
containing the same or different active
substances, it shall document its concerns in
accordance with the requirements of the
relevant parts of Section I1.3 of Annex XV to
Regulation (EC) No 1907/2006 and include
this as part of its conclusions.

4. Within 270 days of receipt of the
conclusions of the evaluation, the Agency
shall prepare and submit to the Commission
an opinion on the approval of the active
substance having regard to the conclusions

of the evaluating competent authority.

Article 9

Approval of an active substance

2. Approved active substances shall be
included in a Union list of approved active
substances. The Commission shall keep
the list up to date and make it electronically

available to the public.

Article 10
Active substances which are candidates for

substitution
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Article 11

Technical guidance notes

CHAPTER III RENEWAL AND REVIEW
OF APPROVAL OF AN ACTIVE
SUBSTANCE

Article 12

Conditions for renewal

Article 13

Submission and acceptance of applications

Article 14

Evaluation of applications for renewal

Article 15

Review of approval of an active substance

Article 16

Implementing measures

CHAPTER IV

GENERAL PRINCIPLES CONCERNING
THE AUTHORISATION OF BIOCIDAL
PRODUCTS

Article 17

Making available on the market and use of
biocidal products

Article 18

Measures geared to the sustainable use of

biocidal products

Article 19

Conditions for granting an authorisation
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1. A biocidal product other than those
eligible for the simplified authorisation
procedure in accordance with Article 25
shall be authorised provided the following
conditions are met:

(f) where nanomaterials are used in that
product, the risk to human health, animal
health and the environment has been

assessed separately.

Article 20
Requirements for applications for

authorization

Article 21

Waiving of data requirements

Article 22

Content of authorization

1. An authorisation shall stipulate the terms
and conditions relating to the making
available on the market and use of the
single biocidal product or the biocidal
product family and include a summary of
the biocidal product characteristics.

2. Without prejudice to Articles 66 and 67,
the summary of the biocidal product
characteristics for a single biocidal product
or, in the case of a biocidal product family,
the biocidal products within that biocidal
product family, shall include the following
information:

(i) hazard and precautionary statements;

Article 23
Comparative assessment of biocidal

products
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Article 24

Technical guidance notes

CHAPTER V
SIMPLIFIED AUTHORISATION
PROCEDURE

Article 25
Eligibility for the simplified authorisation

procedure

For eligible biocidal products, an application
for authorisation may be made under a
simplified authorisation procedure. A
biocidal product shall be eligible if all the
following conditions are met:

(a) all the active substances contained in the
biocidal product appear in Annex I and
satisfy any restriction specified in that
Annex;

(b) the biocidal product does not contain any
substance of concern;

(c) the biocidal product does not contain any
nanomaterials;

(d) the biocidal product is sufficiently
effective; and

(e) the handling of the biocidal product and
its intended use do not require personal

protective equipment.

Article 26
Applicable procedure

Article 27
Making available on the market of biocidal
products authorised in accordance with the

simplified authorisation procedure
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Article 28

Amendment of Annex 1
CHAPTER VI
NATIONAL AUTHORISATIONS OF
BIOCIDAL PRODUCTS

Article 29

Submission and validation of applications

Article 30 Evaluation of applications

Article 31

Renewal of a national authorization

CHAPTER VII

MUTUAL RECOGNITION PROCEDURES

Article 32 Authorisation through mutual

recognition

Article 33

Mutual recognition in sequence

Article 34

Mutual recognition in parallel

Article 35
Referral of objections to the coordination

group

Article 36
Referral of unresolved objections to the

Commission

Article 37
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Derogations from mutual recognition

Article 38
Opinion of the Agency

Article 39
Application for mutual recognition by

official or scientific bodies

Article
40 Supplementary rules and technical

guidance notes

CHAPTER VIII
UNION AUTHORISATIONS OF
BIOCIDAL PRODUCTS

SECTION 1

Granting of Union authorisations

Article 41

Union authorization

Article 42
Biocidal products for which Union

authorisation may be granted

Article 43

Submission and validation of applications

Article 44

Evaluation of applications

SECTION 2 Renewal of Union

authorisations

Article 45 Submission and acceptance of
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applications

Article 46

Evaluation of applications for renewal
CHAPTER IX

CANCELLATION, REVIEW AND
AMENDMENT OF AUTHORISATIONS

Article 47

Obligation for notification of unexpected or

adverse effects

Article 48
Cancellation or amendment of an

authorization

Article 49
Cancellation of an authorisation at the

request of the authorisation holder

Article 50
Amendment of an authorisation at the

request of the authorisation holder

Article 51

Detailed rules

Article 52
Period of grace

CHAPTER X
PARALLEL TRADE

Article 53
Parallel trade

CHAPTER XI
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TECHNICAL EQUIVALENCE

Article 54 Assessment of technical

equivalence

CHAPTER XII
DEROGATIONS

Article 55

Derogation from the requirements

Article 56

Research and development

Article 57
Exemption from registration under
Regulation (EC) No 1907/2006

CHAPTER XIII
TREATED ARTICLES

Article 58

Placing on the market of treated articles

1. This Article shall apply exclusively to
treated articles that are not biocidal
products. It shall not apply to treated
articles where the sole treatment
undertaken was the fumigation or
disinfection of premises or containers used
for storage or transport and where no
residues are expected to remain from such
treatment.

2. A treated article shall not be placed on the
market unless all active substances
contained in the biocidal products that it
was treated with or incorporates are

included in the list drawn up in accordance
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with Article 9(2), for the relevant
product-type and use, or in Annex I, and any
conditions or restrictions specified therein
are met.

3. The person responsible for the placing on
the market of such a treated article shall
ensure that the label provides the
information listed in the second
subparagraph, where:

in the case of a treated article containing a
biocidal product, a claim is made by the
manufacturer of that treated article
regarding the biocidal properties of the
article, or .

in relation to the active substance(s)
concerned, having particular regard to the
possibility of contact with humans or the
release into the environment, the conditions
associated with the approval of the active
substance(s) so require.

The label referred to in the first
subparagraph shall provide the following
information:

(a) a statement that the treated article
incorporates biocidal products;

(b) where substantiated, the biocidal
property attributed to the treated article;
(c) without prejudice to Article 24 of
Regulation (EC) No 1272/2008, the name of
all active substances contained in the
biocidal products;

(d) the name of all nanomaterials contained
in the biocidal products, followed by the
word ‘nano’ in brackets;

(e) any relevant instructions for use,
including any precautions to be taken
because of the biocidal products with which

a treated article was treated or which it
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incorporates.

This paragraph shall not apply where at
least equivalent labelling requirements
already exist under sector-specific
legislation for biocidal products in treated
articles to meet information requirements
concerning those active substances.

4. Notwithstanding the labelling
requirements set out in paragraph 3, the
person responsible for the placing on the
market of a treated article shall label it with
any relevant instructions for use, including
any precautions to be taken, if this is
necessary to protect humans, animals and
the environment.

5. Notwithstanding the labelling
requirements set out in paragraph 3, the
supplier of a treated article shall, where a
consumer so requests, provide that
consumer, within 45 days, free of charge,
with information on the biocidal treatment
of the treated article.

6. The labelling shall be clearly visible,
easily legible and appropriately durable.
Where necessary because of the size or the
function of the treated article, the labelling
shall be printed on the packaging, on the
instructions for use or on the warranty in
the official language or languages of the
Member State of introduction, unless that
Member State provides otherwise. In the
case of treated articles that are not
produced as part of a series but rather
designed and manufactured to meet a
specific order, the manufacturer may agree
other methods of providing the customer
with the relevant information.

7. The Commission may adopt
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implementing acts for the application of
paragraph 2 of this Article, including
appropriate notification procedures,
possibly involving the Agency, and further
specifying the labelling requirements under
paragraphs 3, 4 and 6 of this Article. Those
implementing acts shall be adopted in
accordance with the examination procedure
referred to in Article 82(3).

8. Where there are significant indications
that an active substance contained in a
biocidal product with which a treated article
is treated or which it incorporates does not
meet the conditions laid down in Article
4(1), Article 5(2) or Article 25, the
Commission shall review the approval of
that active substance or its inclusion in
Annex I in accordance with Article 15(1) or
Article 28(2).

CHAPTER XIV
DATA PROTECTION AND
DATA-SHARING

Article 59
Protection of data held by competent

authorities or the Agency

Article 60

Data protection periods

Article 61

Letter of access

Article 62

Data sharing

Article 63
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Compensation for data sharing

Article 64

Use of data for subsequent applications

CHAPTER XV
INFORMATION AND COMMUNICATION

SECTION 1

Monitoring and reporting

Article 65

Compliance with requirements

1. Member States shall make the necessary
arrangements for the monitoring of biocidal
products and treated articles which have
been placed on the market to establish
whether they comply with the requirements
of this Regulation. Regulation (EC) No
765/2008 of the European Parliament and of
the Council of 9 July 2008 setting out the
requirements for accreditation and market
surveillance relating to the marketing of
products shall apply accordingly.

2. Member States shall make the necessary
arrangements for official controls to be
carried out in order to enforce compliance
with this Regulation.

In order to facilitate such enforcement,
manufacturers of biocidal products placed
on the Union market shall maintain, in
relation to the manufacturing process,
appropriate documentation in paper or
electronic format relevant for the quality
and safety of the biocidal product to be
placed on the market and shall store

production batch samples. The
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documentation shall include as a minimum:
(d) information on the use of nanomaterials
in biocidal products and the potential risks
thereof.

Reports shall be submitted by 30 June of the
relevant year and shall cover the period
until 31 December of the year preceding
their submission.

The reports shall be published on the
relevant website of the Commission.

4. On the basis of the reports received in
accordance with paragraph 3, and within 12
months from the date referred to in the
second subparagraph of that paragraph, the
Commission shall draw up a composite
report on the implementation of this
Regulation, in particular Article 58. The
Commission shall submit the report to the

European Parliament and to the Council.

Article 66
Confidentiality

Article 67

Electronic public access

Article 68

Record-keeping and reporting

SECTION 2

Information about biocidal products

Article 69
Classification, packaging and labelling of

biocidal products

1. Authorisation holders shall ensure that

biocidal products are classified, packaged

Q@ FZEWRETOF ) ~T ) T AOFERH R,
Z DFAERIERRIZHOW T DIEHR,

MG, ZMED 6 H 30 HE TITHER LR
X769, #BHFERTHFEDO 12 A 31 HE TOH
Bz =L e,

WEET. MINEESOBEDO Y = 7% 4 TR
HINHHDET 5,

4. BRINEBRIE, 5 3HICHE > TZHEINT-#H
HFEICESX, FHEE 2 BRICHED B 12
H AU, AHAL FRIZH 58 S E il
HRREMEEZMER L2 d7e e, BINZE
BRF, ZoREELZRMNES L OEHERICHR
L7 o720,

%66 &
5 2l

%6745
BB

%68 %
FLE K R

5 2 fi
BRAMBE BT 2 FR

%69 %
BEMBBOSE, BERRTL

L. B ATHUSA L, R G ORHEDAGE S 1L
TREEE, RRIZH 22 SRQOITHUE DfEB M O T B

358




and labelled in accordance with the
approved summary of biocidal product
characteristics, in particular the hazard
statements and the precautionary
statements, as referred to in point () of
Article 22(2), and with Directive 1999/45/EC
and, where applicable, Regulation (EC) No
1272/2008.

(b) the nanomaterials contained in the
product, if any, and any specific related
risks, and, following each reference to

nanomaterials, the word ‘nano’ in brackets;

Article 70
Safety data sheets

Article 71
Register for Biocidal Products

Article 72
Advertising

Article 73

Poison control

CHAPTER XVI
THE AGENCY

Article 74
Role of the Agency

Article 75

Biocidal Products Committee

Article 76
Secretariat of the Agency

Article 77
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Appeal

Article 78
The budget of the Agency

Article 79 Formats and software for

submission of information to the Agency

CHAPTER XVII FINAL PROVISIONS

Article 80

Fees and charges

Article 81

Competent authorities

Article 82

Committee procedure

1. The Commission shall be assisted by the
Standing Committee on Biocidal Products
(‘the committee’). That committee shall be a
committee within the meaning of
Regulation (EU) No 182/2011.

2. Where reference is made to this
paragraph, Article 4 of Regulation (EU) No
182/2011 shall apply.

3. Where reference is made to this
paragraph, Article 5 of Regulation (EU) No
182/2011 shall apply.

Where the committee delivers no opinion,
the Commission shall not adopt the draft
implementing act and the third
subparagraph of Article 5(4) of Regulation
(EU) No 182/2011 shall apply.
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Article 83

Exercise of the delegation

1. The power to adopt delegated acts is
conferred on the Commission subject to the
conditions laid down in this Article.

2. The power to adopt delegated acts
referred to in Article 3(4), Article 5(3),
Article 6(4), Article 21(3), Article 23(5),
Article 28(1) and (3), Article 40, Article
56(4), Article 71(9), Article 85 and Article
89(1) shall be conferred on the Commission
for a period of five years from 17 July 2012.
3. The delegation of power referred to in
Article 3(4), Article 5(3), Article 6(4), Article
21(3), Article 23(5), Article 28(1) and (3),
Article 40, Article 56(4), Article 71(9),
Article 85 and Article 89(1) may be revoked
at any time by the European Parliament or
by the Council. A decision to revoke shall
put an end to the delegation of the power
specified in that decision. It shall take effect
the day following the publication of the
decision in the Official Journal of the
European Union or at a later date specified
therein. It shall not affect the validity of any
delegated acts already in force.

4. As soon as it adopts a delegated act, the
Commission shall notify it simultaneously
to the European Parliament and to the
Council.

5. A delegated act adopted pursuant to
Article 3(4), Article 5(3), Article 6(4), Article
21(3), Article 23(5), Article 28(1) and (3),
Article 40, Article 56(4), Article 71(9),
Article 85 and Article 89(1) shall enter into
force only if no objection has been expressed

either by the European Parliament or the
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Council within a period of two months of
notification of that act to the European
Parliament and the Council or if, before the
expiry of that period, the European
Parliament and the Council have both
informed the Commission that they will not
object. That period shall be extended by two
months at the initiative of the European

Parliament or of the Council.

Article 84

Urgency procedure

Article 85
Adaptation to scientific and technical

progress

Article 86
Active substances included in Annex I to
Directive 98/8/EC

Article 87

Penalties

Article 88
Safeguard clause

Article 89

Transitional measures

Article 90

Transitional measures concerning active
substances evaluated under Directive
98/8/EC

Article 91
Transitional measures concerning

applications for biocidal product
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authorisations submitted under Directive
98/8/EC

Article 92 T
ransitional measures concerning biocidal

products authorised/registered under
Directive 98/8/EC

Article 93
Transitional measures concerning biocidal

products not covered by the scope of
Directive 98/8/EC

Article 94
Transitional measures concerning treated

articles

Article 95 T
ransitional measures concerning access to

the active substance dossier

Article 96
Repeal

Article 97
Entry into force

ANNEX I
LIST OF ACTIVE SUBSTANCES
REFERRED TO IN ARTICLE 25(a)

ANNEX II
INFORMATION REQUIREMENTS FOR
ACTIVE SUBSTANCES

1. This Annex sets out the information
requirements for the preparation of the

dossier referred to in point (a) of Article 6(1).
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2. The data elements set down in this Annex
comprise a Core Data Set (CDS) and an
Additional Data Set (ADS). The data
elements belonging to the CDS are
considered as the basic data which should,
in principle, be provided for all active
substances. However, in some cases the
physical or chemical properties of the
substance may mean that it is impossible or
unnecessary to provide specific data
elements belonging to the CDS.

With regard to the ADS, the data elements
to be provided for a specific active substance
shall be determined by considering each of
the ADS data elements indicated in this
Annex taking into account, inter alia, the
physical and chemical properties of the
substance, existing data, information which
is part of the CDS and the types of products
in which the active substance will be used
and the exposure patterns related to these
uses.

Specific indications for the inclusion of some
data elements are provided in column 1 of
the Annex II table. The general
considerations regarding adaptation of
information requirements as set out in
Annex IV shall also apply. In light of the
importance of reducing testing on
vertebrates, column 3 of the Annex II table
gives specific indications for the adaptation
of some of the data elements which might
require the use of such tests on vertebrates.
The information submitted shall, in any
case, be sufficient to support a risk
assessment demonstrating that the criteria
referred to in Article 4(1) are met.

The applicant should consult the detailed
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technical guidance regarding the
application of this Annex and the
preparation of the dossier referred to in
point (a) of Article 6(1), which is available on
the website of the Agency.

The applicant has the obligation to initiate a
pre-submission consultation. In addition to
the obligation set down in Article 62(2),
applicants may also consult with the
competent authority that will evaluate the
dossier with regard to the proposed
information requirements and in particular
the testing on vertebrates that the applicant
proposes to carry out.

Additional information may need to be
submitted if it is necessary to carry out the
evaluation as indicated in Article 8(2).

3. A detailed and full description of the
studies conducted or referred to and of the
methods used shall be included. It is
important to ensure that the data available
is relevant and is of sufficient quality to
fulfil the requirements. Evidence should
also be provided to demonstrate that the
active substance upon which the tests have
been carried out is the same as the
substance for which the application has
been submitted.

4. The formats made available by the
Agency must be used for submission of the
dossiers. In addition, [UCLID must be used
for those parts of the dossiers to which
TIUCLID applies. Formats and further
guidance on data requirements and dossier
preparation are available on the website of
the Agency.

5. Tests submitted for the purpose of the

approval of an active substance shall be
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conducted according to the methods
described in Commission Regulation (EC)
No 440/2008 of 30 May 2008 laying down
test methods pursuant to Regulation (EC)
No 1907/2006 of the European Parliament
and of the Council on the Registration,
Evaluation, Authorisation and Restriction of
Chemicals (REACH) . However, if a method
is inappropriate or not described, other
methods shall be used which are
scientifically appropriate, whenever
possible internationally recognised, and
their appropriateness must be justified in
the application. When test methods are
applied to nanomaterials, an explanation
shall be provided of their scientific
appropriateness for nanomaterials, and
where applicable, of the technical
adaptations/adjustments that have been
made in order to respond to the specific
characteristics of these materials.

6. Tests performed should comply with the
relevant requirements of protection of
laboratory animals, set out in Directive
2010/63/EU of the European Parliament
and the Council of 22 September 2010 on
the protection of animals used for scientific
purposes and in the case of ecotoxicological
and toxicological tests, good laboratory
practice, set out in Directive 2004/10/EC of
the European Parliament and of the Council
of 11 February 2004 on the harmonisation of
laws, regulations and administrative
provisions relating to the application of the

principles of good laboratory practice and

REACH)IZ DWW TORIMNZE B2 K OB S HH
(EC) No 1907/2006 (21t > TRABR L& BIE L
72 2008 4F 5 H 30 HZESBHIEC) No
440/2008 |ZFEH D FIEITHE > THEM L 727U
BN o L L, FIENZEY Tl < IR
HOEITIL, FIREZRER 0 EERAIZEED Hiv-F
FHNZEE) 2 D LA ER L, EEEICE DR
YOI FLH L T huid e & 20, BB 51
N/ ~T7 VT VCEHESND EEITE, S/~
T U T AD Y3 OR R R M, 3545
BAIZIE Z N5 OMENO BRI EEIC RIS 5
T2 DT T BN BE E/AFE OB & F2 4k L
DR =SSR AN

6. FEhi I H2RBRIL, AR THER S LS8
DIRFEIZDOWT O 2010 4 9 A 22 HIEKMNGES K&
O HSTES 2010/63/EU 21 HLE D FERENM ) (%
BT 2 B OB BREEFENE K OB MR O
BB I BB ZEHE O R o3 ) K OB
WE OFERA~D 2 Ol A ORI IR T~ 2 LA,
LRI & OVE BRHLE OFRFIZ DUV T D 2004 4F 2 A
11 ARG K OF g5 2004/10/EC (128
TE OB R ARERATEEEY | SUIRNEBE S L <IT
L5 50T DN & 38 B o [E BRI 2 fE o 7
FAUTR B 720 WAL ROVE R e OV L2 B
BT LWE T — % ORBRIL, e &b [EFRIEYE
2> THEHE L2 T 7 5720,

''0J L 142, 31.5.2008, p. 1.
2 0J L 276, 20.10.2010, p. 33.

*0J L 50, 20.2.2004, p. 44.

366




the verification of their application for tests
on chemical substances or other
international standards recognised as being
equivalent by the Commission or the
Agency. Tests on physico-chemical
properties and safety-relevant substance
data should be performed at least according
to international standards.

7. Where testing is done, a detailed
description (specification) of the active
substance used and its impurities must be
provided. Testing should be performed with
the active substance as manufactured or, in
the case of some of the physical and
chemical properties (see indications given in
column I of the table), with a purified form
of the active substance.

8. Where test data exist that have been
generated before 1 September 2013 by
methods other than those laid down in
Regulation (EC) No 440/2008, the adequacy
of such data for the purposes of this
Regulation and the need to conduct new
tests according to the Regulation (EC) No
440/2008 must be decided by the competent
authority of the Member State concerned,
on a case-by-case basis, taking into account,
among other factors, the need to minimise
testing on vertebrates.

9. New tests involving vertebrates shall be
conducted as the last available option to
comply with the data requirements set out
in this Annex when all the other data
sources have been exhausted. In-vivo
testing with corrosive substances at
concentration/dose levels causing corrosivity

shall also be avoided.
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TITLE 1
CHEMICAL SUBSTANCES

Core data set and additional data set for

active substances

ANNEXIII
INFORMATION REQUIREMENTS FOR
BIOCIDAL PRODUCTS

1. This Annex sets out the information
requirements that shall be included in the
dossier for the biocidal product
accompanying an application for the
approval of an active substance in
accordance with point (b) of Article 6(1) and
the dossier accompanying an application for
the authorisation of a biocidal product in
accordance with point (a) of Article 20(1).

2. The data elements set down in this Annex
comprise a Core Data Set (CDS) and an
Additional Data Set (ADS). The data
elements belonging to the CDS are
considered as the basic data which should,
in principle, be provided for all biocidal
products.

With regard to the ADS, the data elements
to be provided for a specific biocidal product
shall be determined by considering each of
the ADS data elements indicated in this
Annex taking into account, inter alia, the
physical and chemical properties of the
product, existing data, information which is
part of the CDS and the types of products
and the exposure patterns related to these
uses.

Specific indications for the inclusion of some

data elements are provided in column 1 of
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the Annex III table. The general
considerations regarding adaptation of
information requirements as set out in
Annex IV to this Regulation shall also apply.
In light of the importance of reducing
testing on vertebrates, column 3 of the table
gives specific indications for the adaptation
of some of the data elements which might
require the use of such tests on vertebrates.
For some of the information requirements
set out in this Annex, it may be possible to
satisfy these requirements based on
available information of the properties of
the active substance(s) contained in the
product and the properties of non-active
substance(s) included in the product. For
non-active substances, applicants shall use
the information provided to them in the
context of Title IV of Regulation (EC) No
1907/2006, where relevant, and the
information made available by the Agency
in accordance with point (e) of Article 77(2)
of that Regulation.

The relevant calculation methods used for
the classification of mixtures as laid down in
Regulation (EC) No 1272/2008 shall, where
appropriate, be applied in the hazard
assessment of the biocidal product. Such
calculation methods shall not be used if, in
relation to a particular hazard, synergistic
and antagonistic effects between the
different substances contained in the
product are considered likely.

Detailed technical guidance regarding the
application of this Annex and the
preparation of the dossier is available on the
website of the Agency.

The applicant has the obligation to initiate a
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pre-submission consultation. In addition to
the obligation set out in Article 62(2),
applicants may also consult with the
competent authority that will evaluate the
dossier with regard to the proposed
information requirements and in particular
the testing on vertebrates that the applicant
proposes to carry out.

Additional information may need to be
submitted if necessary to carry out the
evaluation as indicated in Article 29(3) or
Article 44(2).

The information submitted shall, in any
case, be sufficient to support a risk
assessment demonstrating that the criteria
in Article 19(1)(b) are met.

3. A detailed and full description of studies
conducted and of the methods used shall be
included. It is important to ensure that the
data available is relevant and is of sufficient
quality to fulfil the requirements.

4. The formats made available by the
Agency shall be used for submission of the
dossiers. In addition, IUCLID shall be used
for those parts of the dossiers to which
IUCLID applies. Formats and further
guidance on data requirements and dossier
preparation are available on the Agency
homepage.

5. Tests submitted for the purpose of
authorisation shall be conducted according
to the methods described in Regulation (EC)
No 440/2008. However, if a method is
inappropriate or not described, other
methods shall be used which are
scientifically appropriate, whenever
possible internationally recognised, and

their appropriateness must be justified in
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the application. When test methods are
applied to nanomaterials, an explanation
shall be provided of their scientific
appropriateness for nanomaterials, and,
where applicable, of the technical
adaptations/adjustments that have been
made in order to respond to the specific
characteristics of these materials.

6. Tests performed should comply with the
relevant requirements of protection of
laboratory animals, set out in Directive
2010/63/EU and, in the case of
ecotoxicological and toxicological tests, good
laboratory practice, set out in Directive
2004/10/EC or other international standards
recognised as being equivalent by the
Commission or the Agency. Tests on
physico-chemical properties and
safety-relevant substance data should be
performed at least according to
international standards.

7. Where testing is done, a detailed
quantitative and qualitative description
(specification) of the product used for each
test and its impurities must be provided.
8. Where test data exist that have been
generated before 17 July 2012 by methods
other than those laid down in Regulation
(EC) No 440/2008, the adequacy of such
data for the purposes of this Regulation and
the need to conduct new tests according to
the Regulation (EC) No 440/2008 must be
decided by the competent authority of the
Member State, on a case-by-case basis,
taking into account, among other factors,
the need to avoid unnecessary testing.

9. New tests involving vertebrates shall be

conducted as the last available option to
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comply with the data requirements set out
in this Annex when all the other data
sources have been exhausted. In vivo testing
with corrosive substances at
concentration/dose levels causing corrosivity

shall also be avoided.

TITLE 1
CHEMICAL PRODUCTS

Core data set and additional data set for

chemical products

TITLE 2
MICRO-ORGANISMS

Core data set and additional data set

ANNEX IV

GENERAL RULES FOR THE
ADAPTATION OF THE DATA
REQUIREMENTS

ANNEX V

BIOCIDAL PRODUCT-TYPES AND THEIR
DESCRIPTIONS AS REFERRED TO IN
ARTICLE 2(1)

ANNEX VI

COMMON PRINCIPLES FOR THE
EVALUATION OF DOSSIERS FOR
BIOCIDAL PRODUCTS

2. The principles set out in this Annex can
be applied in their entirety to the evaluation
of biocidal products comprised of chemical
substances. For biocidal products containing

micro-organisms, these principles should be
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further developed in technical guidance K O O FAF A BRI AL TE A L7220

taking into account practical experience 72 B2, 7/ ~7 U 7V E G e,
gained, and be applied taking into account | OHEIZH . KRNI HLE S 405 JRHI 2 B 7 A
the nature of the product and the latest B RNZBW TR OB A @A B E L TEIE

scientific information. In the case of biocidal | M VAR T 25 Z L BN E L 705,
products containing nanomaterials, the
principles set out in this Annex will also
need to be adapted and elaborated in
technical guidance to take account of the

latest scientific information.

