


monitors, certain electrical solders, and certain other electrical components may contain lead at
levels that exceed the CPSIA lead limits.

Accessibility

Some lead-containing component parts of electronic devices are, by design, not accessible to
children because the lead is fully enclosed within a component that is itself within the electronic
device. Other components could be made to be inaccessible after consideration of normal and
reasonably foreseeable use and abuse by children. Accessibility of the lead-containing
component may be evaluated through application of the accessibility probes described in 16 CFR
§§1500.48-1500.49, before and after use and abuse tests at 16 CFR §§1500.50-1500.53
(excluding the bite test). If a component is not accessible to a child, it is not subject to the lead
limits. ‘

International regulations and possible exclusions

Certain components cannot be produced without lead for safety reasons and cannot be made
physically inaccessible. An example is a cathode ray tube, in which the lead in the glass protects
users from the x-ray radiation generated by the device.

The European Union and other countries and authorities have adopted restrictions on the use of
lead and other chemicals in electronic devices. The purpose of the restrictions is to address
concerns related to human health and environmental impacts of waste electrical and electronic
equipment. European Union Directive 2002/95/EC (attached Appendix A)* on the restriction of
the use of certain hazardous substances in electrical and electronic equipment (often abbreviated
as EU RoHS), implemented July 1, 2006, specifies that substances such as lead be substituted

with safer materials. The directive specifies a maximum concentration for lead of 0.1 percent

(cquivalent to 1000 parts per
device.

million [ppm]) in each homogeneous material in an electronic

The directive allows certain exemptions “if substitution is not possible from the scientific and
technical point of view or if the negative environmental or health impacts caused by substitution
are likely to outweigh the human and environmental benefits of the substitution,” but it also
specifies that exemptions must be reviewed at least every four years with the aim of removing
such exemptions if it becomes technologically or scientifically possible to replace the lead in a
particular application. Most exemptions refer to specific types of products or components or
other applications without providing restrictions on lead concentration. Other exemptions allow
applications that exceed the generally applicable 1000 ppm limit for lead content, but specify
alternate maximum lead concentrations for the indicated materials. There is no exemption in the
directive based on inaccessibility, since the goal is to restrict the overall use of lead in products.

Some of the EU RoHS exemptions involve lead-containing components that would likely be
inaccessible to children using electronic devices. Under the CPSIA, if the component is not
accessible to a child, it would not be subject to the lead limits. The staff believes that some
exempted uses of lead cannot be made inaccessible, such as the cathode ray tubes discussed
above, and certain other components that create electrical connections or that are required for
product functions.

? European Union Directive 2002/95/EC and amendments to the directive are available at
http://eur-lex.europa.eu/en/index. htm.



Because the EU RoHS exemptions were established in part considering the technological
feasibility of limiting the use of lead, the staff recommends that the Commission consider
adopting, as exemptions to the CPSIA lead limits for electronic devices, the exemptions
published in the Annex to the Directive 2002/95/EC, provided that the exemption is based on a
functional requirement both for the use of a lead-containing component and for the use of lead in
such component (Appendix B). The existing EU RoHS exemptions for cathode ray tubes and
certain components or the metal alloys used to make certain components allow the use of lead in
applications for which substitution of the lead is not yet feasible. On the other hand, the
directive provides an exemption for crystal glass used solely for decorative purposes. Since such
use is not required for the function of the electronic device, the staff recommends that if the
Commission adopts the EU RoHS exemptions, the crystal glass exemption and any other
exemption for decorative or non-functional uses of lead should not be extended to children’s
electronic devices subject to the CPSIA lead limits.

Other considerations

Some components of electronic devices may be removable or replaceable. For example, battery
packs and light bulbs may be provided as spare or replacement parts. Until such components are
installed in the product, lead-containing parts may be accessible to a child. However, the staff
recommends that spare parts or other removable components be considered inaccessible under
the provisions of the CPSIA, provided that the lead-containing component is inaccessible when
the product is assembled in functional form or if the component meets the criteria for exemption,
such as under the possible exemptions with respect to EU RoHS.

All component parts of electronic devices that cannot be made inaccessible and that may not be
excluded on the basis of exemptions such as those in the EU RoHS legislation must comply with
the lead limits specified in the CPSIA if compliance is technologically feasible. The staff
specifically refers to materials or components that comply with the EU RoHS directive on the
basis of the general lead limit at 1000 ppm. The staff notes that the implementation of EU RoHS
and similar regulations has resulted in enormous advances in electronics technologies. On the
basis of preliminary and limited information obtained by the staff, the staff believes that in many,
if not most, cases, materials and components used in electronic devices that meet the 1000 ppm
limit will also meet the CPSIA’s 600 ppm limit, possibly the 300 ppm limit, and even the 100
ppm limit in some cases. Therefore, the staff’s expectation is that, with the exception of a few
particular applications such as cathode ray tubes, electronic devices will comply with the CPSIA
cither through meeting the lead content limits or through the exception for inaccessibility of lead-
containing component parts.