ANNEX VII PRI VII
CORRELATION TABLE FHBEERD

1 SRETE) ¢ IRRRAEWIES (Directive 98/8/EC) & OFHEIF
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DIRECTIVE 2011/65/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 8 June 2011

on the restriction of the use of certain hazardous substances in electrical and electronic

equipment
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GR(T 7 =7 U 7 )VBIEER 55 & Hoke)

DIRECTIVE  2011/65/EU  OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL

of 8 June 2011

on the restriction of the use of certain
hazardous substances in electrical and

electronic equipment

HT30)

(1) A number of substantial changes are to
be made to Directive 2002/95/EC of the
European Parliament and of the Council of
27 January 2003 on the restriction of the
use of certain hazardous substances in
electrical and electronic equipment. In the
interest of clarity, that Directive should be

recast.

(2)The disparities between the laws or
administrative measures adopted by the
Member States regarding the restriction of
the use of hazardous substances in
electrical and electronic equipment (EEE)
could create barriers to trade and distort
competition in the Union and may thereby
have a direct impact on the establishment
and functioning of the internal market. It
therefore appears necessary to lay down
rules in this field and to contribute to the
protection of human health and the
sound and

environmentally recovery

disposal of waste EEE.

(16) As soon as scientific evidence is
available, and taking into account the

precautionary principle, the restriction of
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other hazardous substances, including any
substances of very small size or with a very
small internal or surface structure
(nanomaterials) which may be hazardous
due to properties relating to their size or
structure, and their substitution by more
environmentally  friendly  alternatives
which ensure at least the same level of
protection of consumers should be

examined.

To this end, the review and amendment of
the list of restricted substances in Annex II
should be coherent, maximize synergies
with, and reflect the complementary
nature of the work carried out under other
Union legislation, and in particular under
Regulation (EC) No 1907/2006 while
ensuring the mutually independent
operation of this Directive and that

Regulation.

Consultation with the relevant
stakeholders should be carried out and
specific account should be taken of the

potential impact on SMEs.

Article 1

Subject matter

This Directive lays down rules on the
restriction of the wuse of hazardous
substances in electrical and electronic
equipment (EEE) with a view to
contributing to the protection of human

health and the environment, including the
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environmentally sound recovery and
disposal of waste EEE.

Article 2

Scope

1. This Directive shall, subject to

paragraph 2, apply to EEE falling within

the categories set out in Annex I.

2. Without prejudice to Article 4(3) and
4(4), Member States shall provide that
EEE that was outside the scope of
Directive 2002/95/EC, but which would not
comply with this Directive, may
nevertheless continue to be made available

on the market until 22 July 2019.

3. This Directive shall apply without
prejudice to the requirements of Union
legislation on safety and health, and on
chemicals, in particular Regulation (EC)
No 1907/2006, as well as the requirements
Union waste

of specific management

legislation.

Article 3

Definitions

For the purposes of this Directive, the
following definitions shall apply:

(1) ‘electrical and electronic equipment’ or
‘EEF’

dependent on

means equipment which is

electric  currents or
electromagnetic fields in order to work

properly and equipment for the generation,
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transfer and measurement of such currents
and fields and designed for use with a
voltage rating not exceeding 1 000 volts for
alternating current and 1 500 volts for

direct current;

Article 4

Prevention

1. Member States shall ensure that EEE
placed on the market, including cables and
spare parts for its repair, its reuse, updating
of its functionalities or upgrading of its
capacity, does not contain the substances

listed in Annex II.

2.  For the purposes of this Directive, no
more than the maximum concentration value
by weight in homogeneous materials as
specified in Annex II shall be tolerated.

The Commission shall adopt, by means of
delegated acts in accordance with Article 20
and subject to the conditions laid down in
Articles 21 and 22, detailed rules for
complying with these maximum
concentration values taking into account,
inter alia, surface coatings.

EN L 174/92 Official Journal of the European
Union 1.7.2011

(1) OJ L 204, 21.7.1998, p. 37

(2)0dJ L 189, 20.7.1990, p. 17.

Article 6
Review and amendment of list of restricted

substances in Annex II

1. With a view to achieving the objectives

set out in Article 1 and taking account of
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the precautionary principle, a review,
based on a thorough assessment, and
amendment of the list of restricted
substances in Annex II shall be considered
by the Commission before 22 July 2014,
and periodically thereafter on its own
initiative or following the submission of a
proposal by a Member State containing the

information referred to in paragraph 2.

The review and amendment of the list of
restricted substances in Annex II shall be
coherent with other legislation related to
chemicals, in particular Regulation (EC)
No 1907/2006, and shall take into account,
inter alia, Annexes XIV and XVII to that
Regulation. The review shall use publicly
available knowledge obtained from the

application of such legislation.

In order to review and amend Annex II, the
Commission shall take special account of
whether a substance, including substances
of very small size or with a very small
internal or surface structure, or a group of

similar substances:

(a) could have a negative impact during
EEE waste

including on the possibilities for preparing

management operations,
for the reuse of waste EEE or for recycling

of materials from waste EEE;

(b) could give rise, given its uses, to
uncontrolled or diffuse release into the
environment of the substance, or could give
to hazardous residues,

rise or

transformation or degradation products
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through the preparation for reuse,
recycling or other treatment of materials
from waste EEE under current operational

conditions;

(c) could lead to unacceptable exposure of

workers 1involved 1n the waste EEE

collection or treatment processes;

(d) could be replaced by substitutes or
alternative technologies which have less
negative impact

During that review, the Commission shall
consult interested parties, including
economic operators, recyclers, treatment
environmental

operators, organisations

and employee and consumer associations.

2. The proposals to review and amend the
list of restricted substances, or a group of
in Annex II shall

contain at least the following information:

similar substances,

(a) precise and clear wording of the
proposed restriction;

(b) references and scientific evidence for
the restriction;

(c) information on the use of the substance
or the group of similar substances in EEE;
(d) information on detrimental effects and
exposure in particular during waste EEE
management operations;

(e) information on possible substitutes and
other alternatives, their availability and
reliability;

(f)  justification for considering a

Union-wide restriction as the most

appropriate measure;
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(g) socioeconomic assessment.

3. The measures referred to in this Article
shall be adopted by the Commission by
means of delegated acts in accordance with
Article 20 and subject to the conditions laid
down in Articles 21 and 22

Article 7

Obligations of manufacturers

Member States shall ensure that:

(a) when placing EEE on the market,
manufacturers ensure that it has been
designed and manufactured in accordance

with the requirements set out in Article 4;

(b) manufacturers draw up the required
technical documentation and carry out the
internal production control procedure in
line with module A of Annex II to Decision
No 768/2008/EC or have it carried out;

(c) where compliance of EEE with the

applicable requirements has been
demonstrated by the procedure referred to
in point (b), manufacturers draw up an EU
declaration of conformity and affix the CE
marking on the finished product. Where
other applicable Union legislation requires
the application of a conformity assessment
procedure which is at least as stringent,
compliance with the of

Article 4(1) of this Directive may be

requirements

demonstrated within the context of that
A

documentation may be drawn up;

procedure. single technical
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(d manufacturers keep the technical | (d) #EFEFIIEEE 2 L S22 1045/,
documentation and the EU declaration of | fffi3(3E & EUMEES A RE T 5, 2011 4 1
conformity for 10 years after the EEE has | H 7 HEIESE#H(EN L 174/94)

been placed on the market; EN L 174/94 | (LA &)
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ANNEX I

(Bfhm 5 1 AHEFICEENDER - BT

Categories of EEE covered by this Directive

7= B
JR3C A
W
1 Large household appliances. RIS e H B e
2 Small household appliances. /RIS R FH B S
3 IT and telecommunications equipment. IT kONEfE#E
4 Consumer equipment. THEH HE 7R
5 Lighting equipment. HEGAEI=N
6 Electrical and electronic tools. SIS o B =Y
7 Toys, leisure and sports equipment. TR, LYy —Hh, AR—Y i
8 Medical devices. BER A
Monitoring and control instruments including
9 industrial monitoring and control THEMZ TR - HIHLEE
instruments.
10 | Automatic dispensers. EEUIo
i Other EEE not covered by any of the FREATIVIZETUTESLNE
categories above. DAt D FE K E T

ANNEXII (f}/B#EII) Restricted substances referred to in Article 4(1) and maximum
concentration values tolerated by weight in homogeneous materials
(5 4 Z(1) THRA B VT I S OBV EAM BT 31T 2 B8 e R E i )

Lead i) 0.10%
Mercury KER 0.10%
Cadmium 1 RIT L 0.01%
Hexavalent chromium AN 174 = A 0.10%
Polybrominated biphenyls(PBB) RV 7rEET7 =)L 0.10%
Polybrominated diphenyl ethers(PBDE) RV To®ey7c=)Lo—T )b 0.10%
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(Z&35)

AEFOMBEED Y 2 MEIT

ARATERK)

RV A MIFEXLOMEED X A M LE LDz b D, ANENXT & TIFFRIA R ST

W5)
bt HEL FR3C
ANNEX T (fft ) L ) AEFICEENDLER - B
Categories of EEE covered by this Directive |
BET) Fr
Restricted substances referred to in Article " .
, . AR 4 Q) TR DT
ANNEXTI (Fff | 4(1) and maximum concentration values I e
B colorated e i h B M O —MBHZ B T 277 R i
= olerate y weig in  homogeneous .
. KE SR
materials
ANNEXIII( | Applications exempted from the restriction
I 4 (D) O A FRIH 12
bt B IV) in Article 4(1)
Applications exempted from the restriction | [EFEFERR & OB - HilEEERS 1
ANNEXIV (Ff} | i - . .
REV) in Article 4(1) specific to medical devices | 351} 5% 4*(1)@Jﬁﬁﬁf§%%ﬁﬁ@
- and monitoring and control instruments
Applications for granting, renewing and . B
ANNEX V ppk, t‘g 8 - gt _ STk R B L fs R T
revoking exemptions as referred to in . R
(R V) e OISR DEL D 1 L oo Hh 7
Article 5
ANNEX VI L
EU DECLARATION OF CONFORMITY EUBAES
(bt & VD)
PART A : Repealed Directive with its|/S— K A: BEILSN/=fES &E
ANNEXVI(Ff} | successive amendments BRI
J& VI PART B:List of time-limits for transposition | /3— k A : ENF~OBITHIIR
into national law DY A b
ANNEX VI ORFE4 L HE4 2002/95/EC D%
Correlation table
(s 75 VD) Xo)  FHBIE
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EES-4 DS URF I Ry —IVYBEERBEE

Decree no. 2012-232 of 17 February 2012

on the annual declaration on substances at nanoscale

in application of article R. 523-4 of the Environment code

(FE#9)

B, B4

Decree no. 2012-232
B4 2012-232 201242 H 17 B (HIE)
BeEE R523-4AVELHEAICB T 5T ) A7 — VW EER B EICONT

HEOE, Hilsg A A

B, BRI OFER B4 (Decree)

ESORIESEA B, fitT
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(AR

19 February 2012 OFFICIAL JOURNAL OF
THE FRENCH REPUBLIC Text 4/ 44
MINISTRY OF ECOLOGY, SUSTAINABLE
DEVELOPMENT, TRANSPORT AND
HOUSING

Decree no. 2012-232 of 17 February 2012

on the annual declaration on substances at
nanoscale in application of article R. 523-4 of

the Environment code

NOR: DEVP1123456D

Public
distributing and

concerned: companies producing,
importing substances at
nanoscale, private and

public research laboratories.

Object: procedure for the declaration of the

production, distribution or import of

substances at nanoscale to the administration.

Entry into force: 1st January 2013, with the
exception of the provisions on sanctions, which

will enter into force on 1st July 2013.

Notice: articles L. 523-1 to L. 523-3 of the
Environment code provide for the obligation to
declare the quantities and uses of substances
at nanoscale produced, distributed or imported

in France.

This procedure is intended to improve the
knowledge of these substances and their uses,
to ensure the traceability of sectors using these

substances, to improve the knowledge of the

2012 2 A 198 77U
4/44

ToapY— .

EFEE® AX

Rrit TREZRBA%E - X8 - EEH

B4 2012-232 2012452 H 17 H
BREEVE R.523-4 SVBEHICBIT 5T ) A7 — W)
EAEREIZ SN T

NOR: DEVP1123456D
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fifTH:201341 H1H {HL.EHIBEIX 2013
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Wi BREEE L. 523-1 5005 L. 523-3 5%, 7
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market and the volumes sold, and to obtain
available information on their toxicological and

ecotoxicological characteristics.

The decree specifies that the declaration must
be submitted to the Ministry of environment,

for this purpose, before the 1st May each year.

A declaration is mandatory if the minimum
quantity of 100 grams of substance has been
produced, imported or distributed during the

previous year.

The

therein, are managed by the Agence nationale

declarations, and the data contained
de sécurité sanitaire de l'alimentation, de
I'environnement et du travail (ANSES - French
agency for food safety, the environment and

labour).

The decree also provides for the possibility of
requesting that the information declared
remains confidential, if the disclosure of this
information could breach industrial or
commercial secrecy clauses.

References: the decree enforces article 185 of
law no. 2010-788 of 12 dJuly 2010 on the
national commitment to the environment;

the text amended by this decree may be
the this

modification, at

version after

the

(http://www.legifrance.gouv.fr).

consulted, as

Légifrance  site

The Prime Minister,

On the report by the Minister of Ecology,

sustainable Development, Transport and

Housing,

TAFAREREREZPST 22 AN E T 5,
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Having regard to EC regulation no. 1907/2006
of the European Parliament and the Council of
18 December 2006 on the
Evaluation, Authorisation and restriction of

CHemicals (REACH), creating a FEuropean

Registration,

chemicals agency, amending  directive
1999/45/EC and repealing EEC regulation no.
793/93 of the Council and EC regulation no.
1488/94 of the
76/769/EEC of the Council and directives
91/155/EEC, 93/67/EEC, 93/105/EC

2000/21/EC of the Commission, particularly

Commission and directive

and

article 3

thereof;

Having regard to the Environment code, in

particular its articles L. 523-1 to L. 523-5;

Having regard to the Public health code, in
particular its articles L. 5141-1, L. 5141-2, R.
5161-1 and R. 5311-1;

Having regard to law no. 2000-321 of 12 April
2000 amended on the rights of citizens in their
relations with administrations, particularly

article 21 thereof;

Having heard the Conseil d’Etat (=French

highest jurisdiction), public works' section,
Decrees the following:

Article 1

The title II of volume V of the regulatory

section of the Environment code is entitled as

follows: "Chemicals, biocides and substances at

CHemicals(REACH) ™ %%, FEMM. 7 o] & OV
il PRI B O RR AL, FRAR 3L 1999/45/EC D
SGET L F 20 EEC #fil% 5 793/93 K UEE =
® EC HiHE S 488/94 OFEILIZRIT 5 2006 4F
12 H 18 H ORRMEES K B 20 EC #lfilH& =
1907/2006, FEESFES T6/T69/EEC K N EES
4 91/155/EEC, 93/67/EEC, 93/105/EC
Y 2000/21/EC, FFZZDH 3 FRITH A,

BBV BRI YA L6283 55 1 S L5623 465
TE|Z A,

INIREE TR BRICMREEE L5141 4 1 3, L.5141

2218, R.5161 55110 R.5311 5 1 TAIZHE A~

ITE & DDV ICHBIT 5T EMEIC OV THET
Eh7z 2000 4E 4 H 12 A O EHESE S 2000-321.,
Bl F D 21 SRITHER

EBE(7 7 2 fgm ik, ALEELE L E
R L 7R R

KBS ZLLTO®Y &35,

14

BVE FBILEIIROBEY OEEET 5, (b2,
BAERN e OF ) A r— VR )
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nanoscale ".

Article 2

The following section IV is added subsequent
to chapter III of title II of volume V of the

Environment code:

"SECTION IV

"Prevention of risks for the health and the
environment caused by exposure to substances

at nanoscale

"Art. R. 523-12. — For the purposes of this

section:

“Substance at nanoscale”: substance as defined
in article 3 of EC regulation no. 1907/2006,
intentionally produced at nanometric scale,
containing particles, in an unbound state or as
an aggregate or as an agglomerate and where,
for a minimum proportion of particles in the
number size distribution, one or more external

dimensions is in the size range 1 nm - 100 nm.

"In specific cases and where warranted by
concerns for the environment, health, safety or
competitiveness, this minimum proportion
may be reduced. This minimum proportion is
specified in a joint order issued by the
Ministers of environment, agriculture, health,
labour and industry. By derogation from this
definition, fullerenes, graphene flakes and
single-wall carbon nanotubes with one or more

external dimensions below 1 nm should be

- ES

PIFOFE IV i, BREEFEVE, FILE 5
I F#ZEDOHBIAAIMEND LD TH D,

uu% IV '\;IB

"IF R VEORERBEICL S THERIS
NAREROBREICRT 5 U R 7 Olal#E)

"R. 523-12 = —4iLE O AHY -

" [ 2 — g EC A 1907/2006 5 3
RIERSINTODOIHETYH Y, Fic LTV
W, XET 7V — b, IT e A L— ROk
BT 1AL EOAED Inm 725 100nm TH B,
B A R340 The bl UL ED Ok T % 5 T,
BRMICE ST ) A —VE,
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X DEED R SN DG 2 Db R
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JEAE . R OERE KRS L D ERGAICBNT
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DIAN Inm LU FOINEHELZFF>7 7 — L |
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considered as substances at nanoscale.

"For the purposes of this definition, the terms

9 [13

“particle”, “agglomerate” and “aggregate” are

defined as follows:

"a) “Particle” means a minute piece of matter

with defined physical boundaries,

"b) "Aggregate" means a particle comprising of

strongly bound or fused particles,

"c) "Agglomerate" means a collection of weakly
bound particles or aggregates where the
resulting external surface area is similar to the
sum of the surface areas of the individual

components.

“Substance at nanoscale contained in a
mixture without being linked to it”: substance
at nanoscale intentionally introduced in a
mixture from which it is likely to be extracted
or released under normal or reasonably

foreseeable conditions of use.

“Territory”: French territory, excluding New
Wallis
Futuna, and French Southern and Antarctic
land.

Caledonia, French Polynesia, and

“Manufacturer”: any party, in the course of its
professional activities in the territory, that
manufactures a substance at nanoscale, on its
own or contained in a mixture without being
linked to it, or a material intended to reject
such a substance under normal or reasonably
foreseeable conditions of use, for its own use or

in view of their transfer free of charge or for

"CDXIICERT DD, PRt [T AL
— kK] RO 77 U= IZLLTOMEY EH
%y

"a) DhIT-) LT, BIREZLMERAEER A R OME
04 YN AR =N Sy R

"b) [T VS — R LiE, BRENCKES SUTES
Bt VAV INNGY S RAY VAR RE: =N SU VAR

"e) 77 uaXl—h] L, BFES LIZKhiA,
SAFAEE % OINRF I FEDE 2 OREREZ D F
HAESHLIZER LT 7V A — 2 BT 5,

" EEETICREERICEEND T/ A —
B BRMICESERICEAINT S ) 25—
METHY, ZORAENL, BHEO, THH
FIZ PR CE D EHREBICBW T EhZY
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consideration.

“Importer”: any party, in the course of its
professional activities, introducing into the
territory from another Member state of the
European Union or a Third party state a
substance at nanoscale, on its own or contained
in a mixture without being linked to it, or a
material intended to reject such a substance
reasonably foreseeable

under normal or

conditions of use.

“Distributor”: any party established in the
territory, including retailers, providing storage
and transfer services, free of charge or for
consideration, intended for professional users,
for a substance at nanoscale, on its own or
contained in a mixture without being linked to
it, or a material intended to reject such a
normal or reasonably

substance under

foreseeable conditions of use.

“Professional user”: any party established in
the territory, other than the manufacturer or
the importer, which uses a substance at
nanoscale, on its own or contained in a mixture
without being linked to it, or a material
intended to reject such a substance under
normal or reasonably foreseeable conditions of

use, in the course of its professional activities.

“Scientific research and development”: any
experimentation, analysis or
research, in article 3 of EC

regulation no. 1907/2006.

scientific

as defined

“Product- and process-orientated research and

development” any scientific development

"G  BEERIEEI ORI BV T, ORK
WA OMBEESUTE ZE S, M E UIHAE
FTITRBERICE ENTREBOT ) 27—V E
XITEF O, ITHFNCT R TE S kD
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related to product development or the further
development of a substance, as defined in

article 3 of EC regulation no.1907/2006.

"Art. R. 523-13. — Each manufacturer, importer
and distributor of a substance at nanoscale, on
its own or contained in a mixture without
being linked to it, or in material intended to
reject such a substance under normal or
reasonably foreseeable conditions of use, shall
submit the declaration required according to
article L. 523-1 19 February 2012 OFFICIAL
JOURNAL OF THE FRENCH REPUBLIC
Text 4 /44

Courtesy translation - only the French version
applies. if they produce, import or distribute at

least 100 grams of this substance annually.

"This declaration shall be addressed to
the Minister of the environment each year
before 1 May. It shall refer to the previous
calendar year and contain the data required
according to article L. 523-1. The declarations,
and the data contained therein, are managed
by the Agence nationale de sécurité sanitaire
de lalimentation, de l'’environnement et du
travail (French agency for food safety, the

environment and labour).

"A joint order issued by the Ministers of
environment, agriculture, health, labour and
industry specifies the content and conditions

for the presentation of this declaration.

"Art. R. 523-14. — If a substance at nanoscale,
on its own or contained in a mixture without
being linked to it, or a material intended to

reject such a substance under normal or
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reasonably foreseeable conditions of use, is

produced, imported or distributed in the
context of scientific research and development
activities without placing on the market, the
declaring party may simply declare its identity

and the related business segment.

"Art. R. 523-15.
importers and distributors referred to in article
R. 523-13 are public research bodies, the

declarations submitted by these bodies may be

If the manufacturers,

a unique declaration covering all of their

research activities.

"A joint order issued by the Ministers of
environment and research specifies the content
and conditions for the presentation of this

unique declaration.

"Art. R. 523-16. -
in articles R. 523-13 to R. 523-15 is incomplete,
the French agency for food safety, the
shall ask the

declaring party to complete the declaration or

If the declaration referred to

environment and labour

to provide the additional information required

within two months.

"Art. R. 523-17. -

according to

The information required
523-2 shall be

transmitted/sent to the French agency for food

article R.

safety, the environment and labour within a
period of two months from the receipt of the
letter addressed by the Minister of the

environment requesting these elements.

"Art. R. 523-18. -

state which information it requests to be

The declaring party shall

considered as confidential when disclosure to
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the public would breach industrial or
commercial secrecy clauses or intellectual
property rights for the results of research. This

request shall be justified.

"Information contained in a patent application
shall remain confidential up to/until the
publication of the patent. The declaring partie
shall inform the Minister of the environment of

this publication in the following declaration.

"If a substance at nanoscale, on its own or
contained in a mixture without being linked to
it, or a material intended to reject such a
substance under normal or reasonably
foreseeable conditions of use, is produced,

imported or distributed in the context of
product and process orientated research and
focusing  without
the

declared shall be systematically considered as

development activities

placing on the market, information
confidential, without need for the declaring

party to request this status.

"Art. R. 523-19. - The disclosure to the public
provided for in articles L. 523-1 and L. 523-2
shall occur each year, six months after the

deadline for the declaration at the latest.

"Art. R. 523-20. - If a party required to submit
a declaration in application of article L. 523-1
of the Environment code wishes to benefit from
the derogation from public disclosure provided
for in the third subparagraph of this article,
the party shall state this requirement in its

declaration.

"The declaring party shall then send a request
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for a derogation with justification to the
Minister of defence within a maximum of five

days from the date of the declaration.

"The derogation is granted by the Minister of
defence.The derogation shall be notified to the
applicant and forwarded to the
de

Ialimentation,

Agence
de

I'environnement et du

nationale sécurité sanitaire
de
travail (French agency for food safety, the
environment and labour). Should no explicit
decision be notified within three months of the
receipt of the request, the latter is considered

to be rejected.

"A joint order issued by the Minister of defence
and the Minister of the environment shall
specify the conditions for the presentation and

filling out of requests for derogations.

"Art. R. 523-21.

importer or a distributor fails to submit the

- If a manufacturer, an

declarations provided for in article L. 523-1 by
the deadline provided for in article R. 523-13 or
if the information requested from a declaring
party in application of article R. 523-16 or the
information requested from a manufacturer, an
importer or a user in application of article R.
523-17 1s not submitted prior to the deadlines
provided for by these two articles, the Minister
of the environment may order the payment of a
fine equal to 3000 euros or less and a daily
penalty of 300 euros from the date of the
decision in question and up to compliance with

the obligation."

Article 3

P B R ®E L, SeBRIE 4 b DT D EL
A LR TR B a0,

k={1113
iy
I

PRI REIC L VO DD, RIS
Hiox L Camsh, 77 A4 - R
TR HAE AL D, BERESETE 3 A LINICH
RIPREDN B S e WA, BEREITES S
bOLERBREND,

NN AOS: 3N A BT b e g W o i
Al REREEOIRE L OFADSMAIZ SN T
HE L2 6720,

"R.523-21 5& BEHERE . WAL, JUTIRIEES
75 R.523-13 SRITHUE T D #it £ TIZ L.523-1 5%
WCHET 2HEELRETERPoTGE, 5
WX, R.523-16 FOGEMHICHEWTHEEND
S NTE BRI REEE . WAE, R.523-17
S EOFIHE D BB SN IERS YL 2
XXX VBESNDHED L0 bR S
NnoleGE . BEREIL 3000 = —r Ll F
(A T 2 Bl L OV YR E 21T 5 T2 H DB il
HHETLIHIZOZ 3002 —RIZFHY T H L
TA—DXNEM UL ENTED, "

LRES

395




Articles R. 523-12 to R. 523-20 of the

Environment code, in the versions drafted
based on article 2 of this degree, shall enter
into force on 1 January 2013. Article R. 523-21
shall enter into force on 1 July 2013.

Article 4

I. — Title V drafted as follows is added to
volume 1 of the fifth part of the Public health

code (regulatory section):

TITLEV

"HEALTH PRODUCTS CONSISTING, IN
PART OR IN WHOLE, OF GENETICALLY

MODIFIED ORGANISMS

"This title includes no regulatory provisions."

II. — A title VI drafted as follows is added:

TITLE VI

"HEALTH PRODUCTS CONTAINING
SUBSTANCES AT NANOSCALE"

"Art. R. - Articles R. 523-12 to R.
523-21 of the Environment code apply to

5161-1.

substances at nanoscale

contained In sanitary products intended for
human use, cosmetic products as mentioned in
article L. 5311-1 and the veterinary drugs
mentioned in articles L. 5141-1 and L. 5141-2.

Article 5
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- Article R. 253-13, drafted as follows, 1s added
after article R. 253-13 of the Rural and
maritime fishing
code :

"Art. R. 253-13. - Articles R. 523-12 to R.
523-21 of the Environment code apply to
substances at nanoscale contained in the
products mentioned in article L. 253-1 of this

code. "

Article 6

The Minister of defence and veterans, the
Minister of ecology, sustainable development,
transport and housing, the Minister of the
economy, finances and industry, the Minister of
labour, employment and health, the Minister of
food,

territorial planning and the Minister of higher

agriculture, fishing, rurality and

education and research, each in respect of its

own interests, are responsible for

implementing this decree. This decree shall be
published in the
(JORF).

French Journal officiel

On 17 February 2012.

By the Prime Minister: FRANCOIS FILLON.

Signed by the Minister of ecology, sustainable
development, transport and housing,
NATHALIE  KOSCIUSKOMORIZET, the

Minister of defence and veterans, GERARD
LONGUET, the Minister of the economy,
finances and industry, FRANCOIS BAROIN,
the Minister of labour, employment and health,

XAVIER BERTRAND, the Minister of
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agriculture, food, fishing, rurality and
territorial planning, BRUNO LE MAIRE and
the Minister of higher education and research,

LAURENT WAUQUIEZ.
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GRE AR B S0 E)

PLUFIZ, AE4 [Decree no. 2012-232 of 17 February 2012) $lE@ OB &5 7 T A BEE

L532-1~5(2010 4£ 7 A 12 R) DR 2R3 5,

Code de l'environnement

Partie législativeLivre V :
Prévention des pollutions, des risques et des
Produits

nuisancesTitre II chimiques,

biocides et substances a 1'état nanoparticulaire

Chapitre III :
Prévention des risques pour la santé et
I'environnement résultant de l'exposition aux

substances a 1'état nanoparticulaire

Article L523-1

En savoir plus sur cet article...

Créé par LOI n° 2010-788 du 12 juillet 2010 -
art. 185

Les personnes qui fabriquent, importent ou
distribuent des substances a I'état
nanoparticulaire, en 1'état ou contenues dans
des mélanges sans y étre liées, ou des
matériaux destinés a rejeter de telles
substances dans des conditions normales ou
raisonnablement prévisibles d'utilisation
déclarent périodiquement a I'autorité
administrative, dans un objectif de tracabilité
et d'information du public, I'identité, les
quantités et les usages de ces substances, ainsi
que l'identité des utilisateurs professionnels a
qui elles les ont cédées a titre onéreux ou

gratuit.

Les informations relatives a 1'identité et aux
usages des substances ainsi déclarées sont

mises a disposition du public dans les
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conditions fixées par l'article L. 521-7.
L'autorité administrative peut prévoir des
dérogations au deuxiéme alinéa du présent
article lorsque cela est nécessaire a la
sauvegarde des intéréts de la défense
nationale.

Les informations concernant l'identité des
utilisateurs professionnels sont reconnues
comme relevant du secret industriel et
commercial et sont traitées conformément au
II de l'article L. 521-7.

Article L523-2

En savoir plus sur cet article...

Créé par LOI n° 2010-788 du 12 juillet 2010 -
art. 185

Les personnes qui fabriquent, importent ou
utilisent des substances mentionnées a l'article
L. 523-1 transmettent, a la demande de
I'autorité administrative, toutes les
informations disponibles relatives aux dangers
de ces substances et aux expositions
auxquelles elles sont susceptibles de conduire,
ou utiles a 1'évaluation des risques sur la santé
et I'environnement. Ces informations sont
mises a la disposition du public dans les

conditions fixées a l'article L. 521-7.

Article L523-3

En savoir plus sur cet article...

Créé par LOI n° 2010-788 du 12 juillet 2010 -
art. 185

Les informations obtenues en application des
articles L. 523-1 et L. 523-2 sont mises a la
disposition des autorités de controle
mentionnées a l'article L. 521-12, ainsi qu'a des

organismes désignés par décret, notamment a
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des fins d'évaluation des risques.

Article LL523-4

En savoir plus sur cet article...

Créé par LOI n° 2010-788 du 12 juillet 2010 -

art. 185
Un décret en Conseil d'Etat précise les

conditions et les modalités d'application des
articles L. 523-1 a L. 523-3.

Article L523-5

En savoir plus sur cet article...

Créé par LOI n° 2010-788 du 12 juillet 2010 -

art. 185
Les articles L. 523-1 a L. 523-4 s'appliquent
aux substances entrant dans la composition

des produits mentionnés a l'article L. 522-1.
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filE Art 185
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Policy Statement on Health Canada's Working Definition for Nanomaterial
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i : http//www.hc-sc.ge.ca/sr-sr/pubs/nano/pol-eng.php
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Policy Statement on Health Canada's Working Definition for

Nanomaterial
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Health Canada's

Working Definition for Nanomaterial

Policy Statement on

1. Introduction
Health Canada is responsible for regulating

products and substances, including drugs,

biologics, medical devices, natural health
products, foods and food packaging,
pesticides, new and existing substances,

consumer products and cosmetics.
the National Office of the

Workplace Hazardous Materials Information

In addition,

System operates through Health Canada.
Nanomaterials are increasingly being used in
the marketplace in a wide range of these
products and substances.

Health Canada helps protect and promote
health by using existing legislative and
regulatory frameworks to mitigate the
potential health risks of nanomaterials and to
help realize their health benefits.

However, it is recognized that new approaches
may be necessary in the future to keep pace
with advances in this area as there is
inadequate information on risks associated

with nanomaterials at this time.

This

Canada's

Health
of

its

Policy Statement describes

Working Definition

Nanomaterials and elaborates on

objectives, scope and application. It is

intended to be used as a tool to help the|#%

Department gather safety information about

nanomaterials.

2. Objectives
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The objectives of this Policy Statement are to:
1.Establish a working means of identifying
nanomaterials;

2.Assist Health Canada to collect information
and establish internal inventories regarding
regulated substances, products, and any
component material, ingredient, device, or
structure that are nanomaterials;

3.Support communications about
nanomaterials with the broader community of
interested stakeholders; and,

4.Support the administration of the legislative
regulatory frameworks the

authority of Health Canada and to help

and under
further the development of policy, guidance

and programs applicable to nanomaterials.

3. Scope

Nanomaterials that are manufactured and
intended to be sold or represented for use as,
or as part of a regulated product or substance,
or that otherwise fall within Health Canada's
mandate, are within the scope of this Policy

Statement.

4. Policy Statement

4.1 Health Canada's Working Definition of

Nanomaterial

Health Canada considers any manufactured
substance or product and any component
material, ingredient, device, or structure to be
nanomaterial if:

a. It is at or within the nanoscale in at least
one external dimension, or has internal or

surface structure at the nanoscale, or;
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b. It is smaller or larger than the nanoscale in
all dimensions and exhibits one or more

nanoscale properties/phenomena.

For the purposes of this definition:

i. The term "nanoscale" means 1 to 100
nanometres, inclusive;
The

properties/phenomena"

11. term "nanoscale

means properties
which are attributable to size and their
effects; these properties are distinguishable
from the chemical or physical properties of
individual atoms, individual molecules and
bulk material; and,

1ii. The term "manufactured" includes
engineering processes and the control of

matter.

4.2 Elaboration

The Working Definition is not an additional
source of authority, but works within the
existing regulatory frameworks that allow for

obtaining information.

Information is submitted to Health Canada
by
legislation and their associated regulations.

Within these

frameworks, Health Canada may request

regulatory programs as required

legislative and regulatory
specific information (see Section 6) for a
regulated substance or product that is, or
contains, a nanomaterial as described in the

Working Definition.

The
engineering processes and control of matter

that lead to the

term "manufactured" includes

synthesis, generation,
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fabrication or isolation of nanomaterials.

Health Canada may request information

regarding a deliberately or incidentally

manufactured nanomaterial for risk

assessment purposes. This term also includes
natural components that have been
deliberately used or engineered to have
nanoscale properties/phenomena used in
of

compounds, or used in tissue engineering.

nanoscale  encapsulation bioactive

"Part a" of the Working Definition relates to
current evidence suggesting that nanoscale
likely

observable at the scale of 1-100 nanometres

properties/phenomena are  more
(more often at the lower end and "Part b"
reflects that it is possible for nanoscale
properties/ phenomena to be exhibited outside
this size range, such as select quantum

devices.

A variety of lexicons and interpretations of

"nano-terminology" currently exist,
underlining the importance of understanding
the context in which these terms are used. In
the risk assessment context supporting
hazard and exposure assessment for risk
characterization and management, the term

"nanoscale properties/phenomena” refers to

INTWD, BT ZFREEEIT. BRICSH D0
IEERICRE SN~ T U T VL,
ALY 27 BB THE#RERD D Z
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1 Nair, H. B.; Sung, B.; Yadav, B.; Kannappan, R.;

Pharmacology (2010), Vol. 80, 1833-1843

oA W N

Vol 4, 634-641.

Chaturvedie, M. M.; Aggarwal, B. B. Biochemical

Liedl, T.; Hogberg, B.; Tytell, J.; Ingber, D. E.; Shih, W. M. Nature Nanotechnology (2010), Vol 5, 520 - 524.
Couvreur, P;; Vauthier, C. Pharmaceutical Research (2006), Vol 23, 1417 - 1450.

Dvir, T.; Timko, B. P.; Kohane, D. S.; Langer, R. Nature Nanotechnology (2011), Vol 6, 13 - 22

Auffan, M.; Rose, J.; Bottero, J.-Y.; Lowry, G. V.; Jolivet, J.-P.; Wiesner, M. R. Nature Nanotechnology (2009),

6 a) Slinker, K. A.; Lewis, K. L. M.; Haselby, C. C.; Goswami, S.; Klein, L. J.; Chu, J. O.; Coppersmith, S. N.;
Joynt, R.; Blick, R. H.; Friesen, M.; Eriksson, M. A. New Journal of Physics (2005), Vol 7, 246. b) Klein, L.

J.; Slinker, K. A.; Truit, J. L.; Goswami, S.; Lewis,

K. L. M.; Coppersmith, S. N.; van der Weide D. W.;

Friesen, M.; Blick, R. H.; Savage, D. E.; Lagally, M. G.; Tahan, C.; Joynt, R.; Eriksson, M. A.; Chu, J. O.; Ott,
J. A.; Mooney, P. M. Applied Physics Letters (2004), Vol 84, 4047 - 4051. ¢) Klein, L. J.; Lewis, K. L. M.;
Slinker, K. A.; Goswami. S.; van der Weide, D. W.; Blick, R. H.; Mooney, P. M.; Chu, J. O.; Coppersmith, S.
N.; Friesen, M.; Eriksson, M. A. Journal of Applied Physics (2006), Vol 99, 023509.
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size-related properties which have qualities or
characteristics that do not readily extrapolate
from those observed in individual atoms,
molecules or bulk materials. For example,
"bulk" gold is not very reactive, but nanoscale
gold can act as a chemical catalyst. For risk
assessment purposes, this term includes
observable biological or environmental effects
resulting from size-related properties as
described above. Examples of such biological
or environmental effects could be increased
permeability through cell membranes or

increased reactivity of iron/iron oxides for the

purposes of groundwater remediation,
respectively.
Internal or surface structures at the

nanoscale include nanomaterials that are
aggregated or agglomerated to form a larger
group. While the break-up of aggregates is
less likely, a larger group could be broken
down into component nanomaterials in the
human body or the environment. Some
regulatory programs may request information
above the 100 nm size range to an upper limit
of 1000 nm in order maintain flexibility to
assess potential nanomaterials, including
suspected nanoscale properties/phenomena.
The 1000 nm cut-off attempts to separate
characteristics attributable to macro-scaled
materials from those of nanomaterials.

However, a product or substance that contains
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WK DIKE D 72 8D DERIERA Lk D RO ERE
TOMET B D,

F ) A — )V ONE XTI R EEE X, TV
TF—hrbDWNEIT/rAL—ERD LV K
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END, TV T — hOSRED ATRENE T 22
N, AEREEICB O, LY kETL—
THNDRELCF /) ~T VT Mt 2203
5o Beb LW A — VR B1 5 % & T e T HE
T =T U TRl &2 FRRICAT A D KoL Bl
a7 M- TiE, 1000nm % EfRET 5
100 nm HOY A XEPHOIFHRAZ ZRT 555
N5, 1000nm Oy NATIE, v/ B R
—IVOMBHZER S 252, T/ ~T V7
DEDNSEETHZ L &> TS, L,
T ~T VT N EECRREESUIWER, YA X
N1 I7arr2@z5280H055 BlzX
WBNIFEFICENI =R F ) Fa—TDHR), =

1 a) Zhou, X.; Xu, W.; Liu, G.; Panda, D.; Chen, P. Journal of the American Chemical Society (2009), Vol 132,
138-146. b) Sardar, R.; Funston, A. M.; Mulvaney, P.; Murray, R. W. Langmuir (2009), Vol 25, 13840-13851.

2 Liu, H.; Zhu, Z.; Kang, H.; Wu, Y.; Sefan, K.; Tan, W. Chemistry - A European Journal (2010), Vol 16,
3791-3797. b) Roger, E.; Lagarce, F.; Garcion, E.; Benoit, J.-P. Journal of Controlled Release (2009), Vol 140,

174-191.

3 Noubactep, C.; Caré, S. Journal of Hazardous Materials (2010), Vol 182, 923-927. b) Chowdhury, S. R.;
Yanful, E. K. Journal of Environmental Management (2010), Vol 91, 2238-2247.

4 Council of Canadian Academies (7 # ZiFiLaEL).
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nanomaterial could measure beyond 1 micron
in size (for example (e.g.) bundles of carbon
nanotubes that are very long). In these cases,
regardless of the size, information may be

requested for risk assessment purposes.

In addition to requesting information about

nanomaterials, information regarding
particles above the 100 nm size range may
also be requested by some regulatory
programs to assess possible biological effects
that could be attributable to their dimension
or size. These approaches may be applied on a

case-by-case basis or to a whole product class.

While not expressly stated in the Working

Definition, information regarding

nanomaterial size distribution, especially
number size distribution, is also relevant for

risk assessment purposes.

Currently, there is insufficient evidence to
establish common threshold values for size
of all

substances and product lines that Health

distributions relevance across

Canada regulates.

5. Application

5.1 Application of the Policy Statement

This Policy Statement is to be applied in

specific regulatory contexts across the

Department to support the assessment of
nanomaterials and to provide assistance to

manufacturers and other stakeholders in
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1 a)Maeda, H. Bioconjugate Chemistry (2010), Vol 21, 797-802. b) Torchilin, V. P. Handbook of Experimental

Pharmacology (2010), Vol 197, 3 - 53.
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meeting their respective statutory obligations
for the health and safety of Canadians,
pursuant to applicable Acts and Regulations
including, but not limited to, those stated in
Appendix A. Other sources of definition
provide context for the application of this
statement, including the sources listed in

Appendix B.

The state of science around nanomaterials is

evolving. Nanomaterials typically have
increased surface-to-volume ratio and may
exhibit changes in other properties (such as
electrical, mechanical, or optical) due to
nanoscale size as compared to their
non-nanoscale counterparts. These nanoscale
properties and their effects could raise
concerns for their potential to cause harm to
humans and the environment. In general,
current risk assessment methodologies are
applicable for nanomaterials as they allow for
sufficient flexibility. However, the first step to
assuring adequate risk assessment is to
identify nanomaterials using the Working
Definition as a tool. Health Canada guidance
documents for nanomaterials specific to
products, substances or commodity groups

will be developed over time.

Maintaining a flexible approach is important
to integrate new knowledge about risks and
benefits related to nanomaterials into
regulatory decision-making processes. The
Working Definition intentionally casts a wide

net so that diverse program areas and
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1 Scientific Committee on Emerging and Newly Identified Health Risks of the European Commission
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legislative and regulatory authorities across
Health Canada can request and collect
necessary information for nanomaterials
characterization and nanoscale measurement,

as described in the general guidance section.

The Policy Statement will continue to be
updated as the body of scientific evidence
increases and international norms progress.
Comments specific to this Policy Statement

can be sent to nanotechnologies@hc-sc.gc.ca.

The Department will apply the appropriate

precautionary approaches as may be
warranted, according to the best available
information.
Furthermore, Health Canada encourages
manufacturers and other stakeholders to
communicate with the Department early in
the development process, especially for
combination products that are, contain or
make use of nanomaterials. For additional
guidance regarding any elements of the
working definition and to address specific
questions, consultation with the individual

program areas is recommended.

5.2 Explanatory Note

This Policy Statement, and more specifically
the Working Definition, is applied under
existing regulatory authority to gather
information, as required, in a transparent and
consistent manner across different Health
Canada Health

regulatory  programs.
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Canada's interest is in obtaining information
that will improve the understanding of
nanomaterials for risk assessment and risk

management purposes.

The Department's current interest mainly lies
with determining what potentially unfamiliar |
or different properties and their effects may
be evident in nanomaterials that are not
in the "bulk"

different from the properties of individual

observable form, and are

atoms and molecules. Many Dbiological
substances, structures and processes are at
the nanoscale. Materials that either naturally
exist within the nanoscale size range, or
exhibit nanoscale properties/phenomena in
nature will not automatically be re-classified
as nanomaterials (e.g. naturally occurring|iX
chemical or biological molecules like nucleic
acids/DNA/proteins, micro-organisms or cell
structures like flagella or ribosomes, etc).
Health Canada currently regulates some
biotechnology-based health products, and at
this time, Health Canada has no reason to
reconsider those products as nanomaterials if | &
they

simply fall within the nanoscale.

However, an example where a natural
macromolecule would be considered to be a
nanomaterial is the class of Ribonucleic acid
(RNA) nanostructures designed specifically to
achieve order and

higher structures,

ultimately, increased functionality.

This approach does not necessarily imply that
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3 a) Guo, P. Nature Nanotechnology (2010), Vol 5, 833-842. b) Lo, P. K.; Altvater, F.; Sleiman, H. F. Journal of
the Americal Chemical Society (2010), Vol 132, 10212-10214.
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all nanomaterials represent an increased risk
to human health or the environment given
that human and environmental risk and
benefit depend on the precise biological effects
of the specific nanomaterial in concert with
how it is used or consumed, who it is used by,
and its transportation, transformation and
persistence in humans and the environment.
Impacts of some nanomaterials may be
similar to their non-nanoscale counterparts.
In addition, risks may be mitigated through
formulation and packaging, the way the
substances and products are used in the
workplace and in the marketplace, and the

manner in which they are disposed.

Health Canada will continue to work closely

with domestic and international partners

toward consistency with relevant
international norms.

6. Authority

Health Canada has authorities within
existing legislative and regulatory
frameworks, including those listed in

Appendix A, to require the submission of

information that 1s essential to the
assessment of potential risks to the health

and safety of Canadians.
7. General Guidance
In order to identify and assess potential risks

of

nanomaterials, the Department may require

and  benefits (where applicable)

the following types of information, when

relevant:
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1.Intended use, function and purpose of the
nanomaterial, and information regarding any

end product in which it will be used;

2.Manufacturing methods;

3.Characteristics, and physical chemical
properties of the nanomaterial such as:
ocomposition,

cidentity,

opurity,

omorphology,

ostructural integrity,

ocatalytic or photo-catalytic activity,

oparticle size/size distribution,
oelectrical/mechanical/optical properties,
osurface-to-volume ratio,

ochemical reactivity,

ogurface
area/chemistry/charge/structure/shape,
owater solubility/dispersibility,
cagglomeration/aggregation (or other
properties), and

odescriptions of the methods used to assign

these determinations;

4. Toxicological, eco-toxicological, metabolism
and environmental fate data that may be both
generic and specific to the nanomaterial if

applicable; and,

5.Risk assessment and risk management

strategies, if considered or implemented.

Future guidance documents that are specific
to regulatory program areas will be developed
in a manner that is both consistent with the

Policy Statement and in accordance with the
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of

legislative and regulatory authorities.

unique parameters program-specific

8. Effective date

This is effective October 6, 2011.

Appendix A - Acts and Regulations

The Department of Justice Canada hosts an
on-line consolidation of Acts and Regulations

of Canada at Justice Laws website.

Information about Health Canada programs
is available on the Health Canada website.
General inquiries and those regarding a

specific regulatory program can be directed to:

Health Canada,
Address Locator 0900C2 ,
Ottawa, Ontario K1A 0K9;
Telephone: 613 957 2991;
Toll Free: 1 866 225 0709;
Facsimile: 613 941 5366.
This be

Policy Statement will applied

pursuant to Acts and Regulations which are |/l

relevant to nanomaterials at Health Canada,

which include but are not limited to:

1.Food and Drugs ActeCosmetic Regulations
°Food and Drug Regulations

oMedical Devices Regulations

oNatural Health Products Regulations
oSafety of Human Cells, Tissues and Organs

for Transplantation Regulations
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2.Canada Consumer Product Safety Act

3.Canadian Environmental Protection Act

1999°New Substances Notification

Regulations (Chemicals and Polymers)
ActeControlled

4.Hazardous Products

Products Regulations

5.Pest Control Products ActeList of Pest

Control Product Formulants and

Contaminants of Health or Environmental
Concern

oPest Control Products Regulations

Appendix B - Other Sources of Definitions

1.Standards or technical specifications,

particularly the standards or technical

specifications for nanotechnology established
by the
Standardization
229(ISO TC 229)

International Organization for

Technical Committee

2.Intellectual property, as described in the
International Patent Classification or in the

United States Patent Classification

3.Canadian  governmental guidance or

regulatory definitions, as developed by

Federal Departments and Agencies, and

international  regulatory  guidance or

regulatory definitions, as developed by peer
regulators and/or competent national
authorities in other nations and jurisdictions,
including the Organization for KEconomic

Cooperation and Development.

2. BB E R L ik

3. N X ERBERGETE 1999
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5. HEREREY Lk
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& hRER A BLUE

f18 B -fh o> & 3% D HiL

1. FEYEHIRG & 2 O T H AR

FRICHERE LT R B S 229012 B8 3 2 [EBRFEHE
(ISO TC 229IZ L > CHSLE T2, T /T2 7
1 — OFERERIE &> 2 N TN AR

2. FHIRA PERE
EBREF M H 2 WISk ES T E TR S h
BHEZAITHED

3. W X B OFESHOHHICEE T 5 EHR
BB R OTFICE DRI NTZ b D, RHTNT,
[EBR A 7 Bl DR # S THH O E 2

%75 1 1 B BB (OECD) & & e, fillE K UM oD
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4.Descriptive lists and examples based on
Health Canada's experience and precedent,
gathered through operations of applicable
Canadian and

legislative regulatory

frameworks

Appendix C - Other References and Edit
History

In addition to the footnoted references, the
following documents were considered in the

drafting of this document:

4. FL# U A b KOV
0T H DILERCRUE DOt 2 O ] % 3 U TUYYL
LT, BT FIRAEE ORISR N ORI

18 C - ZOMDOBIR LRERE

BES RIS Z T T OSCER, ZOLEDR
AN oY UR | S RY (W

*Wolfgang Luther (editor). Technology|+ Wolfgang Luther (editor). [J/~7 VU 7L
analysis Industrial application of FEEICH DEM ot - Ty AL VR
nanomaterials - chances and risk. Future|Future Technologies No. 54, August 2004
Technologies No. 54, August 2004 ISSN|ISSN 1436-5928;

1436-5928;

*Guidance manual for the testing of|l* &Sz FT /~T VT NADOTANDED
manufactured nanomaterials, Organisation|D¥E&t~==7 /1, #EIni=F/ ~T VTV

for Economic Co-operation and Development
(OECD) Working Party on Manufactured
Nanomaterials
(ENV/JM/MOMO92009)20/REV;

+ISO/TS 80004-1:2010, Nanotechnologies -
Vocabulary - Part 1: Core terms;

*Center for Drug Evaluation and Research,
Office of Pharmaceutical Science, Manual of
Policies and Procedures, Reporting Format for
in

Nanotechnology-Related  Information

chemistry, manufacturing, and controls

(CMC) Review 2010-06-03;

*Draft Scientific Opinion: Guidance on risk
assessment concerning potential risks arising
from applications of nanoscience and
nanotechnologies to food and feed. European

Food Safety Authority, 2011; and

(B9 2% R 1 ) B s S (OECD) E 5 &
(ENV/JM/MOMO92009 ) 20/REV] ;

« ISO /TS 80004-1:2010 . [F /77 /vy —
- FEEE - B LE: a7 OMEE

« EIRMLFHmTE ' 2 — BRI R . TR,
B, ROVEE(CMC) L B a—I2BiT5F /7
7 ) n Y —REEFROBRE A, Manual of
Policies and Procedures(BUR I NZ Fik~ ==

7 V), 2010-06-03 3

- BHEERM T 7 o TRESCEREHI )
L2F )Y AT ARGV T /)T 7 /0 —D
JEPHAC DAL ) A 72O T DY A
7 FHMZ B9 5 FEEt ). European Food Safety
Authority, (BN & 5022 28R 20115 KO
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*Considering Whether an FDA-Regulated|*

of
Nanotechnology Guidance for Industry U.S.

Product Involves the Application

Department of Health and Human Services,

Food and Drug Administration, Office of the

Commissioner June, 2011
(FDA-2010-D-0530).
Edit  History: After internal senior

management approval, the first version of the
Interim Policy Statement on Health Canada's
Working Definition for Nanomaterials was
adopted by Health Canada and posted for
comment as part of a public web-based
consultation from March 1 to August 31, 2010.
This version 2 was approved and posted on
the Health Canada website on October 6,
2011.

Consultation  History:  After  informal
consultations were held during its
development, public consultation on the

Interim Policy Statement on Health Canada's
Working Definition for Nanomaterials was
initiated on March 1, 2010 with its posting on
the Health Canada website. In addition, over
3000

regulatory authorities were contacted via

individuals, organizations and
e-mail in order to ensure an opportunity for
stakeholders with a diverse range of interests
to comment. The comment period ended
August 31, 2010. A total of 29 submissions
were received by Health Canada, with the
majority of comments originating from
companies or industry groups. Health Canada
also received input from two Canadian

government bodies, academics, public interest

[FDA i8S 2 77 7 v D= A
GENDLMEIMITONTDOELE], (FEEXRM
JHEEE. T AV U EREREREALE . BER
fufR R ) June, 2011 (FDA-2010-D-0530).

WWERRIE ©  F/~T VT ADT=bD T A%
fs o E R BT 2 W B BUR M E D e D
W=z 0%, BN B~ 2P A RGO,
7T ZRAEE T L > TEIR S, 20103 H 1
APH8H3IAETY = 7ABRIC K DD —
BELCBEIN, AV NEEELE, 20
R—= 3 2132011 4 10 H 6 BIZH&GE S,
I EREEE O T = 7 A Mfadi ST,

Wagikis . T/~ T VT ADTOD I F AR
8 OIE M EFRITBIT 2 BURMHSEIZ DV T,
A R E W PP S et BE
Wi B9 5 AR REAY 2010 45 3 A 1 HICBIAA
i, EEBURMEN D F A REE O T = 7
A MR ENTz, M2 T, ZHERREEZET
LREBMREN A TR EEOND K
9. 3000 LA EOfE AN, R, KOHBHIY /I 6f
L. BFA—NTHEENE LN, A2 MY
ffi% 2010 42 8 H 31 HIZHK T L7z, 2ET 29
DJp % B A REE T2 Lz, KREHITe
ELERMAENS TH T, DT A IREEITE
Too AT HED 2 BURHEE, PRl . AaHE
B, AT 4 71T TR, ELOHLEAND
DANZZHE LTz, BORMTHO Z DN —2 g
X, TELNTa AV b, EEORBE, BIE
OHEN T 1 75 b =—X LA LT DR
FIRIEHLZ it U CRE S iz,
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groups, media, as well as interested

individuals. This version of the Policy
Statement was developed in response to
received, i1nternational

comments norms,

current regulatory program needs and

evolving scientific evidence.