Because of the changing state of technology and continuing progress in replacing lead with other
substances, staff will reevaluate the technological feasibility of compliance with the lead limits
for electronic devices, including the status of EU RoHS limits and exemptions, at intervals of
less than five years.

Conclusions

The staff believes that the current approach under existing regulations and voluntary standards
for evaluating whether potentially hazardous sharp points or edges of children’s products are
accessible to a child is appropriate for gauging accessibility of lead-containing component parts
of children’s products. The established test procedures measure physical accessibility, i.e., the
ability of children to contact lead-containing parts with their fingers. Further, the staff concludes



that a reasonable application of use and abuse testing, as described in existing regulations and
voluntary standards, is appropriate to assess the possibility that product breakage or children’s
activities could result in lead-containing component parts becoming accessible to a child.

For electronic devices, certain lead-containing components cannot be made inaccessible to
children. Given that it is not technologically feasible to eliminate the use of lead or reduce the
levels used in certain components, the staff recommends that the Commission adopt, as
exemptions from the CPSIA lead limits for electronic devices, the exemptions published in the
EU RoHS directive, provided that the exemption is based on a functional requirement both for
the use of a lead-containing component and for the use of lead in such component. Specifically,
the staff recommends that if the Commission adopts the EU RoHS exemptions, the crystal glass
exemption and any other exemption for non-functional uses of lead should not be extended to
children’s electronic devices subject to the CPSIA lead limits.

The staff notes that in many cases, materials and components used in electronic devices that meet
the 1000 ppm limit specified in EU RoHS will also meet the CPSIA’s 600 ppm limit, possibly
the 300 ppm limit, and even the 100 ppm limit in some cases. If the Commission adopts
exemptions such as those in the EU RoHS legislation, then electronic devices could comply with
the CPSIA by meeting any one of three conditions: 1) by meeting the lead content limits of the
CPSIA; 2) by meeting the requirements for inaccessibility of lead-containing component parts;
or 3) on the basis of the allowed exemptions.

Staff will reevaluate the technological feasibility of compliance with the lead limits for electronic
devices, including the status of limits and exemptions in EU RoHS, or similar legislation, if
adopted, at intervals of less than five years.
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SUBJECT : Response to Public Comments* "

Introduction

The Consumer Product Safety Improvement Act of 2008 (CPSIA) establishes limits for lead
content of children’s products and provides for certain exclusions from compliance with the
specified lead limits.

On September 26, 2008, the staff posted on the CPSC website a request for public comments on
CPSIA section 101(b)(2), Exception for Inaccessible Component Parts, and section 101(b)(4),
Certain Electronic Devices. In particular, the staff requested comments and information on lead-
containing component parts of children’s products; whether any children’s product contains lead-
containing component parts that are inaccessible, and the reasons why such component parts are
considered inaccessible; whether test methods or processes exist that are used or may be used to
assess the accessibility by children of component parts of products; whether it is technologically
feasible to achieve the lead limits in all parts of children’s electronic devices; and whether
children’s electronics were or could be compliant with other regulations that restrict lead content
of products. The comment period closed October 31, 2008.

Twenty-nine comments were received through November 14, 2008. All of the comments
received were from firms, representatives of firms, industry associations, or industry consultants.
This memorandum provides a summary of the submissions and the staff’s responses to them.
Similar or related comments are addressed together under a single issue category. Comments
that were not related to the requested information are not addressed here. The index of the public
comments is in Appendix A.

I. Comments on CPSIA section 101(b)(2), Exception for Inaccessible Component Parts

Seventeen comments addressed issues related to accessibility or inaccessibility of lead-
containing component parts of children’s products, including methods for evaluating
accessibility.

*These comments are those of the CPSC staff, have not been reviewed or approved by, and may
not necessarily reflect the views of, the Commission.




Comment: Accessibility or inaccessibility of lead-containing components.