Questions

1. Why is Health Canada interested in
nanomaterials?

2. Why did Health Canada adopt the Policy
Statement on Health Canada's Working
Definition for Nanomaterial?

3. Does Health Canada currently regulate
nanomaterials?

4. What
regulated too?

5. Is Health Canada's Working Definition of

about nanomedicine, 1is that

Nanomaterial a regulatory definition?

6. How is Health Canada addressing worker
safety in regards to nanomaterials?

7. Who did Health Canada consult with to
develop the Policy Statement on Health

Canada's Working Definition for
Nanomaterial?

8. Does Health Canada take a precautionary
approach to nanomaterials?
9. Did Health Canada
definitions of nanomaterials when developing

the Policy Statement on Health Canada's

consider other

Working Definition for Nanomaterial?

10. Will the Policy Statement on Health
Canada's Working Definition for
Nanomaterial be used by other Canadian
Federal departments or agencies?

11. Why doesn't Health Canada simply adopt

the definition for nanomaterial described by

21

1. R FAREE T, /<=7 U Tk
BRSO TNDDN?

2. WENFTHERBEEL, 7/ ~T VT NADD
D F1 T RAEE OIEM E RIS 2 BUR M E A
R LTz

3. T HREERIIBUE, T/ ~7 U 7w Kl
LTWaH0?

4. F ) AT 4 AZONWTIRE 99, FHhUTo
WTBHHB ST D7 ?

5. 7/ =T VT NADHD0F FIREE DE
MEFRIL. HRIDOERRDON?

6. T/ ~TUTNMCEALT, I XREEIIE
FEHEDOLEIZED L IZHYAHATND D2
7.5 ~T VT ID=dD N F X 1REE OEH
EROBERMEZ RET 2124720 BT R
T VLHEITAHRR L 7o D> 2

8. WF AR X, F/~T VT NAOTPiE
Y72 R AT > TUND D ?

9. S/ ~T VT NDI=dD ) Z{REE DE
MEFRICET 2 BORMHZ RS 2B, T
FRAER LT ) ~T VT A OO EFRZITONT
LR L ?

10. 7/ <=7 U T NADI=HDHF ZIREE OiE
MERITEET 2 BORMTEIZ, Moo F 2 EHE
JFIC Lo TER SN D2

11. 728 0 F AR A 1. EEE U S TSO)
N LT/ ~T U T IILDOEFRAL, HFITER
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the International for
Standardization (ISO)?
12. Are there similarities between the ISO

and Health

Organization

definition for nanomaterial
Canada's Working Definition?
13. What are some examples of properties
which are attributable to size and their
effects?

14. Does Health Canada set one threshold
value for size distribution of nanomaterials?
15. Is Health Canada

manufactured nanomaterials?

focussing on
16. What type of information regarding

nanomaterials might Health Canada request?

Working with Stakeholders

1. How can I get more information?

Answers
1. Why is Health Canada interested in

nanomaterials?

A nanomaterial may exhibit different or
unfamiliar properties and effects attributable
to its nanoscale size that are not observable in
the bulk or non-nanoscale counterpart. For
example, "bulk" gold is not very reactive, but
nanoscale gold can act as a chemical catalyst.
While these size-related properties promise
benefits, they may raise concerns for their
potential to cause harm to humans and the
environment, and may bring new challenges
to assessing their quality, safety, and efficacy.

Health Canada's interest is in obtaining

HALZRWDH?

12. 7/ =7 U7 MZET 2 ISO OEFE . 7
T Z R OEME R & ORICHELAIEH D
e

13, REI L ZDOMRITERT DFHEOH & L
T, EARBDDRHH?

14. BT HAREET. T/ ~T VT IVORIES
B L, LEVEIZ 1FEEREL TWDHD0?
15. B F A REE L, WiEShicF /=77
JCERERTTNDDMN?

16. 7/ =7 UTIVICEL, B F RN
KT 2 EELNDEROEHIIEOL > b D
VAN

AMIERIRE & DEX

1. TR L 0 L OFEREHFDL Z LT
DI

[m] &

1. RN FERER L, T~ T U T ELE
Ao TNS?

F =T YT I, FDOF ) AT — YA KT
FLIR LT, Sy XAFFEF 7 A — v o gkt
MTIBEInNW, B2H 50 TR ERR
WHEERIRE TR T END D, BlzIE,
N7 ELTOIZHE D RISHEIZZRWS, T
J A= DX, ALl L U THRE LIS D
U, 29 LT ) A —nW oA RICEE LE
X, PR 2T 52— T, b MOBREEICEZ
FAETEEN AR~ EEF &L, =
DEE, e, BIMEOFAMN & W D H - 7k
a2 b1 b Lialiwn, B 2 IREEE ORI,
ZDYAIFHEIiE ) A EEROTHDF ) ~T

A

1 Zhou, X.; Xu, W.; Liu, G.; Panda, D.; Chen, P. Journal of the American Chemical Society (2009), Vol 132,
138-146. b) Sardar, R.; Funston, A. M.; Mulvaney, P.; Murray, R. W. Langmuir (2009), Vol 25, 13840-13851.
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information  that will improve the
understanding of nanomaterials for their risk
assessment and risk management. Health
Canada's approach will adapt as more

information becomes available.

2. Why did Health Canada adopt the Policy
Statement on Health Canada's Working

Definition for Nanomaterial?

Nanomaterials are increasingly being used in
the marketplace in a wide range of regulated
substances and products. Health Canada is
taking a flexible approach given that the state
of science around nanomaterials is evolving as
are international norms and consensus on
terminology. Health Canada has developed a
working  definition matter  of

as a

Departmental policy.

A broad working definition provides Health
Canada with a consistent approach across
several diverse regulatory program areas to
identify regulated products and substances
that may be or may contain nanomaterials.
Importantly, it allows for the Department to
ask for information, to establish internal
inventories and to integrate that new
knowledge into regulatory decision making
processes. The first step to assuring adequate
risk assessment and risk management is to
identify potential nanomaterials using the

Working Definition as a tool.

3. Does Health Canada currently regulate

nanomaterials?

Yes. While Health Canada Acts and

VT OB ESEAEREBLZ EICH
5. XU OIEENFIHATEEIC2D LD, H
T F R TR L7200,

2. e F XL, S/ ~T VT ADED
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OBHIELCH A, i TSNS KO
RV 0DOhLH, WFAREEZT. /T VT
KD R ORIAS EERR e Bl & AR
DAY EFEER, EELTWD Z L 2H
RIZ, ARG E - TN D, BT Z R
X, BOBGRE L CEREREZRE LT,

IEIAVIERERIC L » T, A REE IR, T
)T VT NHDLNNETFT ) ~T U T I EET
REME D & 2 Bl L5 K OB & R ET 5 DI,
BROZEEHH 7 0 77 Kchbl->C— &t
Do DRI ERMIETE D, BERZ L1, EH
EROBRETHREIIHEREER L, [HFHRONE
SREEMEN LT, HLWARRZ KA L THHI o
BERERET 2B RHAATL Z ENTEL &
Thod, W) ZA75HE V) X7 B 2 fEFE
T 27O DRAIDOAT » 1%, EHERE Y
— /L ELTHIAL, BERNR T/ ~T U T v %
BETDHZLThD,

3. T HREEIIBE, F/~T V7 E B
LTWNDHN?

Bl LT, B REEESHEICIE, 3
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Regulations have no explicit reference to
nanomaterial at this time, Health Canada
helps protect and promote health by using
existing legislative and regulatory
frameworks to mitigate the potential health
risks of nanomaterials and to help realize

their health benefits.

Some examples of nanomaterial that fall
the Health Canada's

mandate are described in the table below.

within regulatory

Name of

Example of a

Nanomaterial Regulated

Product/Substance

Quantum dots Medical diagnostic

agent

Nanoscale Drugs- formulation

colloid/emulsion/liposo and delivery

me

Nano silver Antibacterial coatings
(for example (e.g.)
bandages, clothing, &

surgical instruments)
Nano gold Facial cream

Nano titanium dioxide Sunscreen

Nanocrystalline Industrial coatings
cellulose and paints
(mechanical

reinforcement and

optical properties)

Single and multi-wall Polymer products

carbon nanotubes (electrical
conductivity and
mechanical

reinforcement)

BTl ~ T U 7 ST 5 R S ki
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Surface coated Polymer products and

nano-silicas coatings
(increased resistance

to wear)

4. What about is that

regulated too?

nanomedicine,

The Canadian Institutes of Health Research
the

specialized measurement or intervention - at

broadly defines nanomedicine as
a molecular scale - needed to treat disease or
restore function. This definition is meant to be
inclusive of techniques and methodologies
relevant to health research that do not

necessarily fit within the more narrow

definitions of nanotechnology or
nanomaterials. Outside of assessing possible
contaminants or by-products of

manufacturing products, Health Canada does
not regulate technologies, or whole areas of
but focuses its regulatory

medicine, on

responsibilities regarding substances,

products, and applications of technology.

At Health Canada,

regulated within the existing legislative and

nanomedicines are
regulatory frameworks. For example, Health
the Food and Drug
the Medical
Regulations under the authority of the Food

Canada applies

Regulations and Devices
and Drugs Act so that the pharmaceutical
drugs and medical devices offered for sale in
Canada are safe, effective and of high quality.
The Acts

administered by Health Canada have no

current and  Regulations

explicit reference to nanomaterial.
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5. Is Health Canada's Working Definition of

Nanomaterial a regulatory definition?

The Working Definition is not technically a
regulatory definition as it is not written in
regulations, however, it is applied within the
existing legislative and regulatory
frameworks. A key objective is to identify
information gathering.

the

nanomaterials for
Specific regulatory programs across
Department may request information from
manufacturers/sponsors for risk (and benefit)
assessment, and to provide assistance to
manufacturers/sponsors and other
stakeholders to meet their current statutory
obligations. The Working Definition is not an

additional source of authority.

6. How is Health Canada addressing worker

safety in regards to nanomaterials?

The objective of the Workplace Hazardous
Materials Information System (WHIMS) is to
ensure the protection of Canadian workers
from the adverse effects of hazardous
materials through the provision of health and
safety Under WHIMS, the

Controlled Products Regulations (CPR) set

information.
out criteria for chemical and biological
hazards, and acute and chronic toxicity. While
there are currently no specific hazard criteria
based on particle size, a product containing a
nanomaterial would be covered under
WHIMS if it falls within any of existing

hazard criteria in the CPR; a WHMIS

"controlled product" is then subject to supplier

5. 77 =T UTINDI=DHF ZIREE o0&
HEFRIL., HElOER DN ?

HEHERIL, Bl L LTRIEINTH RN T,
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-
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F Oppb e eth s — 2 o — (MSDSY) D Eift: &
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labelling and Material Safety Data Sheet
(MSDS) requirements. In addition to specified

categories of chemical and toxicity
information, the MSDS must also disclose all
hazardous  ingredients, their hazards

(including those specifically attributable to
particle size) and the health and safety
measures (including engineering controls and
personal protective equipment such as the
specific type of respirators), that workers need

to protect themselves.

Note: Although Health Canada, through its
National WHMIS Office, has a governing role
for WHMIS, under Canada's constitution,
labour legislation falls primarily under the
jurisdiction of Canada's provinces and
territories. Health Canada itself is not an
health (OHS)

regulator. As such, each Federal, Provincial

occupational and safety
and Territorial (FPT) agency responsible for
OHS established the

interlocking employer WHMIS requirements.

in Canada has
These requirements place an obligation on
employers to ensure that controlled products
used, stored and/or handled in the workplace
are properly labelled, that MSDSs are readily
available to workers, and that workers receive
education and training to ensure the safe
storage, handling and use of these products. It
is also each OHS regulator that establishes
limits within its

occupational exposure

jurisdiction.

7. Who did Health Canada consult with to

develop the Policy Statement on Health

Canada's Working Definition for

Nanomaterial?
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In late 2009, Health Canada adopted the
Interim Policy Statement on Health Canada's
Working  Definition for Nanomaterials
(Interim Policy Statement) and posted it on
the Health Canada website on March 1, 2010
for a six month public comment period. The
revisions to the current Policy Statement on
Health Canada's Working Definition for

Nanomaterial were based on the comments

received through the open consultative
process, as well as developments in
international norms, evolving scientific

evidence, and regulatory program needs. For

more information, please refer to the
"Summary of Comments Received on the
Interim Policy Statement on Health Canada's
Working Definition for Nanomaterials

March 1 to August 31, 2010", which is posted

along with these frequently asked questions.

8. Does Health Canada take a precautionary

approach to nanomaterials?

Taking a precautionary approach is key to
fostering the development and inclusion of
new knowledge into decision making. The
part of the

precautionary approach is

Canadian Environmental Protection Act,
1999, the Pest Control Products Act, and is
referenced in the Canada Consumer Product
Safety Act which will further support existing
authorities to collect information regarding
nanomaterial for the assessment of potential

health risks and benefits.

Over the next few years, Health Canada will

take an incremental approach to address
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regulatory, science and policy needs while
allowing for the integration of new scientific
Health
Canada's principle interest is in obtaining

that the

evidence as 1t becomes available.

information will  1mprove
understanding of nanomaterials for risk

assessment and risk management purposes.

9. Did Health Canada
definitions of nanomaterials when developing

the Policy Statement on Health Canada's

consider other

Working Definition for Nanomaterial?

Yes. A multitude of nanotechnology-related
definitions exists for scientific, public, and
decision making objectives. There are many
definitions for nanomaterials. Health Canada
considered recent international developments
those of the

Standardization,

International

the

such as

Organization for
Organisation for Economic Cooperation and
Development, and the European Commission.
The the
approaches of other regulators, such as in the
United States of America, Australia, and the
Health

Canada liaised with federal organizations,

Department also considered

European Union. Domestically,
including Environment Canada, the National
Research Council, the Canadian Institutes for
Health Research, the Public Health Agency of
Canada, and the Canadian Food Inspection
Agency. The Policy Statement will continue to
be updated as the body of scientific evidence
evolves and as international norms progress;

at this time it remains a Departmental Policy

on a working definition in order to maintain
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1 L.P. Balogh, Why do we have so many definitions for Nanoscience and Nanotechnology? Nanomedicine:

NBM 2010;6:397-398.
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flexibility.

10. Will the Policy Statement on Health

Canada's Working Definition for
Nanomaterial be used by other Canadian

federal departments or agencies?

The Health

Canada's broad regulatory responsibilities

Policy Statement addresses

and integrates key elements of international
definitions. The Pest Management Regulatory
Agency is a branch of Health Canada and as
such, has adopted the Policy Statement.
Health Canada and Environment Canada
regulatory programs that share responsibility
under the
Protection Act (CEPA), 1999 work together

Canadian Environmental
and share a similar focus in its application.
Health Canada and the Canadian Food
Inspection Agency will also take a similar
approach to the application of the Policy
Statement for shared responsibilities under
the Food and Drugs Act. In the future, it is
possible that other federal organisations may
choose to adopt the Policy Statement and/or
its Working Definition. Health Canada will
continue to work with Canadian federal
organizations in support of a consistent

federal approach.

11. Why doesn't Health Canada simply adopt
the definition for nanomaterial described by
the
Standardization (ISO)?

International Organization for

Terms defined by ISO represent current

international consensus. In its Working

Definition, Health Canada modified the ISO
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term "material" to describe both substances
and products of interest to Health Canada.
The Department wishes to collect information
about potential '"size-related" risks and
benefits (where applicable) for informed risk
By

regarding material size available, it may be

assessments. having  information
possible to classify materials, indications,
applications or other general categories that
may require additional analyses, and
distinguish them from those that do not pose
additional size-related risk. Through the
development of accurate internal databases,
risk assessors at regulatory agencies would be
well-positioned to increase the knowledge
related to the safety of nanomaterials.
Question 12 below describes similarities

between the two definitions.

12. Are there similarities between the ISO

definition for nanomaterial and Health

Canada's Working Definition?

There are a number of similarities between
the two definitions. ISO defines nanomaterial
as a material with any external dimension in
the nanoscale or having internal structure or
surface structure in the nanoscale. Health
Canada's Working Definition of Nanomaterial

Section 4.1; Part a) states that a
"manufactured substance or product and any
component material, ingredient, device, or
structure is a nanomaterial if it is at or within
the nanoscale in at least one external

dimension, or has internal or surface

structure at the nanoscale". This concept
correlates with that communicated in the ISO

definition: Both describe a nanomaterial as
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having at least one dimension in the 1 - 100
nm range (e.g. nanoparticle, nanofibre, and
nanofilm) or a material that has structure in
the 1 - 100 nm range (e.g. porous and fibrous
ISO defines the

from

materials). Furthermore,

nanoscale as the size range
approximately 1 nm to 100 nm. Application of
the term "approximately" or "typically" in a
regulatory context is challenging, thus Health
Canada elected to define the nanoscale as an
absolute range of 1 - 100 nm, inclusive.
However, based on the current state of
knowledge, it is possible that a nanomaterial
with potential "nanoscale
properties/phenomena” may fall outside this
size range and would be excluded from Part
a). Therefore, Section 4.1, Part b) is meant to

capture these nanomaterials.

Section 4.1; Part b) focuses on nanomaterial
that is smaller or larger than the nanoscale in
all dimensions and exhibits one or more
nanoscale properties/phenomena. Nanoscale
properties/phenomena” refer to properties
which are attributable to size and their
effects. This term relates to nanomaterial that
exhibits different properties attributable to
size (e.g. a substance that acts as a chemical
catalyst at the nanoscale or demonstrates
biological effects due to the size-related
properties (e.g. interaction with select
immune cells, when they are distinguishable
from those of individual atoms, molecules and
their typical form/bulk material. At Health

Canada, risk (and benefit) assessments of
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1 Zhou, X.; Xu, W.; Liu, G.; Panda, D.; Chen, P. Journal of the American Chemical Society (2009), Vol 132,

138-146. b) Sardar, R.; Funston, A. M.; Mulvaney, P.;

Murray, R. W. Langmuir (2009), Vol 25, 13840-13851.

2 Anne-Marie Caminade, Cédric-Olivier Turrin and Jean-Pierre Majoral. New Journal of Chemistry 2010, 34,

1512-1524
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nanomaterials are conducted within program

areas on a case-by-case basis.

13. What are some examples of properties
which are attributable to size and their

effects?

From Health Canada's perspective, a material
that falls within the range of 1 - 100 nm in at
least one dimension is not necessarily a
nanomaterial. Furthermore, a nanomaterial
is not any arbitrary material that falls within
the range of 100 - 1000 nm. Some of these
do

properties/phenomena.

materials not have "unusual"

Some examples of properties attributable to
size and their effects which could be of
interest in a risk/benefit assessment context

include the following:

Example Effect:

Catalytic: Better catalytic efficiency
through higher surface to

volume ratio

Electrical: Increased electrical
conductivity in ceramics and
increased electrical resistance

in metals

Magnetic: Increased magnetic coercivity
up to a critical grain size,

super magnetic behaviour

Mechanical: Improved hardness and
toughness of metals and
alloys, ductility and super

plasticity of ceramic
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Optical: Spectral shift of optical
absorption and fluorescence
properties, increased quantum
efficiency

Sterical: Increased selectivity, hollow

spheres for specific drug
transportation and controlled

release

Biological:Feot | Increased permeability

note 6 through biological barriers
(blood-brain) and improved

biocompatibility

14. Does Health Canada set one threshold

value for size distribution of nanomaterial?

No. Based on current knowledge, Health

Canada is unable to set a single nanomaterial

size distribution threshold, a content
threshold by weight, or a threshold for volume
specific surface area (VSSA) for all

nanomaterials that Health Canada regulates.
However, as information becomes available,
program-areas may establish such threshold
their regulatory

values consistent with

responsibilities and international norms.

15. Is Health Canada focussing on
manufactured nanomaterials?
The term "manufactured" in the Policy

Statement on Health Canada's Working

Definition  for Nanomaterial includes

engineering processes and control of matter
that lead to the

synthesis, generation,

fabrication or isolation of nanomaterials.
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Health Canada may request information for

risk assessment and risk management

purposes regarding a deliberately or
incidentally manufactured nanomaterial. The
term also includes natural components that
have been deliberately used or engineered to

have nanoscale properties/phenomena.

16. What type of information regarding

nanomaterials might Health Canada request?

As per Section 7 "General Guidance" of the
Policy Statement on
Working Definition for Nanomaterial, in order
to identify and assess potential risks and
benefits (where applicable) of nanomaterials,
the Department may require the following
types of information, when relevant:
1.Intended use, function and purpose of the
nanomaterial, and information regarding any
end product in which it will be used;
2.Manufacturing methods;

3.Characteristics and physical chemical
properties such as: ccomposition

cidentity

opurity

osmorphology

ostructural integrity

ocatalytic or photo-catalytic activity

oparticle size/size distribution,
oelectrical/mechanical/optical properties
osurface-to-volume ratio

ochemical reactivity

osurface
area/chemistry/charge/structure/shape

owater solubility/dispersibility

cagglomeration/aggregation

Health Canada's|3
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oother properties, and

odescriptions of the methods used to assign| *

these determinations;

oToxicological, eco-toxicological, metabolism
and environmental fate data that may be both
generic and specific to the nanomaterial if

applicable; and,

4.Risk assessment and risk management

strategies, if considered or implemented.

Future guidance documents that are specific
to regulatory program areas will be developed
in a manner that is both consistent with the
Policy Statement and in accordance with the
of

legislative and regulatory authorities.

unique parameters program-specific

Working with Stakeholders

1. How can I get more information?

Health Canada is working to make public
participation part of policy development. If
you would like more information, please
consider any of the options below.

*Questions regarding a how a specific
regulatory program will apply the Policy
Statement and general inquiries can be

directed to:

Health Canada,
Address Locator 0900C2,
Ottawa, Ontario K1A 0K9
Telephone: 613 957 2991; Toll Free: 1 866 225
0709; Facsimile: 613 941 5366
or comments on the

* Questions Policy
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Health Canada (% 7 Z {&#4),

Address Locator 0900C2,

Ottawa, Ontario K1A 0K9

Telephone: 613 957 2991; Toll Free: 1 866 225
0709; Facsimile: 613 941 5366
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Statement on Health Canada's Working
Definition for Nanomaterial can be directed to

the:

Science Policy Directorate, Health Canada,
1600 Scott Street - Tower B, Suite 410,
Holland Cross, P/L: 3104A,

Ottawa, Ontario, K1A 0K9

613-941-3007;

nanotechnologies@hc-sc.gc.ca

Facsimile: Email:

*Information about Health Canada programs

1s available on the Health Canada website

*The Department of Justice Canada hosts an| *

on-line consolidation of Acts and

Regulations of Canada

*The Government of Canada's "Nanoportal”| *

provides single-window access to national and
international audiences to information about

Canadian Federal nanotechnology programs
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Science Policy Directorate, Health Canada(%
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1600 Scott Street - Tower B, Suite 410,
Holland Cross, P/L: 3104A,
Ottawa, Ontario, K1A 0K9
613-941-3007;
nanotechnologies@hc-sc.gc.ca
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ENVIRONMENTAL PROTECTIONAGENCY
40 CFR Parts 9 and 721 GEFREIAI 40 /3— h 9 LT 721)
[EPA-HQ-OPPT-2008-0252; FRL—8835-5] RIN 2070-AB27

Multi-Walled Carbon Nanotubes and Single-Walled Carbon Nanotubes; Significant New Use
Rules

AGENCY: Environmental Protection Agency (EPA).

ACTION: Final rule.
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56880 Federal Register / Vol. 75, No. 180 /
Friday, September 17, 2010 / Rules and
Regulations

ENVIRONMENTAL PROTECTION
AGENCY 40 CFR Parts 9 and 721 [EPA-
HQ-OPPT-2008-0252; FRL-8835-5] RIN
2070-AB27 Multi-Walled Carbon Nanotubes
and Single-Walled Carbon Nanotubes;
New Use Rules AGENCY:
Environmental Protection Agency (EPA).
ACTION: Final rule.

Significant

SUMMARY:

EPA is issuing significant new use rules
(SNURs) under section 5(a)(2) of the Toxic
Substances Control Act (TSCA) for two
chemical substances which were the subject
of Premanufacture Notices (PMNs).

The two chemical substances are identified
generically as multi-walled carbon nanotubes
(MWCNT) (PMN  P-08-177)
single-walled carbon nanotubes (SWCNT)
(PMN P-08-328).

and

This action requires persons who intend to
manufacture, import, or process either of
these two chemical substances for a use that
is designated as a significant new use by this
final rule to notify EPA at least 90 days

before commencing that activity.

EPA believes that this action is necessary
because these chemical substances may be
to human health the

hazardous and

environment.

The required notification would provide EPA
with the opportunity to evaluate the intended
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use and, if necessary, to prohibit or limit that

activity before it occurs.

DATES:

This final rule is effective October 18, 2010.
ADDRESSES:

EPA has established a docket for this action

under docket
EPA-HQ- OPPT-2008-0252.

identification (ID) number

All documents in the docket are listed in the
docket
http://www.regulations.gov. Although listed

index available at
in the index, some information is not publicly
e.g., Confidential
Information (CBI) or other

whose disclosure is restricted by statute.

available, Business

information

Certain other material, such as copyrighted
material, is not placed on the Internet and
will be publicly available only in hard copy

form.

Publicly available docket materials
the docket at
http://www.regulations.gov, or, if
available in hard copy, at the OPPT Docket.

are
available in electronic

only

The OPPT Docket is located in the EPA
Docket Center (EPA/DC) at Rm. 3334, EPA
West Bldg., 1301 Constitution Ave., NW.,
Washington, DC.

The EPA/DC Public Reading Room hours of
operation are 8:30 a.m. to 4:30 p.m., Monday
through Friday, excluding legal holidays. The
telephone number of the EPA/DC Public
Reading Room is (202) 566-1744, and the
telephone number for the OPPT Docket is
(202) 566-0280.
Docket visitors show

are required to
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photographic identification, pass through a
metal detector, and sign the EPA visitor log.
All visitor bags are processed through an
X-ray machine and subject to search. Visitors
will be provided an EPA/DC badge that must
be visible at all times in the building and
returned upon departure

FOR FURTHER INFORMATION CONTACT:
For technical information contact:

Jim Alwood, Chemical
(7405M), Office of Pollution Prevention and
Toxics,
1200 Pennsylvania Ave., NW., Washington,
DC 20460-0001;

telephone number: (202) 564—-8974;

e-mail address: alwood.jim@epa.gov.

Control Division

Environmental Protection Agency,

For general information contact:

The TSCA-Hotline, ABVI-Goodwill,
South Clinton Ave., Rochester, NY 14620;
telephone number: (202) 554— 1404;
e-mail address: TSCAHotline@ epa.gov.

422

SUPPLEMENTARY INFORMATION:

1. Does this Action Apply to Me?

You may be potentially affected by this action
if you manufacture, import, process, or use
either of the chemical substances contained
in this final rule: Multi-walled carbon
nanotubes (MWCNT) (PMN P-08-177) and
singlewalled carbon nanotubes (SWCNT)

(PMN P-08-328).

Potentially affected entities may include, but
are not limited to:

* Manufacturers, importers, or processors of
one or more subject chemical substances
(NAICS codes 325 and 324110), e.g., chemical

manufacturing and petroleum refineries.

This listing is not intended to be exhaustive,

but rather provides a guide for readers
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regarding entities likely to be affected by this
action. Other types of entities not listed in

this unit could also be affected.

The North American Industrial Classification
System (NAICS) codes have been provided to
assist you and others in determining whether

this action might apply to certain entities.

To determine whether you or your business
may be affected by this action, you should
carefully examine the applicability provisions
in § 721.5. If you have any questions
regarding the applicability of this action to a
particular entity, consult the technical person
listed under FOR FURTHER
INFORMATION CONTACT.

This action may also affect certain entities
through pre-existing import certification and

export notification rules under TSCA.

Chemical importers are subject to the TSCA
13 (15 U.S.C. 2612)
certification requirements promulgated at 19
CFR 12.118 through 12.127: see also 19 CFR
127.28 (the corresponding EPA policy appears
at 40 CFR part 707, subpart B).

section import

Chemical importers must certify that the
shipment of the chemical substance complies

with all applicable rules and orders under
TSCA.

Importers of chemicals subject to these
SNURs must certify their compliance with

the SNUR requirements.

In addition, any persons who export or
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intend to export a chemical substance that is
the subject of this final rule on or after
October 18, 2010 are subject to the export
notification provisions of TSCA section 12(b)
(15 U.S.C. 2611(b)) (see § 721.20), and must
with  the
requirements in 40 CFR part 707, subpart D.

comply export notification

I1. Background
A. What Action is the Agency Taking?

EPA is finalizing SNURs under TSCA section
5(a)(2) for two chemical substances which
were the subject of PMNs. The two chemical
substances are identified generically (due to
confidentiality claims) as multi-walled
carbon nanotubes (MWCNT) (PMN P- 08—
177) and single-walled carbon nanotubes

(SWCNT) (PMN P-08-328).

This action requires persons who intend to
manufacture, import, or process either of
these two chemical substances for an activity
that is designated as a significant new use by
this final rule to notify EPA at least 90 days
before commencing that activity.

Previously, in the Federal Register issue of
June 24, 2009 (74 FR 29982) (FRL-8417-6),
EPA issued direct final SNURs on these two
chemical substances (see §§ 721.10155 and
721.10156). However, EPA received notices of
intent to submit adverse comments on these
SNURs.

Therefore, as required by § 721.160(c)(3)(1),
in the Federal Register issue of August 21,
2009 (74 FR 42177) (FRL-8433-9), EPA
withdrew the direct final SNURs on these
two chemical substances and subsequently
proposed SNURs using notice and comment

procedures in the Federal Register issue of
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November 6, 2009 (74 FR 57430) (FRL—8436—
8).

More information on the specific chemical
substances subject to this final rule can be

found in the direct final or proposed SNURs.

The record for the direct final and proposed
SNURs on these two chemical substances
was established in the docket under docket
1D EPA-HQ-OPPT-2008-0252.

That docket includes information considered

number

by the Agency in developing the direct final
rule and this final rule including comments
on those rules.

EPA received several comments on the
proposed rule. A full discussion of EPA’s
response to these comments is included in
Unit V. of this document.

Based on these comments, EPA is issuing a

modified final rule on these chemical
substances that:

1. Retains the proposed workplace protection,
specific use, aggregate manufacturing and
importation volume limitations, and release
to water provisions.

2. Provides clarification on the exemptions
from applicability of the SNUR. 3. Provides
additional human health and environmental
summary information to support EPA’s
findings under § 721.170(b)(4)(ii) and EPA’s

findings in the proposed rule.

See the proposed rule for a discussion of
EPA’s findings and recommended testing.

In response to comments on the applicability
of the SNURs, EPA included in the regulatory
text clarifying language for those forms of the
subject PMN substances which are exempt
from the provisions of the SNURs.
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These exemptions apply to quantities of the
PMN substances:

+ After they have been completely reacted
(cured);

* Incorporated or embedded into a polymer
matrix that itself has been reacted (cured); or
* Embedded in a permanent solid polymer
form that is not intended to undergo further

processing except for mechanical processing.

In response to comments on the basis for the
SNURs,
Health Effects and Environmental Effects
Summaries for carbon nanotubes (CNTs). See
Unit V. of this document.

EPA developed revised Human

EPA’s current

hazard concerns as supported by available

These summaries specify
information and data. See Unit X. of this

document for a list of those sources.

B. What is the Agency’s Authority for Taking
this Action?

Section 5(a)(2) of TSCA (15 U.S.C. 2604(a)(2))
authorizes EPA to determine that a use of a

chemical substance is a “significant new use.”

EPA must make this determination by rule
considering all
including those listed in TSCA section 5(a)(2).

after relevant factors,

Once EPA

chemical substance is a significant new use,

determines that a use of a

TSCA section 5(a)(1)(B) requires persons to
submit a significant new use notice (SNUN)
to EPA at least 90 days before they
manufacture, import, or process the chemical

substance for that use. Persons who must
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report are described in § 721.5.

C. Applicability of General Provisions
General provisions for SNURs appear in 40
CFR part 721, subpart A. These provisions
the

recordkeeping requirements, exemptions to

describe persons subject to rule,
reporting requirements, and applicability of
the rule to uses occurring before the effective

date of the final rule.

Provisions relating to user fees appear at 40
CFR part 700. According to § 721.1(c),
persons subject to these SNURs must comply
with the same notice requirements and EPA
regulatory procedures as submitters of PMNs
under TSCA section 5(a)(1)(A).

In particular, these requirements include the

information submission requirements of
TSCA section 5(b) and 5(d)(1), the exemptions
authorized by TSCA section 5(h)(1), (h)(2),
(h)(3), and (h)(5), and the regulations at 40

CFR part 720.

Once EPA receives a SNUN, EPA may take
regulatory action under TSCA section 5(e),
5(f), 6, or 7 to control the activities for which
it has received the SNUN.

If EPA does not take action, EPA is required
under TSCA section 5(g) to explain in the
Federal Register its reasons for not taking
action. Chemical importers are subject to the
TSCA section 13 (15 U.S.C. 2612) import
certification requirements promulgated in
Customs and Border Patrol regulations at 19
CFR 12.118 through 12.127: see also 19 CFR
127.28 (the corresponding EPA policy appears
at 40 CFR part 707, subpart B).
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Chemical importers must certify that the
shipment of the chemical substance complies
with all applicable rules and orders under
TSCA. For importers of chemical substances
subject to a final SNUR those requirements
include the SNUR.

In addition, any persons who export or intend
to export a chemical substance identified in a
final SNUR are
notification provisions of TSCA section 12(b)
(15 U.S.C. 2611 (b)) (see § 721.20), and must
with  the
requirements in 40 CFR part 707, subpart D.

subject to the export

comply export notification

ITI. Rationale and Objectives of the Rule

A. Rationale

During review of the PMNs submitted for
these EPA
concluded that regulation was warranted
TSCA 5(e)(1(A)M)
5(e)(1)(A)G)), pending the development of

information sufficient to make reasoned

two chemical substances,

under sections and

evaluations of the human health effects of the

chemical substances.

Based on these findings, TSCA section 5(e)
the

controls

consent orders requiring use of

appropriate
negotiated with the PMN submitters.

exposure were

The SNUR provisions for these chemical
substances are consistent with the provisions
of the TSCA section 5(e) consent orders
including the recent modifications to the

consent orders.

These final SNURs are issued pursuant to §
721.160. EPA also finds that, based on the

environmental effects data, the PMN
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substances meet the concern criteria at §
721.170(b)(4) ().

See the docket under docket ID number EPA—
HQ-OPPT-2008-0252 for the corresponding
consent orders. For additional discussion of
the rationale for the SNURs on multi-walled
carbon nanotubes (MWCNT) (PMN P-08-
177) and single-walled carbon nanotubes
(SWCNT) (PMN P-08-328) see Units II. and

V. of this document.

B. Objectives

EPA is issuing these final SNURs for specific
chemical substances that have undergone
premanufacture review because the Agency
wants to achieve the following objectives with
regard to the significant new uses designated

in this final rule:

+ EPA will receive notice of any person’s
intent to manufacture, import, or process a
listed chemical substance for the described
significant new use before that activity

begins.

+ EPA will have an opportunity to review and
evaluate data submitted in a SNUN before
the notice submitter begins manufacturing,
importing, or processing a listed chemical
substance for the described significant new
use.

+ EPA will be able to regulate prospective
manufacturers, importers, or processors of a
listed before the
described of that

chemical substance occurs, provided that

chemical substance

significant new use

regulation is warranted pursuant to TSCA
sections 5(e), 5(f), 6, or 7.
+ EPA will ensure that all manufacturers,

importers, and processors of the same
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chemical substance that is subject to a TSCA
section 5(e) consent order are subject to
similar requirements.

Issuance of a SNUR for a chemical substance
does not signify that the chemical substance
is listed on the TSCA Inventory.

Guidance on how to determine if a chemical
substance 1s on the TSCA Inventory is
available on the Internet at
http://www.epa.gov/opptintr/

newchems/pubs/invntory.htm.

IV. Significant New Use Determination
Section 5(a)(2) of TSCA states that EPA’s
determination that a use of a chemical
substance is a significant new use must be
made after consideration of all relevant
factors, including:

* The projected volume of manufacturing and
processing of a chemical substance.

* The extent to which a use changes the type
or form of exposure of human beings or the
environment to a chemical substance.

* The extent to which a use increases the
magnitude and duration of exposure of
human beings or the environment to a
chemical substance.

* The reasonably anticipated manner and
methods

distribution in commerce, and disposal of a

of manufacturing, processing,

chemaical substance.
In addition to these factors enumerated in
TSCA section 5(a)(2), the statute authorized

EPA to consider any other relevant factors.

To

significant new use for the two chemical

determine what would constitute a

substances that are the subject of these final

SNURs, EPA considered relevant information
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about the toxicity of the chemical substances,
likely human exposures and environmental
releases associated with possible uses, and
the four bulleted TSCA section 5(a)(2) factors

listed in this unit.

V. Response to Comments on Proposed
SNURs on Multi-Walled Carbon Nanotubes
and Single-Walled Carbon Nanotubes

EPA received comments from numerous
proposed rules for
MWCNTs that are the subject of PMN P-08—
177 and SWCNTs that are the subject of
PMN P-08-328. of the

comments Agency’s

submitters on the

A discussion

received and the

responses follows.

Comment 1:

The SNURs did not properly identify the
chemical identity of the substances and the
submitter of the PMNs did not claim the
chemical name of the substances as CBIL
therefore there is no basis for the use of bona
fide procedures under 40 CFR part 721.
Further, EPA did not give any objective
identifying information to identify specific
substances subject to the SNURs. It was
requested that EPA clarify the particular
chemical identity of the substances covered
by these SNURs and how users can tell the

difference.

Response:

The SNURs for MWCNTs and SWCNTs did
properly present the chemical identity of the
PMN substances.

The SNURs contain the same objective
hundreds of

where the

identifying information as
previously published SNURs

chemical identity was claimed as CBI.
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EPA published the generic name along with
the PMN number to identify that a distinct
chemical substance was the subject of the
PMN without revealing the confidential
chemical identity of the PMN substance.

Because of a lack of established
nomenclature for CNTs, EPA has allowed
PMN submitters to represent their CNTs
using a name such as CNT, MWCNT, or
SWCNT  while detailed
description of the CNTs wusing specific

submitting a

structural characteristics.

In these instances, the PMN submitters

claimed those specific structural
characteristics as CBI.

If an intended manufacturer, importer, or
processor of CNTs is unsure of whether its
CNTs are subject to this or any other SNUR,
the company can either contact EPA or obtain
a written determination from EPA pursuant

to the bona fide procedures at § 721.11.

EPA is the

characteristics, for all CNTs submitted as

using specific  structural
new chemicals substances under TSCA, to
develop standard nomenclature for placing
these chemical substances on the TSCA

Inventory.

EPA has compiled a generic list of those
structural characteristics entitled “Material
Characterization of Carbon Nanotubes for
Molecular Identity (MI) Determination &
Nomenclature.” A copy of this list is available
in the docket for this SNUR.

If EPA develops a more specific generic name
for these materials, that name will be made

publicly available.
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Comment 2:

Reviewing the proposed SNUR gives the

impression that KEPA considered that
MWCNTs and SWCNTs were categories of
new  substances that may  present

unreasonable risks to human health.

EPA informally noted that the SNURs apply
only to the specific CNTs in the PMNs. It
appears that EPA has taken the position that
some CNTs made by different manufacturers
different
purposes of reporting new chemicals under
TSCA.

EPA should clarify “whether the SNURs are
intended to apply to the PMN substances

are chemical substances for

made by other manufacturers.”

Response:

The SNURs and the findings in the SNURs
apply only to the specific CNTs that were the
subject of PMNs P-08-177 and P-08-328.

As noted in the public comments to this
SNUR, EPA has also received and reviewed
numerous other new chemical notices for
CNTs.

EPA acknowledges that CNTs made by
different manufacturers and processes may
be considered different chemical substances
for purposes of reporting new chemical
substances under TSCA.

EPA will make this determination on a
case-by-case basis. The Agency will assess
and manage the risks of CNTs in a similar
manner when that assessment is based on
similar data.

EPA may CNTs

differently as new data becomes available,

assess and manage
especially in cases where there are new
environmental health and safety data for
specific CNTs.
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Comment 3:
Specify how EPA defines CNT chemical
identities so that downstream users can

CNTs

sufficiently change them so that a new

determine when processing of

substance is formed that requires new

chemical notification under TSCA?

Response:

Processing activities that causes a chemical
reaction, where new chemical bonds are
formed, could result in new chemical
substances reportable under TSCA.

However, processing activities that change
the physical state or physical properties
would not result in a new chemical substance
reportable under TSCA.

Companies with specific questions for specific
materials should contact the Agency for a
Prenotice Consultation. See
http://www.epa.gov/
oppt/newchems/pubs/roster.htm for Agency

contact information.

Comment 4:

In some instances companies may not be able
to make the certifications required to make a
bona fide submission and obtain an identity
determination under § 721.11 for carbon

nanotubes.

Response:
Companies that manufacture, import, or
CNTs can identify the

structural characteristics referenced in the

process specific
response to “Comment 1” in order to file a
bona fide submission.

EPA recommends that companies that have
any questions regarding the information

required or the need for a bona fide
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submission for CNTs contact the Agency. See
http://www.epa.gov/oppt/
Agency

newchems/pubs/roster.htm for

contact information.

Comment 5:
The SNURs did not include one of the terms
included in the consent order which exempts

from the Order’s requirements quantities of

the PMN substances that have been
completely reacted (cured). EPA should
clarify

(1) whether quantities of the PMN

substances that have been completely reacted
(cured) are subject to the disposal restrictions
in the SNURs;

(2) what other terms of the SNURs are
applicable once the PMN substances have
been fixed to a substrate or encapsulated
within plastic; and

(3) applicability of the entire SNURs once the
PMN substances have been incorporated into

an article.

Response:

EPA agrees that all terms of the consent
orders should be included in the SNURs and
has now amended the regulatory text to
SNUR

requirements once the PMN substance has

include an exemption from

been completely reacted or cured.

EPA has also developed new, more specific
language that addresses applicability of the
consent orders once the PMN substances
substrate or

have been fixed to a

encapsulated within a plastic or other matrix.

The Agency has included this new language
in the regulatory text of the SNURs to
exempt from SNUR requirements PMN

BoZ &,
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substances that have been incorporated or
embedded into a polymer matrix that itself
has been reacted (cured) or embedded in a
permanent solid polymer form that is not
intended to wundergo further processing
except for mechanical processing.

As stated in § 721.45(f), once a chemical
substance has been incorporated into an
article the notification requirements of the
SNUR do not apply. The term “article” is
defined in 40 CFR 720.3(c).

Comment 6:
The proposed rules do not reference highly
controlled circumstances of use where
exposure criteria are met.

The do

exposure criteria or exposure-based criteria.

Response: rules not reference
The rules establish significant new uses that
may result in changes of the types, forms,
magnitude, and duration of exposures.

A SNUR requires notification before any
persons manufacture or process for a
significant new use so that EPA can evaluate
any potential exposures and assess potential

risks.

Comment 7:
The

importers to provide testing at a specified

rules require manufacturers and

production volume.

Response:

The SNURs require notification when a
manufacturer or importer exceeds a
manufacturing and
The 90-day
inhalation toxicity study (Harmonized Test
Guideline 870.3465) is EPA’s recommended
testing in the proposed SNURs preamble.

This is the same study required in the TSCA

maximum aggregate

importation volume limit.
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section 5(e) consent orders for the PMN
the PMN

exceeds the specified aggregate maximum

substances before submitter

manufacturing and importation volume.

Other
intend to conduct testing or send a SNUN if

manufacturers or importers who
they believe that they will exceed that limit,
are encouraged to contact EPA to avoid
duplicative testing, to identify alternative
testing, and to discuss protocols for any

testing to be conducted.

Comment 8:

Differences in legislation could result in
different market situations for companies in
the United States and the European Union.
Emphasis was placed on the utility of taking
into account the volumes of manufacture or
importation of a substance, the potential
hazard and/or exposures when proposing
requirements for generation of information
on substances.

EPA was encouraged to ensure convergence
of requirements, minimize the economic
burden on industry, and the number of tests
on vertebrate animals through development

of tools, especially testing approaches and

subsequent guidance, under the OECD
Working Party on Manufactured
Nanomaterials.

Response:

EPA agrees with these comments. When
considering testing requirements, EPA takes
into account all of the factors suggested by
the commenter. However, differences in
legislation do result in different regulatory
situations in each jurisdiction.

EPA is committed to addressing all of the

issues identified by the commenter under the
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Organization for Economic Cooperation and
Development (OECD) Working Party on
Manufactured Nanomaterials.

EPA participates in or chairs each project in
the OECD Working Party.

Comment 9:
EPA should further clarify the meaning of
predictable or purposeful releases to water.
For example, a regulated entity may seek to
comply with this standard by using a
well-designed filtration system.
Manufacturers and engineers cannot warrant
100% removal. Because there is no evidence
to believe that trace losses in water may
cause significant environmental harm, the
proposed standard should allow for small but
arguably predictable losses associated with
well designed filtration systems without
triggering notice obligations.

Carbon nanotubes occur naturally and are
produced from many anthropogenic sources,
making the proposed rule impractical and
unenforceable (i.e., one cannot necessarily
distinguish  between incidental carbon
nanotubes found in nature and these PMN
Substances).

Adopting a 100% restriction on any arguably
predictable loss of the PMN Substances
under such circumstances would impose
significant and unnecessary costs on the
nation’s

burgeoning nanotechnology

industry.ate Mar<

Response:

Purposeful or predictable releases to water
include any intentional or reasonably
foreseeable releases to water from a waste
stream you 1identify as part of a
manufacturing process or other industrial

process.
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For example, when filling out a PMN (EPA
Form 7710-25), submitters are asked to
identify environmental releases of the PMN
substance from their manufacturing process
other processes.
Section 5(d) of TSCA, which specifies the
required content of the PMNs, refers to TSCA

section 8(a)(2) which specifies a standard of

and known industrial

requiring information that is “known to or
reasonably ascertainable by’ the PMN
submitter.

Any water releases of the PMN substance
identified in the PMN would qualify as
The

commenter example, a waste stream subject

purposeful or predictable releases.
to water filtration before release to water,
qualifies as a purposeful or predictable
release to water.

Purposeful or predictable releases to water
would not include accidents or spills. This
significant new use designation was not
intended to prevent every single molecule of a
subject chemical substance from being
released to surface waters.

For the uses identified in PMNs P-08-177
and P-08-328, EPA did not identify any
purposeful or predictable releases to water.
To prevent any potential unreasonable risks,
EPA prohibited predictable or purposeful
releases to water as a restriction in the
consent orders and also designated such
water releases as significant new uses in the
SNURs.

EPA is willing to consider alternatives that
establish an acceptable level of release to
water in these SNURs and future CNT
the
toxicity, exposure, and fate for that specific
CNT is available.

EPA has included a significant new use

submissions when information on

designation of no purposeful or predictable
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releases to water in SNURs for hundreds of
PMN substances.

EPA will continue this approach on a
case-by-case basis depending on the findings
in the SNUR and the
exposures identified in the PMN.

environmental

Comment 10:

EPA should clarify that the term predictable
or purposeful releases to waters of the United
States does not prevent disposal of the PMN

substance as a solid waste.

Response:

General SNUR provisions at § 721.3 define
the term “Waters of the United States” as
having the meaning set forth in 40 CFR 122.2
which describes surface waters of the United
States. This does not prevent disposal of the
PMN substances as a solid waste in landfills
or by incineration. In addition, as stated in
the response to “Comment 5,” the terms of the
SNUR do not apply once the PMN substance
is completely reacted or cured, incorporated
or embedded into a polymer matrix that itself
has been reacted (cured) or embedded in a
permanent solid polymer form that is not
intended to wundergo further processing

except for mechanical processing.

Comment 11:

EPA should clarify what constitutes a dust
including if the term dust applies only to dry
forms and what types of exposure to dusts are

included.

Response:

The term dust applies to any dry solid
particle with a size ranging from
submicroscopic to macroscopic. It does not

apply to wet forms.
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As stated in the terms of the consent orders
and SNURs, the standard for using the
required personal protective equipment is to
protect anyone who is reasonably likely to be
exposed dermally or by inhalation to the
PMN substance in the form of a dust. It does

not matter how the dust is generated.

Comment 12:

The Agency did not give an adequate basis for
the no—release-towater provision.

Request the Agency to consider establishing a
safe level of exposure in water utilizing
SNUR provisions in § 721.90 (b)(2), (b)(3),
and (b)(4).

Another commenter stated that EPA should
not issue a SNUR before there is evidence
that the PMN substance may present an

“unreasonable risk.”

Response:

EPA is not required to make a “may present
unreasonable risk” finding in order to issue a
SNUR. As discussed in Unit IV. of this
document, TSCA section 5(a)(2) describes the
factors EPA must consider when issuing a
SNUR.

EPA may issue a SNUR for a new chemical
substance subject to a TSCA section 5(e)
consent order as described at § 721.160, or for
a new chemical substance that has completed
PMN review as described at § 721.170, when,
respectively, activities other than those
described in the TSCA section 5(e) consent
order or the PMN may result in significant
changes in human exposure or
environmental release levels and/or that
concern exists about the chemical substance’s
health or environmental effects. See §
721.170(a).

The TSCA section 5(e) consent orders The
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TSCA section 5(e) consent orders for these
PMN substances, which are the bases for
these SNURs, do include a finding that the
PMN

unreasonable risk to human health. In

substances may present an
addition to referencing potential risks to
workers exposed by inhalation and dermal
routes, the consent orders also reference
potential risks to the general population from
exposures via releases to water, landfill, or
incineration.

While the TSCA New Chemicals Program’s
Poorly Soluble Respirable Particles chemical
Health Effects

Summary for CNTs,” in the response to

category (see “Human
“Comment 13”) does not specifically reference
these routes of exposure, EPA identified a
potential unreasonable risk from these
exposures based on a lack of environmental
fate and exposure data for CNTs to make a
reasoned evaluation.

EPA’s review of the PMNs did not identify
any predictable or purposeful releases to
water. To prevent any potential unreasonable
EPA prohibited predictable or

purposeful releases to water as a restriction

risks,

in the consent orders and also designated
such water releases as significant new uses
in the SNURs.

EPA is willing to consider alternatives that
establish an acceptable level of release to
water in a modification to these SNURs and
future CNT submissions when information
on the toxicity, exposure, and fate for that
specific CNT 1is available. The response to
also contains information
effects
findings and terms in the consent orders and
SNURs.

“Comment 13"

supporting EPA’s environmental

Comment 13:
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It was noted that more recent signed and
draft consent orders contain additional
updated hazard assessment information for
both health and environmental concerns.

It was suggested this language should be
referenced in the final SNURs so that all of
EPA’s concerns are described in a similar

manner for all SNURs pertaining to CNTs.

Response:
EPA is continually refining and adding to its
risk assessment and risk management
approaches especially for new chemical
substances such as CNTs that have limited
available hazard, exposure, and fate data.
Recent consent orders for CNTs do cite
additional data which was not part of the
basis for the consent orders or SNURs for
these PMN substances, P— 08-177 and P-08—
328.

EPA s

language in the next two paragraphs as part

incorporating this most current

of this preamble to the final rules. This
language does repeat some of the information
found in the consent order for the PMN
substances.

EPA has also placed, in the reference section
of this document (Unit X. of this document),

and in the docket references to publicly

available data on the health and
environmental effects of CNTs.
These data support the findings and

significant new wuse designations already
made in the rule. The environmental effects
summary is also being used in CNT consent
orders to support a finding of potential
unreasonable risk. EPA also finds that, based
on the environmental effects data, the PMN
substances meet the concern criteria at §
721.170(b)(4)(i).r<

“Human Health Effects Summary for CNTs”:
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Absorption is expected to be poor via all
routes for CNTs

chemicals with similar molecular structures

based on test data for

and chemicals with similar physical/chemical
properties.

Data on other analogous substances indicate
the potential for generation of increased
amounts of respirable or absorbable particles
during processing and use of nanoscale
materials. Further evaluation is needed to
determine the toxicity of nanoscale materials
for all routes of exposure. In addition, there
are concerns for lung effects, based on EPA’s
Poorly  Soluble

chemical category. See www.epa.gov/oppt/

Respirable Particulates

newchems/pubs/cat02.htm#Respirable.

Based on test data for analogous chemical
s, including other CNTs, there are concern
s for pulmonary toxicity, fibrosis, carcinoge
nicity, mutagenicity, and immunotoxicity. T
here are also data suggesting that pulmon
ary deposition of some nanoscale material
s, including CNTs in the agglomerated for
m, may induce cardiovascular toxicity whe
n these nanoscale materials are inhaled.

The major health concerns are for potenti
al pulmonary toxicity, fibrosis, and cancer
to workers exposed via inhalation. Based
on the uncertainty of the characterization
and exposure of nanoscale materials in ge
neral, there may be additional potential fo
r translocation across the dermis and effec

ts on target organs.

‘Environmental Effects Summary for CNT
st Toxicity from exposure to CNTs has be
en reported in many aquatic species at co
ncentrations that exceed estimated solubili
ty limits.

Although CNTs are not appreciably water
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soluble as manufactured, aqueous
suspensions can be easily formed by reaction
with strong acids, ozone, or dispersing
agents. Recent laboratory research shows
that CNTs may be combined with dissolved
organic matter to form stable aqueous
suspensions.

To date, there is a lack of available studies on
CNTs which investigate a broad range of
production methods, sources, purification,
functionalization, etc. EPA expects that some

fraction of the CNTs, if released into the

environment, will eventually become
suspended in water.
Sublethal effects, including respiratory

stress, ventilation rate, gill mucus secretion,
gill damage, and aggressive behaviors, have
been noted for SWCNTs in fish at levels as
low as 100 parts per billion (ppb). Liver cell
injuries were readily apparent at these
exposure levels, suggesting the possibility of
Liver tumor formation over longer exposure
periods.

These injuries are notable as the effects
were seen in cells closest to blood vessels,
suggesting transport of respired or ingested
SWCNTs via the blood stream. Some effects
in the gut lumen were also observed at these

exposure levels. Further studies need to be

conducted before EPA can establish a
concentration of concern.
Such studies must measure actual

concentrations of CNTs and control for the
effects of

physical factors such as blockage of gills or

contaminants, solvents, and
intestines. Before such testing is conducted,
advanced fate testing may be needed to
determine the environmental behavior. EPA
also finds that, based on the environmental
effects data, the PMN substances meet the

concern criteria at § 721.170(b)(4)(i).
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VI. Applicability of Rule to Uses Occurring
Before Effective Date of the Final Rule

As discussed in the Federal Register issue of
April 24, 1990 (55 FR 17376), EPA has
decided that the intent of TSCA section
5(a)(1)(B) is best served by designating a use
as a significant new use as of the date of
publication of the proposed SNUR rather
than as of the effective date of the final rule.
If uses begun after publication were
considered ongoing, rather than new, it would
be difficult for EPA to establish SNUR notice
requirements because a person could defeat
the SNUR by

significant new use before the rule became

initiating the proposed

effective, and then argue that the use was

ongoing as of the effective date of the final

rule.
Any person who began commercial
manufacture, import, or processing of

multi-walled carbon nanotubes (PMN P—08—
177) or single-walled carbon nanotubes (PMN
P—08-328) for any of the significant new uses
designated in the proposed SNUR after the
date of publication of the proposed SNUR
must stop that activity before the effective
date of this final rule. Persons who ceased
those activities will have to meet all SNUR
notice requirements and wait until the end of
the notification review period, including all
extensions, before engaging in any activities
designated as significant new uses.

If, however, persons who began manufacture,
import, or processing of either of these
chemical substances between the date of
publication of the proposed SNUR and the
effective date of this final SNUR meet the
conditions of advance compliance as codified
at § 721.45(h), those persons would be
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considered to have met the final SNUR

requirements for those activities.

VII. Test Data and Other Information

EPA recognizes that TSCA section 5 does not
require the development of any particular
test data before submission of a SNUN.
There are two exceptions:

1. Development of test data is required where
the chemical substance subject to the SNUR
is also subject to a test rule under TSCA
section 4 (see TSCA section 5(b)(1)).

2. Development of test data may be
necessary where the chemical substance has
been listed under TSCA section 5(b)(4) (see
TSCA section 5(b)(2)).

In the absence of a TSCA section 4 test rule

or a TSCA section 5(b)(4) listing covering the
chemical substance, persons are required
only to submit test data in their possession or
control and to describe any other data known
to or reasonably ascertainable by them (see
40 CFR 720.50).
However, upon review of PMNs and SNUNSs,
the Agency has the authority to require
appropriate testing. In cases where EPA
issued a TSCA section 5(e) consent order that
requires or recommends certain testing, see
Unit II. of the proposed rule which lists those
tests, descriptions of tests are provided for
informational purposes.

EPA strongly encourages persons, before
performing any testing, to consult with the
Agency pertaining to protocol selection. To
access the Harmonized Test Guidelines
referenced in this document electronically,
please go to http://www.epa.gov/ocspp and
“Test Methods and Guidelines.” The

Organisation for Economic Co-operation and

select

Development (OECD) test guidelines are
available from the OECD Bookshop at http://
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www.oecdbookshop.org or SourceOECD at

http://www.sourceoecd.org.

In the TSCA section 5(e) consent orders for
the two chemical substances regulated under
EPA has established an

aggregate maximum manufacturing and

this final rule,

importation volume limits in view of the lack
of data health and

environmental risks that may be posed by the

on the potential
significant new uses or increased exposure to
the chemical substances.

These limits cannot be exceeded unless the
PMN submitter first submits the results of
toxicity tests that would permit a reasoned
evaluation of the potential risks posed by
these chemical substances.

Under recent TSCA section 5(e) consent
orders, each PMN submitter is required to
submit each study at least 14 weeks (earlier
TSCA section 5(e) consent orders required
submissions at least 12 weeks) before
reaching the specified production limit.
Listings of the tests specified in the TSCA
section 5(e) consent orders are included in the
proposed rule for these chemical substances.
The SNURs contain the same volume limits
as the TSCA section 5(e) consent orders.
Exceeding these production limits is defined
as a significant new use. Persons who intend
to exceed this limit must notify the Agency by
submitting a SNUN at least 90 days in
advance of commencement of non-exempt
commercial ~ manufacture, import, or
processing.

The recommended tests may not be the only
means of addressing the potential risks of the
SNUNs
submitted without any test data may
increase the likelihood that EPA will respond

by taking action under TSCA section 5(e),

chemical substance. However,
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particularly if satisfactory test results have
not been obtained from a prior PMN or
SNUN submitter. EPA recommends that
potential SNUN submitters contact EPA
early enough so that they will be able to

conduct the appropriate tests.

SNUN submitters should be aware that EPA
will be better able to evaluate SNUNs which
provide detailed information on the following:
Human exposure and environmental
release that may result from the significant
new use of the chemical substances.
Potential benefits of the chemical substances.
* Information on risks posed by the chemical
substances compared to risks posed by

potential substitutes.

VIII. SNUN Submissions

As stated in Unit II.C. of this document,
according to § 721.1(c), persons submitting a
SNUN must comply with the same notice
requirements and EPA regulatory procedures
as persons submitting a PMN, including
submission of test data on health and
environmental effects as described in 40 CFR
720.50.

SNUNs must be submitted to EPA on EPA
Form No. 7710-25 in accordance with the
procedures set forth in § 721.25 and 40 CFR
720.40. This form is available from the
Environmental Assistance Division (7408M),
1200 Pennsylvania Ave., NW., Washington,
DC 20460-0001. Forms and information are
also available online at

http://www.epa.gov/opptintr/ newchems.

IX. Economic Analysis

EPA evaluated the potential costs of
establishing SNUN  requirements for
potential manufacturers, importers, and
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processors of the chemical substances during
the development of the direct final rule.

The Agency’s complete Economic Analysis is
available in the docket under docket ID
number EPA—- HQ—-OPPT-2008-0252.

X. References

The following is a listing of those documents
used to prepare the preamble to this final
rule. A copy of this list is available in the
docket for this final rule under docket ID
number EPA-HQ-OPPT-2008-0252, which
is available for inspection as specified under
ADDRESSES.

XI. Statutory and Executive Order Reviews

A. Executive Order 12866

This final rule establishes SNURs for two
new chemical substances that were the
subject of PMNs and TSCA section 5(e)
consent orders. The Office of Management
and Budget (OMB) has exempted these types
of actions from review under Executive Order
12866, entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).

B. Paperwork Reduction Act

According to the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., an Agency may
not conduct or sponsor, and a person is not
required to respond to a collection of
information that requires OMB approval
under PRA, unless it has been approved by
OMB and displays a currently valid OMB
control number. The OMB control numbers
for EPA’s regulations in title 40 of the CFR,
after appearing in the Federal Register, are
listed in 40 CFR part 9, and included on the

related collection instrument or form, if

fili L7z,
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%45 SNUR Z#filiE L CTW\W5, FTEEHTH
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applicable. EPA is amending the table in 40
CFR part 9 to list the OMB approval number
for the information collection requirements
contained in this final rule. This listing of the
OMB control numbers and their subsequent
codification in the CFR satisfies the display
PRA OMB’s
implementing regulations at 5 CFR part
1320.

requirements of and

This Information Collection Request (ICR)
was previously subject to public notice and
comment prior to OMB approval, and given
the technical nature of the table, EPA finds
that further notice and comment to amend it
is unnecessary. As a result, EPA finds that
“good cause” wunder section
553(b)(3)(B) of the Administrative Procedure
Act, 5 U.S.C. 553(b)(3)(B), to amend this

table without further notice and comment.

there 1is

The

related to this action have already been

information collection requirements
approved by OMB pursuant to PRA under
OMB control number 2070-0012 (EPA ICR
No. 574).

This action does not impose any burden
requiring additional OMB approval. If an
entity were to submit a SNUN to the Agency,
the annual burden is estimated to average
between 30 and 170 hours per response.

This burden estimate includes the time
needed to review instructions, search existing
data sources, gather and maintain the data
needed, and complete, review, and submit the
required SNUN.

Send any comments about the accuracy of the
burden estimate, and any suggested methods
for minimizing respondent burden, including
through the use of automated collection
the Collection

techniques, to Director,

W5, OMBEHEESDY X R RIENICEL
CFR Toi3tibiz PRA X 5 CFR 73— |
1320 T?» OMB Dfaf 7RI D37 HA: % i 72
—é—o

Z DIERIUEZRACR)IL, LLRTIL OMB &R D
AIONE KRNI A OB TH 208, FD
KOFINHNEE 2 EE L, EPA XX L7225 EH
FOZNEELETSI AL MIAKETHD &
WL TWD,  RERELT, 1TETREER
73 a > 553(b)(3)B), 5 U.S.C.553(b)(3)(B)Ic
EDDH, ILRHMHERaA S MELTZO
FKHEEIET D200 TEYREEH] N D LR
05,

ASEE BT 2 I MIEE ERIT 9 Tl OMB %
F% 5 2070-0012(EPA ICR No.574)12 X v
PRA |ZH#F 5 OMB 12 L » THRBIN TS,

AHEEIL OMB AR Z X HICERT HAM AR
THOTIERY, ARIZH DFHFEKDN EPA (12
SNUN ZH2H 325 & Lz 6, £ ORSIZIZFR
FE) 30 6 170 FEE OBHEBIHEE S D,

ZOHEAHIZEENDIOF, KELIND
SNUS ofara st L, BEfFoT7 —4% V— 2%
A, BET—Z ZNERMEL, ERL, AE
L. ZLCIRHT IR/ TH D,

HEEAHDOEMMEICBEA L TOa A M KOHE
BEFAME F/NRIZT 2 HIEORZE(H BINEE
FiEEEGONX, T4 L7 ¥ — PEHRSHE B2
BEl A~ ¢ 2(2822T) BREefra&/T. 1200,
Pennsylvania Ave., NW., Washington, DC
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Strategies Division, Office of Environmental
(2822T),
Protection Agency, 1200 Pennsylvania Ave.,
NW., Washington, DC 20460-0001. Please
OMB control

number in any correspondence, but do not

Information Environmental

remember to include the

submit any completed forms to this address.

C. Regulatory Flexibility Act

Pursuant to section 605(b) of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et seq.),
the that
promulgation of these SNURs will not have a

Agency  hereby  certifies
significant adverse economic impact on a
substantial number of small entities. The
rationale supporting this conclusion is
discussed in this unit.

The requirement to submit a SNUN applies
to any person (including small or large
entities) who intends to engage in any
activity described in the final rule as a

“significant new use.”

Because these uses are “new,” based on all
information currently available to EPA, it
appears that no small or large entities

presently engage in such activities.

A SNUR requires that any person who
intends to engage in such activity in the
future must first notify EPA by submitting a
SNUN. Although some small entities may
decide to pursue a significant new use in the
future, EPA cannot presently determine how
many, if any, there may be. However, EPA’s
experience to date is that, in response to the
promulgation of over 1,400 SNURs, the
Agency receives on average only 5 notices per
year.

Of those SNUNs submitted from 2006—2008,

only one appears to be from a small entity. In

20460—0001 F Tiks Z &, @EEERIZIT®T
OMB EHESZIzx T ZEW, LirL, =
OAEFTIZILSERREED & DITHRH LW &

C AL ik itk vk
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ROV DE S, ETIE SNUN Z#2H L
T EPA (2D Z 2 ERTHEDTH 5,
—EB D/ NS AR X BT LR 2RI
BRT D EWRETH0E LW, RICE D
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RFERNS EEDONLZDIZ1BIOHRTH D,

469




addition, the estimated reporting cost for
submission of a SNUN (see Unit XI. of this
document) is minimal regardless of the size of
the firm. Therefore, EPA believes that the
potential economic impacts of complying with
these SNURs are not expected to be
significant or adversely impact a substantial
number of small entities.

In a SNUR that published in the Federal
Register issue of June 2, 1997 (62 FR 29684)
(FRL-5597—1), the Agency presented its
general determination that final SNURs are
not expected to have a significant economic
impact on a substantial number of small
entities, which was provided to the Chief
Counsel for Advocacy of the Small Business

Administration.

D. Unfunded Mandates Reform Act
Based on EPA’s experience with proposing
and finalizing SNURs, State,

Tribal governments have not been impacted

local, and
by these rulemakings, and EPA does not have
any reasons to believe that any State, local,
or Tribal government will be impacted by this
final rule. As such, EPA has determined that
this

enforceable duty,

final rule does not 1impose any
contain any unfunded
mandate, or otherwise have any affect on
the
requirements of sections 202, 203, 204, or 205
of the Unfunded Mandates Reform Act of

1995 (UMRA) (Public Law 104—4).

small  governments  subject to

E. Executive Order

13132 This action will not have a substantial
direct effect on States, on the relationship
between the national government and the
States, or on the distribution of power and
responsibilities among the various levels of

government, as specified in Executive Order

X512, SNUN #HOHEERSE 2 2 FORCE
2=y NXIZFENIEEOHBIZBE DL & 3 5/
[RCTH D,

E> T, 215 SNUR 25795 2 & OEIER
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13132, entitled Federalism (64 FR 43255,
August 10, 1999).

F. Executive Order 13175
This Tribal

implications because it is not expected to

final rule does not have
have substantial direct effects on Indian
Tribes. This does not significantly or uniquely
affect the communities of Indian Tribal
governments, nor does it involve or impose
any requirements that affect Indian Tribes.
Accordingly, the requirements of Executive
Order 13175, entitled Consultation and
Coordination with Tribal
Governments (65 FR 67249, November 9,

2000), do not apply to this final rule.

Indian

G. Executive Order 13045
This action is not subject to Executive Order
13045, entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997), because
this
regulatory action as defined by Executive
Order 12866, and this action does not address
health or

disproportionately affecting children.

is not an economically significant

environmental safety risks

H. Executive Order 13211

This action is not subject to Executive Order
13211, entitled
Regulations That Significantly Affect Energy
Supply, Distribution, or Use (66 FR 28355,
May 22, 2001), because this action is not
expected to affect energy supply, distribution,

Actions Concerning

or use and because this action 1s not a
significant regulatory action under Executive
Order 12866.
I. National and
Advancement Act

Technology Transfer

F. fTBaS 13175
AEABANTIERIBI D Y ZF7= 720, 7eE7R
AT 4 T UERIC R L CRER A E R
EROLIITRINZVWLLTH D, AEICX
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D& DD e BB LS AR E 52 5
ZEERW, o T, T T 4 T RN &
Ot K O & R S N7 ATBei 4 13175065
FR 67249, 2000 4£ 11 H 9 B) DI AR
FANZITE A Su7eu,

GATBUfmS 13045

AEEIT T80 OREMEAEY A7 R OVZ4e
UJAZ ML ORH#E] EEINTITEMS
13045(62 FR 19885, 1997 4£ 4 A 23 H)Dxf
LTI, RER D, ITEMS 12866 [ZE
HINTWVWDHEBY, ZHITRFEMICEERHR
FFEE CIE2 <. AEEIEL T & B ISR
WS HEBRBEA/ERPL R A7 KT B H DT
T2V BETH D,

H. 1TBas 13211

AHEET T=x X — s, o, SUIFHEHIC
BEREEBOLLBGNCET A1 I NIAT
Erén4 13211(66 FR 28355,2001 4 5 H 22 H)
DXGETIIR\, 72872, AFEIT LY
—ffa. Bl UM IS D RaA AT 72
< AHEE XA TEN D 12866 (2 7E D 5 B3 HL ]
HEETIERVWNLTH D,

I EFRENBER UL
S BIT, AHEEITDD 72 D HMHEKIC G L

471




In addition, since this action does not involve
any technical standards, section 12(d) of the
Technology Transfer and
Advancement Act of 1995 (NTTAA), Public
Law 104-113, section 12(d) (15 U.S.C. 272

note), does not apply to this action.

National

J. Executive Order 12898
This

considerations of

action does mnot entail special

environmental justice
related issues as delineated by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in Minority
Populations and Low-Income Populations (59

FR 7629, February 16, 1994).

XII. Congressional Review Act

The Congressional Review Act, 5 U.S.C. 801
et seq., generally provides that before a rule
may take effect, the agency promulgating the
rule must submit a rule report to each House
of the Congress and the Comptroller General
of the United States. EPA will submit a
report containing this rule and other required
information to the U.S. Senate, the U.S.
Representatives, the
Comptroller General of the United States

prior to publication of the rule in the Federal

House of and

Register. This rule is not a “major rule” as
defined by 5 U.S.C. 804(2).

List of 40 CFR Part 9

Environmental protection, Reporting and

Subjects

recordkeeping requirements. 40 CFR Part
721 Environmental protection, Chemicals,

and
Dated:
Wendy
Office  of

Hazardous substances, Reporting

recordkeeping requirements.
September 10, 2010.
Cleland-Hamnett,  Director,
Pollution Prevention and Toxics.

m Therefore, 40 CFR chapter I is amended as
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follows:

PART 9—[AMENDED)]
m 1.
continues to read as follows: Authority: 7
U.S.C. 135 et seq., 136-136y; 15 U.S.C. 2001,
2003, 2005, 2006, 2601-2671; 21 U.S.C. 331j,
346a, 348; 31 U.S.C. 9701; 33 U.S.C. 1251 et
seq., 1311, 1313d, 1314, 1318, 1321, 1326,
1330, 1342, 1344, 1345 (d) and (e), 1361; E.O.
11735, 38 FR 21243, 3 CFR, 1971-1975
Comp. p. 973; 42 U.S.C. 241, 242b, 243, 246,
300f, 300g, 300g-1, 300g—2, 300g—3, 300g—4,
300g-5, 300g-6, 300j-1, 300j—2, 300j—3,
30054, 3009, 1857 et seq., 6901-6992k,
7401-7671q, 7542, 9601-9657, 11023, 11048.

The authority citation for part 9

m 2. The table in § 9.1 is amended by adding
the following sections in numerical order
under the undesignated center heading
New Uses of

Substances” to read as follows:

“Significant Chemical

§ 9.1 OMB approvals under the Paperwork
Reduction Act.

EE I A

40 CFR citation OMB control No.
* %k %k

Significant New Uses of Chemical
Substances

% ok w %

721.10155 ............. 2070-0012
721.10156 ............. 2070-0012

40 CFR citation OMB control No.

L
EE I A

EE I A

PART 721—[AMENDED]

m 3. The authority citation for part 721

o,

7— b 9 - [ET]

B 1. S— 95| LT, k@Y ML
7 U.S.C. 135 et seq., 136-136y; 15 U.S.C.
2001, 2003, 2005, 2006, 2601-2671; 21 U.S.C.
331j, 346a, 348; 31 U.S.C. 9701; 33 U.S.C.
1251 et seq., 1311, 1313d, 1314, 1318, 1321,
1326, 1330, 1342, 1344, 1345 (d) and (e),
1361; E.O. 11735, 38 FR 21243, 3 CFR, 1971—
1975 Comp. p. 973; 42 U.S.C. 241, 242b, 243,
246, 300f, 300g, 300g—1, 300g—2, 300g-3,
300g—4, 300g—5, 300g—6, 300j—1, 300j—2,
300j—3, 300j—4, 300j—9, 1857 et seq., 6901—
6992k, 7401-7671q, 7542, 9601-9657, 11023,
11048.
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continues to read as follows: Authority: 15
U.S.C. 2604, 2607, and 2625(c).

B 4. Add § 721.10155 to subpart E to read
as follows:

§ 721.10155 Multi-walled carbon nanotubes
(generic).

(a) Chemical substance and significant new
uses subject to reporting—

(1) The identified
generically as multi-walled carbon nanotubes
(PMN P-08-177) is subject to reporting

under this section for the significant new

chemical substance

uses described in paragraph (a)(2) of this
section. The requirements of this rule do not
apply to quantities of the chemical substance
after it has been completely reacted (cured);
incorporated or embedded into a polymer
matrix that itself has been reacted (cured); or
embedded in a permanent solid polymer form
that is not intended to undergo further

processing except for mechanical processing.

(2) The significant new uses are:
the
Requirements as specified in § 721.63(a)(1),

(@@, @G, (@FE), @@, (@G)
(National Institute for Occupational Safety

(i  Protection in workplace.

and Health (NIOSH)-approved air-purifying,
tightfitting full-face respirator equipped with
N100 filters), (a)(6)(1), and (c).

(1) Industrial, commercial, and consumer
activities. Requirements as specified in §
721.80(k) and (q).

(iii) Release to water.
specified in § 721.90(a)(1), (b)(1), and (c)(1).

Requirements as

(b) Specific requirements. The provisions of
subpart A of this part apply to this section
except as modified by this paragraph.

(1) Recordkeeping.

«

fe< o L 15 U.S.C. 2604, 2607, 2T} 2625
W4 78—} E [2§721.10155 ZLL Fo X
HITIBM ;

§721.10155 L@ —AR v F ) F 2 — 7 (),
(@)Xt 5 & 72 DAL W8 K OVER BT R A A

1 zBI—AKrF ) F =2—7PMN
P-08-177) L MM CTER SN HLFWEIIAE
7 aryORT 7T 7@@Q) THHERTND
HEFHFHIZH L TAREZ v a v OED S &
Ak RS LD, ALEWE N
ARG EE) ST 1% 5 40 BRI SOG (A L)
L7z ~—< U 7 A THAAENT R, &
L <IFHOIAE N BALELLISMTITZ L
PLEOINTICHE S 5 B TIE e WK A ER R
U~ —IZHDIAENTH DL DILFWEIZ,
AR O BT S,

(2) FEEHHFIHIL

Q) W% coft# § 721.63@)1). (@230,

(@@2G), @OB). (@@, @G)(EHZIH#%
A FT(NIOSH)-7&G8 S 4172, N100 7 «
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7). @B)E)., KO () THRE I,

Gi) PEZE. PHE. M OVHEHETRE), §721.80(k)
F O ) TR E S 7= Bk,

(1) KFE~OFEH,  § 721.90@)(1), ©)(1).
L)1) THE S i 2k,

O)EFEEM A — FOY 78—~ A OHEIT
KRFG T 571X AEEUNAE Y > a 105
AEhnb,

(1) 7ok
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Recordkeeping requirements as specified in §
721.125(a), (b), (o), (), (e), (), and (k) are
applicable to manufacturers, importers, and

processors of this chemical substance.

(2) Limitations or revocation of certain
notification requirements. The provisions of §
721.185 apply to this section.

(3) Determining whether a specific use is
subject to this section.
The provisions of § 721.1725(b)(1) apply to

this section.

B 5 Add § 721.10156 to subpart E to read
as follows:

§ 721.10156 Single-walled carbon nanotubes
(generic).

(a) Chemical substance and significant new
uses subject to reporting—

(1) The
generically as
nanotubes (PMN P-08-328) is subject to
this the

significant new uses described in paragraph

identified

carbon

chemical substance

single-walled
reporting under section for
(a)(2) of this section. The requirements of this
rule do not apply to quantities of the chemical
substance after it has been completely
reacted (cured); incorporated or embedded
into a polymer matrix that itself has been
reacted (cured); or embedded in a permanent
solid polymer form that is not intended to
undergo further processing except for
mechanical processing.

(2) The significant new uses are:

(i) Protection in the workplace. Requirements
as specified in § 721.63(a)(1), (@2,
(@@G), (@@®), (@@, ((GB) (National
Institute for Occupational Safety and Health
(NIOSH)-approved air-purifying, tightfitting

full-face respirator equipped with N100

§ 721.125(a). (). (. (. (). O. Xk
O () THE SN B OFRLEREI L, AL
WE ORGERE WMAES ., MO TR ITH
Mehs,

Q) —TEDORHEMHEOHIR IR HE L §
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) MOHE

§ 721.1725()(DDOHEITAE 7 > 2 I H
Iha,

B 5 § 721.10156 ZLLFO X HIZH T /38— |k
E (z:8hn

§ 721.10156 HEH—RrF /) Fa—70F
)

(a) WEXIG O FWE K O FE A H—

1) HEE@Hh—"R>vF 7 F 22— 7 (PMN
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v varoRT 77 7@ICEHRINDE
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’Gr L7, ABRAOBEHT ALZHE N 5EE
WO (REAL) S 7= % 0 B AR SOG (F{E) X
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—ZHLDIAEN T DL < OLEWE 2130 H
e,

(2) FEEHHFHIL
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filters), (a)(6)(3), and (c).

(1) Industrial, commercial, and consumer
activities. Requirements as specified in §
721.80(k) and (q).

(iii) Release to water. Requirements as

specified in § 721.90(a)(1), (b)(1), and (c)(1).

(b) Specific requirements.

The provisions of subpart A of this part apply
to this section except as modified by this
paragraph.

)
requirements as specified in § 721.125(a), (b),
(©), (@, (e), @), and (k) are applicable to

manufacturers, importers, and processors of

Recordkeeping. Recordkeeping

this chemical substance.

(2) Limitations or revocation of certain
notification requirements. The provisions of §
721.185 apply to this section.

(3) Determining whether a specific use is
subject to this section. The provisions of §
721.1725(b)(1) apply to this section. [FR Doc.
2010-23321 Filed 9-16-10; 8:45
BILLING CODE 6560-50-S

am]

(i) FEFE. PEEKOVHEIEE) § 721.80(k) K& Y
(@) THE S =i
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(R & 14 =58 00 [PMN P-12-14112 B89 % 8645 & Ho: L CHRGER)

ENVIRONMENTAL PROTECTION
AGENCY
40 CFR Parts 9 and 721

[EPA-HQ-OPPT-2013-0100 FRL-9384-8]
RIN 2070-AB27

Significant New Use Rules on Certain
Chemical Substances

AGENCY: Environmental Protection Agency
(EPA).

ACTION: Direct Final Rule.

SUMMARY:

EPA is promulgating significant new use
rules (SNURs) under the Toxic Substances
Control Act (TSCA) for 15 chemical
substances which were the subject of
premanufacture notices (PMNs5s).

This action requires persons who intend to
manufacture, import, or process any of these
15 chemical substances for an activity that
is designated as a significant new use by
this rule to notify EPA at least 90 days
before commencing that activity.

The required notification will provide EPA
with the opportunity to evaluate the
intended use and, if necessary, to prohibit or

limit that activity before it occurs.

DATES:

This rule is effective on July 8, 2013.
For purposes of judicial review, this rule
shall be promulgated at 1 p.m. (e.s.t.) on
May 23, 2013.

Written adverse or critical comments, or
notice of intent to submit adverse or critical

comments, on one or more of these SNURs

KRERET
40 CFR Parts 9 KO 721

[EPA-HQ-OPPT-2013-0100 FRL-9384-8]
RIN 2070-AB27
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FEE: EEMRREHH (Direct Final Rule)
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must be received on or before June 10, 2013
(see Unit VI. of the SUPPLEMENTARY
INFORMATION).

For additional information on related
reporting requirement dates, see Units LA,
VI., and VII. of the SUPPLEMENTARY
INFORMATION.

ADDRESSES:

Submit your comments, identified by docket
identification (ID) number EPA (HQ ) OPPT
2013-0100, by one of the following methods:

* Federal eRulemaking Portal:
http://www.regulations.gov.Follow the
online instructions for submitting

comments.

* Mail: Document Control Office (7407M),
Office of Pollution Prevention and Toxics
(OPPT), Environmental Protection Agency,
1200 Pennsylvania Ave. NW., Washington,
DC 20460-0001.

* Hand Delivery: OPPT Document Control
Office (DCO), EPA East Building, Rm.
6428, 1201 Constitution Ave. NW,
Washington, DC. ATTN:

Docket ID Number
EPA-HQ-OPPT013-0100.

The DCO is open from 8 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays.

The telephone number for the DCO is (202)
564-8930.Such deliveries are only accepted
during the DCO's normal hours of
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operation, and special arrangements
should be made for deliveries of boxed

information.

Instructions:

Direct your comments to docket ID number
EPA-HQ-OPPT- 2013-0100.

EPA's policy is that all comments received
will be included in the docket without
change and may be made available online at
http://[www.regulations.gov,including any
personal information provided, unless the
comment includes information claimed to be
Confidential Business Information (CBI) or
other information whose disclosure is
restricted by statute.

Do not submit information that you consider
to be CBI or otherwise protected through
regulations.gov or email.

The regulations.gov Web site is an
“anonymous access' system, which means
EPA will not know your identity or contact
information unless you provide it in the body

of your comment.

If you send an email comment directly to
EPA without going through regulations.gov,
your email address will be automatically
captured and included as part of the
comment that is placed in the docket and
made available on the Internet.

If you submit an electronic comment, EPA
recommends that you include your name
and other contact information in the body of
your comment and with any disk or CDROM

you submit.

If EPA cannot read your comment due to
technical difficulties and cannot contact you

for clarification, EPA may not be able to
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consider your comment. Electronic files
should avoid the use of special characters,
any form of encryption, and be free of any

defects or viruses.

Docket:

All documents in the docket are listed in the
docket index available at
http://www.regulations.gov.Although listed
in the index, some information is not
publicly available, e.g., CBI or other
information whose disclosure is restricted by

statute.

Certain other material, such as copyrighted
material, will be publicly available only in
hard copy. Publicly available docket
materials are available electronically at
http://www.regulations.gov,or, if only
available in hard copy, at the OPPT Docket.
The OPPT Docket is located in the EPA
Docket Center (EPA/DC) at Rm. 3334,

EPA West Building, 1301 Constitution
Ave.NW., Washington, DC.

The EPA/DC Public Reading Room hours of
operation are 8:30 a.m. to 4:30 p.m., Monday
through Friday, excluding legal holidays.

The telephone number of the EPA/DC Public
Reading Room is (202) 566-1744, and the
telephone number for the OPPT Docket is
(202) 566-0280.

Docket visitors are required to show
photographic identification, pass through a
metal detector, and sign the EPA visitor log.
All visitor bags are processed through an

X-ray machine and subject to search.
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Visitors will be provided an EPA/DC badge
that must be visible at all times in the

building and returned upon departure.

FOR FURTHER INFORMATION
CONTACT: For technical information
contact:

Kenneth Moss, Chemical Control Division
(7405M), Office of Pollution Prevention and
Toxics, Environmental Protection Agency,
1200 Pennsylvania Ave. NW., Washington,
DC 20460-0001;

telephone number:(202) 564-9232;

email address:moss.kenneth@epa.gov.

For general information contact:

The TSCA-Hotline, ABVI-Goodwill, 422
South Clinton Ave., Rochester, NY 14620;
telephone number:(202) 554- 1404;

email address:TSCA-Hotline@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by this
action if you manufacture, import, process,
or use the chemical substances contained in
this rule.

The following list of North American
Industrial Classification System (NAICS)
codes is not intended to be exhaustive, but
rather provides a guide to help readers
determine whether this document applies to
them.Potentially affected entities may

include:-
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e Manufacturers, importers, or processors of
one or more subject chemical substances
(NAICS codes 325 and 324110), e.g.,
chemical manufacturing and petroleum

refineries.

This action may also affect certain entities
through pre-existing import certification

and export notification rules under TSCA.

Chemical importers are subject to the TSCA
section 13 (15 U.S.C. 2612) import
certification requirements promulgated at
19 CFR 12.118 through 12.127 and 19 CFR
127.28.

Chemical importers must certify that the
shipment of the chemical substance
complies with all applicable rules and orders
under TSCA.
subject to these SNURs must certify their

compliance with the SNUR requirements.

Importers of chemicals

The EPA policy in support of import
certification appears at 40 CFR part 707,
subpart B. In addition, any persons who
export or intend to export a chemical
substance that is the subject of this rule on
or after June 10, 2013 are subject to the
export notification provisions of TSCA
section 12(b) (15 U.S.C. 2611(b)) (see §
721.20), and must comply with the export
notification requirements in 40 CFR part

707, subpart D.

B. What should I consider as I prepare my

comments for EPA?

1. Submitting CBI.
Do not submit this information to EPA

through regulations.gov or email.
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Clearly mark the part or all of the
information that you claim to be CBI.

For CBI information in a disk or CD-ROM
that you mail to EPA, mark the outside of
the disk or CD-ROM as CBI and then
identify electronically within the disk or
CD-ROM the specific information that is
claimed as CBL.

In addition to one complete version of the
comment that includes information claimed
as CBI, a copy of the comment that does not
contain the information claimed as CBI
must be submitted for inclusion in the public
docket.

Information so marked will not be disclosed
except in accordance with procedures set
forth in 40 CFR part 2.

2. .Tips for preparing your comments.

When submitting comments, remember to:

i. Identify the document by docket ID
number and other identifying information
(subject heading, Federal Register date

and page number).

ii. Follow directions. The Agency may ask
you to respond to specific questions or
organize comments by referencing a Code
of Federal Regulations (CFR) part or
section number.

i11. Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes.

Describe any assumptions andprovide any

technical information and/ or data that you

used.

v. If you estimate potential costs or burdens,
explain how you arrived atyour estimate in
sufficient detail to allow for it to be

reproduced.

E A—/%i@ U CEPAIZRHL Clde b
U,

FE R D —H T ERIZHTEIZ CBI Th 5 &1
HHIZDTH L,

EPA I[C®3% 455 + 27 XiZ CD-ROM M
CBI {FHIZ DWW T, D7 4 A7 X%
CD-ROM D4Miliz CBI & H1ZfFF, CBI & &
b BRI EHEZ T ¢+ A 27 XX CD-ROM @
HoETERE L GEIT D2 L,

CBI & SNAEREGAT T AL NOEER
1#EI2NZ T, CBI & SNAEHRAEE £\ =2
AV D 1ELARXE-BERICED LD
FEH L2 ide 67w,

DX DI Sz FHIZ, 40 CFR /~— |k 2
TREINTWDFIEICHE > TOARFREND,
A NEHET HTDDT KA R,

2. A MERETLHERIC, LTOZ & %24

2T &

1 XEE Ny MES RO OB (&
H. B#HA ML= Cilkal4 25 2 &,

=
NN

i FERICHED 2 & BREEIREIT I3 E DB
B Z 5 Z & ATHEFHAEE D/ — F T
B a B FICER LR LA A S N
FLODHILERDDHIENTED,

il BAOUIRS T 28R 2T 28, &
RILDERICHL T ARERLONRDY 72D
ERERETOHIEL, EDLIREXTHA
REIZEIA LRI U 72 T ORI
WXET =2 il 5 2 &,

L BERREAXITAHOREL V2955
Bt FORBLVICE-T-BEEY. %
HHTX AT+ EICHBT A5 L,

484




vi. Provide specific examples to illustrate
your concerns and suggest alternatives.

vii. Explain your views as clearly as
possible, avoiding the use of profanity or
personal threats.

Viii. Make sure to submit your comments by

the comment period deadline identified.

I1. Background

A. What action is the agency taking/

EPA is promulgating these SNURs using
direct final procedures.

These SNURs will require persons to notify
EPA at least 90 days before commencing the
manufacture, import, or processing of a
chemical substance for any activity
designated by these SNURs as a significant
new use. Receipt of such notices allows EPA
to assess risks that may be presented by the
intended uses and, if appropriate, to
regulate the proposed use before it occurs.
Additional rationale and background to
these rules are more fully set out in the
preamble to EPA's first direct final SNUR
published in the Federal Register issue of
April 24, 1990 (55 FR 17376).

Consult that preamble for further
information on the objectives, rationale, and
procedures for SNURs and on the basis for
significant new use designations, including

provisions for developing test data.

B. What is the agency's authority for taking
this action?

Section 5(a)(2) of TSCA (15 U.S.C.
2604(a)(2)) authorizes EPA to determine
that a use of a chemical substance is a

“significant new use.' EPA must make this

WA I D AT EARE) 7245 & R
LRRZEERT L,
V. CEX AT THBICE 2 2 L, Kil7e s

BB AN E B 2T 5 2 &,

V1.

vii.2 A > FMRROIE FClandT a2 A b
fe3 52 &,

His

O. %

poy
A BRIERFETIZED L 5 5B &> T
DD

EPA [T EBRETFIEZ VT2 5o SNUR
BN L TN D,

6o SNUR I, 4 kv EHECHEAIH
HRESNTZIEEOWTROHNTH A ) &
b E D, AU L2455 5 90 H
ULERTE TIC EPA RIS Z L &R D,
ZD X ) et a5 Z & ¢, EPA ITEX
ENDHHHICEVEZVSDY A7 Z7HliL,
BT HAUTFRNIE R ST & B9
LT ENTEXD,
ZNSDOHANZ W T OB N OB IR &
i EIE, 1990 4= 4 H 24 A (G5 FR 17376)D
BS TAR SN, EPA ORAIDOE B
SNUR IZFEXDOFTEVFEL BB T
%

SNUR @ Hi, RIWK OFHis, LOHMET
— 2 OIER(D I 2 & L EHTHA R E O
RAUCB LT, L0 FEMZR T I OFF 32 i
/\vé Z &o

B. FDL 5 RHERD T, BREERZETIZZ DI
BxE 500,

TSCA (15 U.S.C. 2604(@)Q)Dt 7 =
5 ()% EPA [ZAL P O X EEH A A
ThdERETHHERE G2 T2, EPA X

485




determination by rule after considering all
relevant factors, including the four bulleted
TSCA section 5(a)(2) factors listed in Unit
III.

Once EPA determines that a use of a
chemical substance is a significant new use,
TSCA section 5(a)(1)(B) requires persons to
submit a significant new use notice (SNUN)
to EPA at least 90 days before they
manufacture, import, or process the
chemical substance for that use. Persons

who must report are described in § 721.5.

C. Applicability of General Provisions
General provisions for SNURs appear in 40
CFR part 721, subpart A. These provisions
describe persons subject to the rule,
recordkeeping requirements, exemptions to
reporting requirements, and applicability of
the rule to uses occurring before the
effective date of the rule.

Provisions relating to user fees appear at 40
CFR part 700.According to§ 721.1(c),
persons subject to these SNURs must
comply with the same SNUN requirements
and EPA regulatory procedures as
submitters of PMNs under TSCA section
5()(1)(A).

In particular, these requirements include
the information submission requirements of
TSCA sections 5(b) and 5(d)(1), the
exemptions authorized by TSCA sections
5(h)(1), (W)(2), (h)(3), and (h)(5), and the
regulations at 40 CFR part 720.

Once EPA receives a SNUN, EPA may take
regulatory action under TSCA sections 5(e),
5(f), 6, or 7 to control the activities for which
it has received the SNUN.

If EPA does not take action, EPA is required
under TSCA section 5(g) to explain in the
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Federal Register its reasons for not taking

action.

II1. Significant New Use Determination
Section 5(a)(2) of TSCA states that EPA's
determination that a use of a chemical
substance is a significant new use must be
made after consideration of all relevant

factors, including:

* The projected volume of manufacturing
and processing of a chemical substance.

* The extent to which a use changes the type
or form of exposure of human beings or the
environment to a chemical substance.

* The extent to which a use increases the
magnitude and duration of exposure of
human beings or the environment to a
chemical substance.

* The reasonably anticipated manner and
methods of manufacturing, processing,
distribution in commerce, and disposal of a

chemical substance.

In addition to these factors enumerated in
TSCA section 5(a)(2), the statute authorized
EPA to consider any other relevant factors.
To determine what would constitute a
significant new use for the 15 chemical
substances that are the subject of these
SNURs, EPA considered relevant
information about the toxicity of the
chemical substances, likely human
exposures and environmental releases
associated with possible uses, and the four
bulleted TSCA section 5(a)(2) factors listed

in this unit.
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IV.Substances Subject to This Rule

EPA is establishing significant new use and
recordkeeping requirements for 15 chemical
substances in 40 CFR part 721, subpart E.
In this unit, EPA provides the following

information for each chemical substance:

PMN number.

Chemical name (generic name, ifthe
specific name is claimed as CBI).
Chemical Abstracts Service (CAS)
number (if assigned for non-confidential
chemical identities).

Basis for the SNUR.Toxicity concerns.
Tests recommended by EPA toprovide
sufficient information to evaluate the
chemical substance (see Unit VIII. for

more information).

- CFR citation assigned in the regulatory

text section of this rule.

This rule includes a PMN substance whose
reported chemical name includes the term
““carbon nanotube' or "CNT".

Because of a lack of established
nomenclature for carbon nanotubes, the
TSCA Inventory names for carbon
nanotubes are currently in generic form,
e.g., carbon nanotube (CNT), multi-walled
carbon nanotube (MWCNT), double-walled
carbon nanotube (DWCNT), or single-walled
carbon nanotube (SWCNT).

EPA uses the specific structural
characteristics provided by the PMN
submitter to more specifically characterize
the Inventory listing for an individual CNT.
All submitters of new chemical notices for
CNTs have claimed those specific structural

characteristics as CBI.
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EPA is publishing the generic chemical
name along with the PMN number to
identify that a distinct chemical substance
was the subject of the PMN without
revealing the confidential chemical identity
of the PMN substance.

Confidentiality claims preclude a more
detailed description of the identity of these
CNTs.If an intended manufacturer,
importer, or processor of CNTs is unsure of
whether its CNTs are subject to this SNUR
or any other SNUR, the company can either
contact EPA or obtain a written
determination from EPA pursuant to the
bona fide procedures at § 721.11.

EPA is using the specific structural
characteristics, for all CNTs submitted as
new chemical substances under TSCA, to
help develop standard nomenclature for
placing these chemical substances on the
TSCA Inventory.

EPA has compiled a generic list of those
structural characteristics entitled “"Material
Characterization of Carbon Nanotubes for
Molecular Identity (MI) Determination &
Nomenclature.' A copy of this list is
available in the docket for these SNURs
under docket ID number EPA (HQ )
OPPT2013-0100.

If EPA develops a more specific generic
chemical name for these materials, that

name will be made publicly available.

The regulatory text section of this rule
specifies the activities designated as
significant new uses. Certain new uses,
including production volume limits G.e.,
limits on manufacture and importation

volume) and other uses designated in this
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rule, may be claimed as CBI.

Unit IX. discusses a procedure companies
may use to ascertain whethera proposed use
constitutes a significant new use.

None of the 15 PMN substances included in
this rule are subject to consent orders under
TSCA section 5(e).

In these cases, for a variety of reasons, EPA
did not find that the use scenario described
in the PMN triggered the determinations set
forth under TSCA section 5(e).

However, EPA does believe that certain
changes from the use scenario described in
the PMN could result in increased
exposures, thereby constituting a
“significant new use. '"These so-called
“non-5(e) SNURs' are promulgated
pursuant to § 721.170.

EPA has determined that every activity
designated as a “significant new use' in all
non-5(e) SNURs issued under§ 721.170
satisfies the two requirements stipulated in
§ 721.170(c)(2), i.e., these significant new
use activities, (1) are different from those
described in the premanufacture notice for
the substance, including any amendments,
deletions, and additions of activities to the
premanufacture notice, and (ii) may be
accompanied by changes in exposure or
release levels that are significant in relation
to the health or environmental concerns
identified' for the PMN substance.

PMN Number P12- 44

Chemical name: Functionalized
multi-walled carbon nanotubes (generic).
CAS number: Not available.
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Basis for action:

The PMN states that the generic
(non-confidential) use of the substance is as
an additive for rubber and batteries.

Based on available information on
analogous chemical substances, EPA
identified concerns for lung effects to
workers exposed to the PMN substance.

As described in the PMN, no significant
inhalation exposures are expected to
workers due to the manufacturing,
processing, and use processes described in
the PMN and the use of adequate personal
protective equipment.

EPA expects that some fraction of the carbon
nanotubes, if released into the environment,
will eventually become suspended in water.
Sublethal effects have been observed for
carbon nanotubes in fish at levels as low as
100 ppb. Observed effects included
respiratory stress, ventilation rate, gill
mucus secretion, gill damage, and
aggressive behavior.

As described in the PMN, no environmental
exposures are expected, because the PMN
substance is not released to surface water.
Therefore, EPA has not determined that the
proposed manufacturing, processing, or use
of the substance may present an
unreasonable risk. EPA has determined,
however, that use of the substance other
than as described in the PMN;
manufacturing, processing, or use in a
powder form; or any use of the substance
resulting in surface water releases may
cause serious health effects or significant
adverse environmental effects.

Based on this information, the PMN
substance meets the concern criteria at §
721.170 (b)(3)(i) and (b)(4)Gi).
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Recommended testing:

EPA has determined that the results of the
following tests would help characterize the
health and environmental effects of the
PMN substance:

(1) A 90-day inhalation toxicity test (OPPTS
Test Guideline 870.3465) with a
post-exposure observation period of up to 3
months, bronchoalveolar lavage fluid
(BALF) analysis, particle size distribution
information and other toxicologically
relevant properties, data on histopathology
of pulmonary and ex-pulmonary
organs/tissues (cardiovascular, central
nervous system, liver, kidney, etc.),
pulmonary deposition (lung burden),
clearance half-life (biopersistence) and
translocation of the test material, and a
determination of cardiovascular toxicity;
(2) analysis by ScanningTransmission
Electron Microscopy (STEM), Transmission
Electron Microscopy (TEM), or Scanning
Electron Microscopy (SEM) of number of
walls (range and average), tube ends (open,
capped, circular, other), tube width/diameter
(measure inner and outer diameters or
range), tube length (range) including a
description of any deformities found in the
tubes (bumps, branching, gaps, etc.);

(3) percent (range) of functional groups
found on the tubes (include the method of
determination); and

(4) particle size determined by count not by
weight or volume (preferably using
STEM).CFR citation:40 CFR 721.10663.

V. Rationale and Objectives of the Rule

HELE X 1 7=l

LR OikBRD#E 13 PMN W8 OB M OB
BE~DORBO R AR D DICEH kT 5 &
EPA [T L T\ 5,

(1) LAFZfES 90 AW AEMRER (OPPTS
AERTEEE 870.3465), fickk 3 1A O RELRBIE
I, &RUE Stk (BALF) 04T, KL r£2
Sy U OMth oD 4 ) BEEL AR | S R ORI
W OEFE R (LM, PR S 2T A
i, N7 &) ORI OV T DT —
% itk (pulmonary deposition) (i),
7 VT T o A CERNEREE) & OER
W OERFE, KOV T OIRE,

(2) EAFWE THMEISTEM), EiHE 718
MEE(TEM) I EEE THMSEIC L5 Bof
TRRAINDHE (25, Boni., 4 & /%)
ETCORMBEEZ O, @O G & OE),
Eii(tube ends) BHVN TV D, XL TH D,

A, Eofh), EOEMEL GMUlEONHEID
B XX EiPH(range) 2 HIE), EOE S GPH)
DT,

) (A EEEZEGL)E THRAINHMEE S L—
FOR—t o~ ). O

(4) BEEKOEE Tl I L DRk
(STEM Z T DONREE L),
CFR 3| H: 40 CFR 721.10663,

V. BRIDRILK OB )

492




A. Rationale
In these 15 cases, EPA determined that one
or more of the criteria of concern established

at § 721.170 were met, as discussed in Unit
Iv.

B. Objectives

EPA i1s 1ssuing these SNURs for specific
chemical substances which have undergone
premanufacture review because the Agency
wants to achieve the following objectives
with regard to the significant new uses
designated in this rule:

EPA will receive notice of any person's intent
to manufacture, import, or process a listed
chemical substance for the described
significant new use before that activity
begins.

EPA will have an opportunity to

review and evaluate data submitted in a
SNUN before the notice submitter begins
manufacturing, importing, or processing a
listed chemical substance for the described
significant new use.

- EPA will be able to regulate prospective
manufacturers, importers, or processors of a
listed chemical substance before the
described significant new use of that
chemical substance occurs, provided that
regulation is warranted pursuant to TSCA
sections 5(e), 5(f), 6, or 7.

Issuance of a SNUR for a chemical
substance does not signify that the chemical
substance is listed on the TSCA Chemical
Substance Inventory (TSCA Inventory).
Guidance on how to determine if a chemical
substance is on the TSCA Inventory is
available on the Internet at
http://www.epa.gov/opptinty/

existingchemicals/pubs/tscainventory/
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index.html.

VI. Direct Final Procedures

EPA is issuing these SNURs as a direct final
rule, as described in 721.160(c)(3) and §
721.170(d)(4).

In accordance with § 721.160(c)(3)(ii) and
721.170(d)(4)G)(B), the effective date of this
rule is July 8, 2013 without further notice,
unless EPA receives written adverse or
critical comments, or notice of intent to
submit adverse or critical comments before
June 10, 2013.

If EPA receives written adverse orcritical
comments, or notice of intent to submit
adverse or critical comments, on one or more
of these SNURs before June 10, 2013, EPA
will withdraw the relevant sections of this

direct final rule before its effective date.

EPA will then issue a proposed SNUR for
the chemical substance(s) on which adverse
or critical comments were received,
providing a 30-day period for public
comment.

This rule establishes SNURs for a number of
chemical substances.

Any person who submits adverse or critical
comments, or notice of intent to submit
adverse or critical comments, must

identify the chemical substance and the new
use to which it applies.

EPA will not withdraw a SNUR for a
chemical substance not identified in the

comment.

VII. Applicability of the Significant New Use
Designation

To establish a significant new use, EPA must
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determine that the use is not ongoing.
The chemical substances subject to this rule

have undergone premanufacture review.

In cases where EPA has not received a notice
of commencement (NOC) and the chemical
substance has not been added to the TSCA
Inventory, no person may commence such
activities without first submitting a PMN.
Therefore, for chemical substances for which
an NOC has not been submitted EPA
concludes that the designated significant
new uses are not ongoing.

When chemical substances identified in this
rule are added to the TSCA Inventory, EPA
recognizes that, before the rule is effective,
other persons might engage in a use that
has been identified as a significant new use.
The identities of 13 of the 15 chemical
substances subject to this rule have been
claimed as confidential and EPA has
received no post-PMN bona fide submissions
(per§ 720.25 and § 721.11).

Based on this, the Agency believes that it is
highly unlikely that any of the significant
new uses described in the regulatory text of
this rule are ongoing.

Therefore EPA designates May 9, 2013 as
the cutoff date for determining whether the
new use is ongoing.

Persons who begin commercial
manufacture, import, or processing of the
chemical substances for a significant new
use identified as of that date would have to
cease any such activity upon the effective
date of the final rule.

To resume their activities, these persons
would have to first comply with all

applicable SNUR notification requirements
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and wait until the notice review period,
including any extensions, expires.

If such a person met the conditions of
advance compliance under § 721.45(h), the
person would be considered exempt from the
requirements of the SNUR.

Consult the Federal Register document of
April 24, 1990 (55 FR 17376) for a more
detailed discussion of the cutoff date for

ongoing uses.

VIII. Test Data and Other Information

EPA recognizes that TSCA section 5 does not
require developing any particular test data
before submission of a SNUN.

The two exceptions are:

1. Development of test data is required
where the chemical substance subject to the
SNUR is also subject to a test rule under
TSCA section 4 (see TSCA section 5(b)(1)).

2. Development of test data may be
necessary where the chemical substance has
been listed under TSCA section 5(b)(4) (see
TSCA section 5(b)(2)).

In the absence of a TSCA section 4 test rule
or a TSCA section 5(b)(4) listing covering the
chemical substance, persons are required
only to submit test data in their possession
or control and to describe any other data
known to or reasonably ascertainable by
them (see 40 CFR 720.50).

However, upon review of PMNs and SNUNSs,
the Agency has the authority to require
appropriate testing.

Unit IV. lists recommended testing for these
non-5(e) SNURs.

Descriptions of tests are provided for
informational purposes.

EPA strongly encourages persons, before
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performing any testing, to consult with the

Agency pertaining to protocol selection.

To access the OCSPP test guidelines

referenced in this document electronically,

please go to http://www.epa.gov/ocspp and
select ““Test Methods and Guidelines.' The

OECD test guidelines are available from the

OECD Bookshop at http://

www.oecdbookshop.org or SourceOECD at

http://www.sourceoecd.org.

When physical/chemical properties of test

material and/or material characterization

tests are recommended for nanoscale
substances that are the subject of this rule,
you should take into consideration the
characterizations identified in the Guidance

Manual for the Testing of Manufactured

Nanomaterials:

OECD's Sponsorship Programme, which is

available at

http://www.oecd.org/officialdocuments/
displaydocumentpdf/-cote=env/jm/
mono(2009)20/rev & doclanguage=en.

The recommended tests specified in Unit IV.
may not be the only means of addressing
the potential risks of the chemical
substance.

However, submitting a SNUN without any

test data may increase the likelihood that

EPA will take action under TSCA section

5(e), particularly if satisfactory test results

have not been obtained from a prior PMN or

SNUN submitter.

EPA recommends that potential SNUN

submitters contact EPA early enough so that

they will be able to conduct the appropriate
tests.

SNUN submitters should be aware that EPA

will be better able to evaluate SNUNs which

provide detailed information on the

) X2 CTHRBR A2 EiT 5 Z & & EPA 1398 < 425
T %,

ZoOXEFRD OCSPP s fRstHcT 7 &
AT 572 0I1Z1%., http://www.epa.gov/ocspp (2
TrEAL, [FRBAGELOEE 28R 5
Z &, OECD #Brfgstix.
http://www.oecdbookshop.org ® OECD ®~7
v vay 7 XE
http://www.sourceoecd.org @ SourceOECD T
AFARETH 5,

BEERE O ERRIM R B OV ST R
PEALRER S Z ORI ORI R TH DT ) Ar—
VOB U CHERE SN A5 AR ]iE S
5F ) FMORBOTDDOHNA X A~ =2
TIVTCRIE SN B A ZRIC AN D & T
H 5,

http://www.oecd.org/officialdocuments/ d
isplaydocumentpdf/-cote=env/jm/mono(2009)
20/rev & doclanguage=en. TR AJHED
OECD DARH—v v FTFars T h,

BN IV O CHARE S 7= HEDERER 1 3 b 'E
DIFTERIEIRIZ KL D ME—D H1EE TR S
A/AN

LMLt kT —4 72 Lo SNUN @
#EHIX, TSCAt® 27 3 5D T, EPA M
ITENVZ I Z T rIREMEZ M D D AIREMED & %, LA
1> PMN 3% SNUN O#H#E 5 B & DU
RBEE RS SN TR WEAIIHEICZ 9
Th b,

EPA IE 3k SNUN Z#2H L L 9 &5 #F i,
WEI BN TE 5 L 9 Bl EPA IE/E %
sz &Ex2LERLTVWD,

LT OFICET o+ iEmaiettd 5,
SNUN ® 503 EPAIFFHI LT 1 v ) Z &
%Z SNUN #2HEZHITEH L TB{ & TH 5D,
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following:

» Human exposure and environmental
release that may result from the
significant new use of the chemical
substances.

- Potential benefits of the chemical
substances

+ Information on risks posed by the chemical
substances compared to risks posed by

potential substitutes.

IX. Procedural Determinations

By this rule, EPA is establishing certain
significant new uses which have been
claimed as CBI subject to Agency
confidentiality regulations at 40 CFR part 2
and 40 CFR part 720, subpart E. Absent a
final determination or other disposition of
the confidentiality claim under 40 CFR part
2 procedures, EPA is required to keep this

information confidential.

EPA promulgated a procedure to deal with
the situation where a specific significant
new use is CBI, at 40 CFR 721.1725(b)(1).

Under these procedures a manufacturer,
importer, or processor may request EPA to
determine whether a proposed use would be

a significant new use under the rule.

The manufacturer, importer, or processor
must show that it has a bona fide intent to
manufacture, import, or process the
chemical substance and must identify the
specific use for which it intends to
manufacture, import, or process the
chemical substance.

If EPA concludes that the person has shown

a bona fide intent to manufacture, import, or

ALFEWE O EEHMANC L > TR Z W 1ED
N D ZHE J OBREE~ D,

AW E OWTERIFRE,

ALV K o TIRE SN A ERIZOW T
ERREIC X B ERR L T2 B A O R,

IX. FE OBRE

ZOHANZ X - T, EPA X, 40 CFR /X—} 2
} %40 CFR 78— bk 720, 73— K E TD

EPA RUEHIHIOXfG £ 725 CBL & T\ b
—EOBEBEHHFNHEZHE L T\5, 40 CFR
= b 2 O TOREENER R O Ff R E U

DI D Z2 WG iE, EPA 1L Z OfF i a fik
BIZLTBLZENRROLNLTWND,

EPA /. 40 CFR 721.1725(b)(DIcBW T, &
ZHRAI Y CBI T 2 RREIC L9~ 5 Fhi
X AN LT,

INOOFREO T T, M, mAIINLE
THHFRELZAANZ OB O F CEE
A2 500 Wi % EPAIZRD D Z &
MNTED,

B, WA, UM T 2AT 5 F 1L, Oy
Bl A, I T3 52 EEOBERNH
D EERL, EO(LEYE A, A, X
INT3 2 BARR 72 B O BfRIC L7221l
257200,

DA E 2 BiE, A, JUIIM T3 5#F(
EEOEXND D & EPA 23 L7561,
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process the chemical substance, EPA will tell
the person whether the use identified in the
bona fide submission would be a significant
new use under the rule.

Since most of the chemical identities of the
chemical substances subject to these SNURs
are also CBI, manufacturers, importers, and
processors can combine the bona fide
submission under the procedure in
721.1725(b)(1) with that under 721.11 into a
single step.

If EPA determines that the use identified in
the bona fide submission would not be a
significant new use, 1.e., the use does not
meet the criteria specified in the rule for a
significant new use, that person can
manufacture, import, or process the
chemical substance so long as the significant
new use trigger is not met.

In the case of a production volume trigger,
this means that the aggregate annual
production volume does not exceed that
identified in the bona fide submission to
EPA.

Because of confidentiality concerns, EPA
does not typically disclose the actual
production volume that constitutes the use
trigger.

Thus, if the person later intends to exceed
that volume, a new bona fide submission
would be necessary to determine whether
that higher volume would be a significant

new use.

X. SNUN Submissions

According to § 721.1(c), persons submitting a
SNUN must comply with the same
notification requirements and EPA
regulatory procedures as persons submitting

a PMN, including submission of test data on

EPA 3EE# H (bona fide submission) THH &
M L7=FAN RO T TR EERHICH
725 E I EEDEILZD,

ZILH D SNUR O®I4: & 70 DAL WE DL
HITEHR D KE S & £7- CBI TH 5 7-9, ik,
A I T4 5 & 1% 721.17250) (1) D Fht
TO T TOEZRHEZ 721.11 TOZREAD

BT ZENTE D,

EEIRHOF T S 2 SR S
BABIZEZE Lawn, bbb, ZOFHNE
FHT R O BRI TR T 2 T 2 i
7o &7pu & EPA 234l L7236, BB
FIH & U #—(significant new use trigger) %
GIMIRNR Y 1, ZDFILE D FWE %
W, AT T2 ERTXD,

f3EE h U H—(production volume trigger)
DAL, AFHEMELEE) EPA ~DOEE
EHOP T RENTZENEZBB LN &
rEWT 5,

WEMEDREDT=DIZ, EPA X, #HE I3FIH
kU A —(use trigger) & k9~ 2 ZEE O il
FEEHA LT LR,

LI T EDEDPRICEDORBELBA D Z
EEEX LT SA T, Z O8I U7 B EE T
HERICZY T 502 0T 27228 LWy
BEORHENVETH D,

(=N

X. SNUN #H

§721.1(ZhEVy, SNUN Z#H4 25 A%, 40
CFR 720.50 |27l S U5 K 9 7ZpfathE o OBRBE
~DOEBIZONWTORBRT — 7 ORHEE D,

PMN #&H 7 & BRI 2 e O EPA JR
DFNEZHED 2T IUT 7 B 72w,
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health and environmental effects as
described in 40 CFR 720.50.

SNUNSs must be submitted on EPA Form
No. 7710-25, generated using e-PMN
software, and submitted to the Agency in
accordance with the procedures set forth in
40 CFR 720.40 and § 721.25. E-PMN
software is available electronically at http://

www.epa.gov/opptintr/newchems.

XI. Economic Analysis

EPA has evaluated the potential costs of
establishing SNUN requirements for
potential manufacturers, importers, and
processors of the chemical substances
subject to this rule.

EPA's complete economic analysis is
available in the docket under docket ID
number EPA - HQ —OPPT-2013-0100.

XII. Statutory and Executive Order Reviews

A. Executive Order 12866

This rule establishes SNURs for several new
chemical substances that were the subject of
PMNs.

The Office of Management and Budget
(OMB) has exempted these types of actions
from review under Executive Order 12866,
entitled "Regulatory Planning and Review'
(58 FR 51735, October 4, 1993).

(%)

XIII. Congressional Review Act

Pursuant to the Congressional Review Act (5
U.S.C. 801 et seq.), EPA will submit a
report containing this rule and other
required information to the U.S. Senate, the
U.S. House of Representatives, and the
Comptroller General of the United States

SNUN % EPA F8% %5 7710-25 THeHi L,
ePMN ¥V 7 b7 =7 2/ L TERR L. (40
CFR 720.40 K, 1*§721.25 TR SN2 Ffe &
A€ > T EPA [T S 2 T U H 720,
E-PMN V7 U = T3,
http://www.epa.gov/opptintr/newchems. T
AFARETH D,

XI. #REDHT

EPA iX. ZOBAIOXIG & 72 2020 H % fF
ezl A, KON LI 5HFICxd 5
SNUN OMESEMEZRET H 2 LI L HIBTE
) A N ZFEM LTV 5,

EPA OFERIREFEINIE. Ry MES
EPA-HQ -OPPT-2013-0100 N® K4 v MZE
WTHIHAIEETH 5,

XII. ERERUITEMRHEL

AATEARTT 12866
ZOHHANE, PMN OXGTH 720 D00
BFHACEWE D=0 SNUR 2HSET 5,
TEEHPEBOMBIEE L, b,
ITEmAY . BT 5 TRUE R E & OEA ] (58 FR
51735, 1993 410 A 4 H) L T H1TE 4
12866 D T, 2 b DREFEDT 24 % FA bk &
LTW5,

(1)

XIII. BEIBHEIE

HadAE 5 U.S.C.801 LLPICHE- T,
EPA |32 OHAI R OO B 72 i W& & A T2
WisEr BRTOZOMAOAROFIZ, &
KE LB, AR E ThE Ak A RESFHRERE
ZHEHT 5,
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prior to publication of the rule in the Federal
Register.

This action is not a ““major rule' as defined
by 5 U.S.C. 804(2).

List of Subjects

40 CFR Part 9

Environmental protection, Reporting and
recordkeeping requirements.

40 CFR Part 721

Environmental protection, Chemicals,
Hazardous substances, Reporting and
recordkeeping requirements.

Dated:

May 2, 2013.

Maria J. Doa,

Director, Chemical Control Division, Office
of Pollution Prevention and Toxics.
Therefore, 40 CFR parts 9 and 721 are

amended as follows:

PART 9-[AMENDED]
(%)

PART 721-[AMENDED)]

m 3. The authority citation for part 721
continues to read as follows:
Authority:

15 U.S.C. 2604, 2607, and 2625(c).

(&%)

m 6. Add § 721.10663 to subpart E to read as
follows:

§ 721.10663 Functionalized multi-walled
carbon nanotubes (generic).

Chemical substance and significant new
uses subject to reporting.

(1) The chemical substance identified
generically as functionalized multi-walled
carbon nanotubes (PMNP-12-14) is subject

ZoFEEIX, 5U.S.C. 804 (Q TEFIND L
20 TFEEHR T,

kG —ER

40CFRt®Z7 a9

BRETORAE, S M OVLER R R 2,

40 CFR #43 721

BREEIRE, P E, AEWE. R KON
PRFF AT

H

201345 H 2 H,

~U7 «J-. KT,

HYBhIE A EER. WP EERR, RE
L7=MR->T. 40CFR®Z v a2 9 B ON721 1%
UTDOXSIEESNS ;

o 9-UETE]
(&)

2R— b 121-[fETE]

m3./3— bk 721 O 7= OHERFI HIEF| & e & LA
TOXIT7%,

HERR:

15 U.S.C. 2604, 2607, K% 2625(c)

(&)

m6. LLFOXHICHTeL ST, §721.10663 %
BT R—=KNEWZMZ5 :
§721.10663 HREM:(Functionalized)Z% /& 17 —
RF I F a—TEH),
W OXIR & 72 DALTFYVE M OV ZUFTRIA L,

(1) —fric, BREEEMZE I —R T F
2 — 7 L [RE &N DT E (PMN: P-12-14)
X, ZOEiD(@)(2)ME TEial & Fu7- B E L]
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to reporting under this section for the
significant new uses described in paragraph
(2)(2) of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and consumer
activities.

Requirements as specified in § 721.80(),
W)(1), (w)(1),and (x)(1).

(ii) Release to water.

Requirements as specified in § 721.90(a)(1),
(b)(1), and(e)(1).

(b) Specific requirements.

The provisions of subpart A of this part
apply to this section except as modified by
this paragraph.

Recordkeeping.

Recordkeeping requirements as specified in
721.125(a), (b), (c), (d), (), and (k) are
applicable to manufacturers, importers, and
processors of this substance.

Limitations or revocation ofcertain
notification requirements.

Theprovisions of § 721.185 apply to this
section.

(3) Determining whether a specific use is
subject to this section.

The provisions of § 721.1725(b)(1) apply to

this section.

(CLTF4E1)

Ak, ZoHToOREDRG L5,

(2) EZHTHFI I
() PEE. PEMOHEETEE,

§721.80(G). (1), (W)(1) K U )(1)THHA SN
% gt

GDAR~DHH,
§721.90(a)(1), (b)(D L)) THH I L EH
t

(b) 5 & EL A,

ZDON—= b OYTN— K~ ADOHEX, ZDHE
WX TIEESNEZ DL T, ZOHIcS T
TE 5,

RUERIRFE,

721.125(a), (b). (0. (). QKK THEX
N5 XD iR R, O & R,
A, KO T 28 IC#EHIND,

R 7 388 20 A D ) R SV XU

§721.185 DIEIT Z OHICEH S b,
OFEEDOFIRAN Z OFiDR G & 72 2 7%
Héﬁ‘o

§721.1725 (b) (D OHEIT Z O H S
éo
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EH-6C T/ RE—ILMED TSCA 4 R MY ORR CRE)

TSCA Inventory Status of Nanoscale Substances — General Approach

January 23, 2008
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HEL : K[E EPA 78— AX—1 : http'//www.epa.gov/oppt/nano/nmsp-inventorypaper2008.pdf
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TSCA

Substances — General Approach

Inventory Status of Nanoscale

Purpose
The approach outlined in this document
describes how EPA currently determines
whether a nanoscale substance is a “new”
chemical only for the purposes of the Toxic
Substances Control Act (TSCA) Inventory.
The Agency may use different approaches
under its other authorities (e.g., the Federal
Insecticide, Fungicide and Rodenticide Act
(FIFRA))

determinations. In adopting this approach

in making regulatory status
under

TSCA, EPA is not establishing a precedent on
how nanotechnology issues arising under
other EPA other Federal

Government other federal

programs,
agencies, or

statutes will be addressed.

Background
With the

nanotechnology and the

of

introduction of

rapid advancement

nanoscale substances into U.S. commerce, it
the U.S.
Environmental Protection Agency (EPA) to

has become important for
consider the extent to which these substances
may be “new chemical substances” under the
Toxic Substances Control Act (TSCA), and
thus subject to new chemical reporting under
section 5(a) of TSCA. All substances, including
nanoscale substances, that meet the TSCA
definition of chemical substance are subject to

TSCA.

The TSCA Chemical Substance Inventory,

F ) R — VB D TSCA A X2 kY ORI
— T Fa—F

HEY
IOXETHRINDT T —Fik, F A
— VB DN E W E B E(TSCA) A X b
VIZBITD THH) (EFHETHLNE S g
BREREITEPARHAELE D L ICREL T
BN ONWTEHEH L TWD, BREERH#TIX. H
HilT 2R AR ET DB, O Y 5z
XL EF O R BA R R OV R S
(FIFRA)D FC, Bt 7 7a—F2H T
%5, TSCA OFICZOT7 Fu—FZ2HH+T5
BR. BRESORAEITIZ. MhORBERE TOT v T
I, A OEFBUFEEE, ST OEFIER D &
DT /T 7 7 ay—0fEICED L D ITx
et 52 HWNT, JilEZEA S & T5HDT
(ESA4AN

dis 5.
H A&

F T ) a YOS L OKEREEA~D
T R — )VIE DB OKIEBREERGE
JTEPANZ E > T, IO OWENEEWER
HE(TSCA) D T T35 LWMEEWE ] Th D0
E9, LIER- T, TSCA DI 5()Iifidh <
TWDHT LWMESEEICR T 2008 9 0
HEEZET DL ENEEL 2> TE T2, (LFW
BDTSCA ERIZHE D, T/ AT —NVWEEE
T _XTOWEN TSCA DXfG L 725D,

AREOH 8MITHIE STV D TSCA L7

LALEE ORFED AT T VI, TSCAOXG L bewy, OflE LT, &bt & &M, B3, 3. {bhidh,
ZoRa, W, BEWRENDH D, Certain categories of chemical substances are not subject to TSCA.
Examples include foods and food additives, pesticides, drugs, cosmetics, tobacco, nuclear material, or

munitions.
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established under section 8(b) of the Act, is
comprised of substances that are considered to
be “existing” in U. S. commerce. A substance
not already included on the Inventory is
considered to be a “new” chemical substance
pursuant to TSCA section 3(9). Under section
5(a) of TSCA, a person must submit a
Premanufacture Notice (PMN) to EPA at least
90 days before commencing manufacture or
import, for a commercial purpose, of a
chemical substance not on the Inventory,
unless the substance is exempt from reporting
under section 5(h) of the Act.

The notification must include the information
described in subparagraphs (A), (B), (C), (D),
(F), and (G) of section 8(a)(2). After PMN
review and upon receipt of a Notice of
Commencement of Manufacture or Import
(NOC), a chemical substance is added to the
Inventory and becomes an “existing” chemical
substance.

Certain nanoscale substances that will be
manufactured or imported for commercial
purposes are expected to be new chemical
substances and therefore subject to TSCA new
chemical reporting requirements, as are any

other new chemical substances.

that all
nanoscale substances will qualify as new
chemicals under TSCA. EPA thus intends to

determine whether nanoscale substances are

EPA does not expect, however,

new or existing chemical substances based on
the case-by-case approach that the Agency has
historically applied in determining the
Inventory status of chemical substances.

Note that the principles in this paper are not
rules or regulations, nor do they otherwise
impose legally-binding requirements on EPA

or the regulated community.

BA Xy MU, KEFEEOTIC HFEL T
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XIIBEFONFEIME THDLNE I DERET D
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Rather, this paper informs the public of the
approach EPA has historically taken under
TSCA
substances are new, and further informs the

public of EPA’s intention to follow this

in evaluating whether chemical

approach for nanomaterials that are chemical
substances. Interested parties will be free to
the
applicability of these principles and EPA will

raise questions about validity or
consider whether the principles and their
application are appropriate in that context at
that time. Any decision regarding whether a
substance 1s chemical

chemical a new

substance will be made based on the

applicable statutory and regulatory

requirements.

Determination of Whether A Chemical
Substance is New or Existing

Section 3(2)(A) of TSCA defines the term
“chemical substance” to mean “any organic or
inorganic substance of a particular molecular
identity....”. Thus, in determining whether a
chemical substance is a new chemical for
purposes of TSCA Section 5, or instead is an
existing chemical, EPA determines whether
the the

molecular identity as a substance already on

chemical substance has same
the Inventory. A chemical substance with a
molecular identity that is not identical to any
chemical substance on the TSCA Inventory is
considered to be a new chemical substance
(l.e. not on the Inventory); a chemical
substance that has the same molecular
identity as a substance listed on the Inventory
is considered to be an existing chemical

substance.
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Molecular Identity of a Chemical Substance
In general, a molecule is the smallest unit of
matter that retains all of its chemical
properties. Molecules that are made up of two
or more atoms of like or different elements are
held together by chemical bonds, with the
principal types of chemical bonds being the
ionic, covalent, and metallic bonds.

EPA views molecular identity as being based
on such structural and compositional features
as the types and number of atoms in the
molecule, the types and number of chemical
bonds, the connectivity of the atoms in the
molecule, and the spatial arrangement of the
atoms within the molecule.

EPA considers chemical substances that differ
in any of these structural and compositional
features to have different molecular identities.

For EPA

substances have

considers chemical

different

example,
to molecular
identities for the purposes of TSCA when

they:

* have different molecular formulas, i.e., they
have the same types of atoms but a different
number of atoms, e.g., ethane (C2He) and
propane (CsHs), or they have the same
number of atoms but different types of atoms,
e.g., (CH3Br)
chloromethane (CHsCl), or they differ in both

the types and numbers of atoms.

bromomethane and

* have the same molecular formulas but have
different atom connectivities, i.e., they have
the same types and number of atoms but are

structural isomers (e.g., nbutane and

isobutane) or positional isomers (e.g.,

1-butanol and 2-butanol).
* have the same molecular formulas and atom
but have different

connectivities spatial

arrangements of atoms, e.g., they have the
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same types, number, and connectivity of
atoms but are isomeric (e.g., (2)-2-butene and
(E)-2-butene).

* have the same types of atoms but have
different crystal lattices, i.e., they have
different spatial arrangements of the atoms
comprising the crystals, e.g., anatase (atoms
arrayed tetragonally) and brookite (atoms
arrayed orthorhombically) forms of titanium
dioxide.

+ are different allotropes of the same element,
e.g., graphite (carbon atoms arranged in
hexagonal sheets with each atom bonded to
three other atoms in the plane of a given
sheet) and diamond (carbon atoms arranged
in a tetrahedral lattice with each atom bonded
to four other atoms).

isotopes of the

have different same

elements.

Molecules can themselves be arranged or
aggregated into particles or other physical
forms of various types, shapes, and sizes with
concomitant physical properties. EPA does not
consider these particles or physical forms
themselves to be different molecules with
different molecular identities, but rather to be
aggregates of molecules that have the same
molecular identity, with no chemical bonding
between the molecules. Consequently, EPA
has not treated the mere aggregation of
molecules into particles or varying physical
to
substances with different molecular identities
for the purposes of TSCA.

forms result in different chemical

Fundamental to TSCA is the identification of

chemical substances as precisely as

practicable for listing on the TSCA Inventory.

Class 1 substances can be represented by a
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structure and specific
Class 2

including UVCB substances (substances of

distinct chemaical

molecular formula. substances,
Unknown or Variable composition, Complex
reaction products, and Biological materials),
are an extremely broad category of chemical
substances that cannot be represented by
unique chemical structures or, in most cases,
by unique molecular formulas.

They can, however, be described using either
partly indefinite names indicating variable
structures (e.g., heptene), or names that are
descriptive of complex or poorly defined
compositions (e.g., tall-oil fatty acids), or that
include sets of compositional characteristics

(e.g.,C15-18 .alpha.-alkenes).

UVCB substance names may also include a

supplemental  definition (e.g., pentene,
hydroformylation  products, with  the
supplemental definition “A complex

combination of products produced by the
hydroformylation of pentene. It consists
predominantly of C5 olefins and paraffins, C6
alcohols and aldehydes, and C18 acetals and
boils in the range of approximately 45 degrees
C to 290 degrees C...”).

Class 2
indefinite, variable, or complex structures,
of

compositional characteristics, are considered

substances that differ in such

descriptive  compositions, or  sets
different chemical substances with different

molecular identities for the purposes of TSCA.

Since EPA generally has not considered
units of matter beyond molecules, such as
physical aggregates, to be reportable to the
TSCA Inventory, EPA has not used particle
size to distinguish for Inventory purposes two
substances that are known to have the same
identity. Under of

molecular principles
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traditional chemistry these different forms of
such substances would not be considered
different chemicals. However, the form in
which a chemical is manufactured, processed,
used, or disposed of may play a role in
evaluating the risk of a substance and
considering whether to address it in some
fashion under TSCA.

TSCA Inventory Determination of Nanoscale
Substances

As stated above, historically, EPA has not
used particle size to distinguish substances
that are known to have the same molecular
TSCA

determining whether

identity for the purposes of the

Inventory. In a
nanoscale substance is a new or existing
chemical, the Agency intends to continue to
apply its current Inventory approaches based
on molecular identity, rather than focus on

physical attributes such as particle size.

New Chemicals

A chemical substance with a molecular
identity that is not identical to any substance
on the TSCA Inventory is considered to be a
new chemical (i.e., not on the Inventory). A
nanoscale substance might not have a
non-nanoscale counterpart with the same
molecular identity (e.g., nanotubes and carbon
fullerenes), or a substance might be found in
both nanoscale and non-nanoscale forms, but
if the substance has not been reported
previously to EPA and placed on the
Inventory in either form, it is considered a
new chemical.

A substance of this type would be subject to
PMN reporting requirements regardless of
whether it 1s manufactured or imported in the

nanoscale form or the nonnanoscale form.
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When manufacture or importation commences
and the substance is added to the Inventory,
the listing is considered to encompass both
nanoscale and nonnanoscale forms of the
substance. Consequently, subsequent forms of
the substance manufactured or imported,
whether nanoscale or macroscale, which have
the

considered existing chemical substances.

same molecular identity, would be

Systematic chemical nomenclature
conventions may not exist for all nanoscale
substances identified as new chemicals. In
these cases, EPA will likely need to apply new
nomenclature conventions to fully, uniquely,
unambiguously, and consistently identify and
name these new chemical substances for the
purposes of the TSCA Inventory. As with
EPA

expects that new nomenclature conventions

existing nomenclature conventions,
developed for Inventory listing of these novel

substances will include data elements
necessary to describe and distinguish their
unique molecular identities but will not
describe different physical forms (e.g., particle

sizes) of these new substances.

In the interim, EPA intends to describe new

chemical  substances  (including new
substances that exist in nanoscale forms) to
the best of its ability for listing these
substances on the Inventory, recognizing that
names assigned to these substances and even
their Inventory status may change once
nomenclature conventions are developed. As
necessary, EPA will provide interim guidance
on molecular identity data elements that
could be used by the notifier and the Agency to
identify and name these new chemical

substances for listing on the Inventory.
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Existing Chemicals
Under the approach outlined in this paper, a
nanoscale substance that has the same
molecular identity as a substance listed on the
Inventory (whether or not reported to the
Agency as being manufactured or processed in
nanoscale form) is considered an existing
the

non-nanoscale forms are considered the same

chemaical, l.e., nanoscale and
chemical substance because they have the
same molecular identity.

EPA’s rationale for considering this group of
nanoscale substances to be existing chemicals
is based on the TSCA definition of “chemical
substance.” Although a nanoscale substance
that has the same molecular identity as a
listed the

Inventory differs in particle size and may

non-nanoscale substance on
differ in certain physical and/or chemical
properties resulting from the difference in
particle size, EPA considers the two forms to
be the same chemical substance because they
have the identity. The
Inventory listing in this case is considered to
both  the

nonnanoscale forms of the substance and, as

same molecular

represent nanoscale and
such, does not distinguish between two forms
having the same molecular identity that differ
only in particle size and/or physical/chemical
properties resulting from the difference in

particle size.

Assistance to Manufacturers and Importers

In order for manufacturers or importers of
nanoscale substances to determine whether
their substances are new or existing
chemicals, and thus whether they are subject
to PMN EPA

encourages companies to contact the New

reporting requirements,

Chemicals Program to arrange a pre-notice
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consultation or to submit a request for an
Inventory search under the bona fide intent to
manufacture provision in 40 CFR §720.25.

As EPA cannot always judge a priori if a
nanoscale substance has a molecular identity
that is identical to a substance listed on the
Inventory, EPA may require certain data on
the nanoscale substance in order to determine
whether it is an existing chemical covered by
an existing Inventory listing, or whether it is
a new chemical subject to PMN reporting

requirements.
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