Three commenters (11, 23, 27) discussed fully enclosed parts that should be deemed
inaccessible. Four commenters (12, 13, 15, 24) asserted that accessibility should refer to
exposure to lead, e.g., leaching of lead from the product, not physical accessibility. Two
comments (18, 25) suggested that only materials that physically degrade or break down should
be considered as resulting in accessibility. Fourteen (1,3,7,13, 14,15, 18, 19, 20, 22, 23, 24,
25, 26) stated that accessible parts should be only those that are ingestible, and refer to testing for
small parts. Seven comments (1,7,14,15, 19, 21, 25) stated that the use of tools should not be
considered in evaluating accessibility.

CPSC Staff Response:

The CPSIA specifies that accessibility is defined as physical contact with lead-containing
component parts. The staff would consider that an accessible component part of a children’s
product is one that a child may touch, and an inaccessible component part is one that is located
where a child cannot touch it. Thus, the staff agrees that enclosed component parts of a product
could be considered inaccessible, and has recommended means (o test accessibility of potentially
lead-containing component parts through application of accessibility probes and use and abuse
testing.

Further, the staff would consider an accessible component part as one that a child may simply
touch or place in the mouth, not just a component part that a child might ingest, since exposure to
lead may occur during direct mouthing of an object or mouthing of fingers/hands. In addition, a
definition of accessibility that refers solely to exposure to lead, e.g., resulting from leaching of
lead from a part, or degradation of a material, is not consistent with the definition of accessibility
provided in the CPSIA.

The staff agrees that intentional disassembly of products by children through the use of tools
should not be considered as making otherwise inaccessible parts accessible in the evaluation of
products for accessibility of lead-containing components.

Comment: Accessibility probes.

Several commenters (7, 11, 13, 14, 15, 24) suggested that the accessibility probes for evaluating
accessibility of sharp points or sharp metal or glass edges could be used to evaluate accessibility
of lead-containing components.

CPSC Staff Response:

The staff agrees that the accessibility probes could be used to determine whether a lead-
containing component part of a product is accessible to a child.

Comment: Use and abuse tests.

Three commenters (3, 13, 15) suggested that use and abuse tests could be used to assess whether
a product contains ingestible small parts.

CPSC Staff Response:

The staff agrees that appropriate use and abuse tests could be part of an evaluation of whether
certain component parts of a product become accessible to a child during normal and reasonably
foreseeable use and abuse of the product by a child. However, the staff does not agree that
accessibility refers only to ingestion of lead-containing components. Rather, the definition of



accessibility provided in the CPSIA is physical contact with lead-containing component parts,
and the staff considers this to include touching, placing in the mouth, or ingestion of a part of a
product.

II. Comments on CPSIA section 101(b)(4), Certain Electronic Devices
Fourteen comments addressed the use of lead in children’s electronic devices.

Comment: Technological feasibility of compliance of electronic devices.

Eight comments (7,12,13,14,19,21,22,29) addressed the issue of the technological feasibility of
certain electronic devices meeting the CPSIA lead limits, indicating that for certain materials or
parts, it would be difficult to achieve the specified maximum lead limits. One commenter (19)
interpreted technological feasibility as referring to cost-benefit analysis.

CPSC Staff Response:

The CPSIA provides that the Commission shall issue regulations concerning certain electronic
devices to eliminate or minimize the potential for exposure to and accessibility of lead in such
electronic devices if it is not technologically feasible to comply with the lead limits set by the
Act. The staff reccommendations concerning certain electronic devices are based in part on the
information provided by these commenters, along with other information available to the staff,
and acknowledge the difficulty in attaining compliance with the CPSIA for certain materials or
products. The staff notes that technological feasibility as defined in the CPSIA means
commercial availability of materials or parts, or the possible future availability of materials or
parts. It does not refer to economic considerations, such as cost-benefit analysis.

Comment: Inaccessibility of electronic device components.

Six commenters (1,7,13,14,15,19) addressed inaccessibility of lead-containing components of
electronic devices. Comments discussed electronic components that are generally enclosed
within the product, as well as the idea that only ingestible parts should be considered accessible,
and refer to small parts testing.

CPSC Staff Response:

The CPSIA specifies that accessibility is defined as physical contact with lead-containing
component parts. The staff would consider that an accessible component part of a children’s
product is one that a child may touch or place in the mouth, not just a part that a child might
ingest. The staff agrees that physical inaccessibility refers generally to a component part that is
located inside a product that a child cannot touch. Staff recommends the use of accessibility
probes, as well as appropriate use and abuse testing, to evaluate access to lead-containing
component parts.

Comments: Compliance with other regulations restricting lead content of electronic
devices.

Several commenters (4,7,9,13,14,15,16,19,21,25,29) mentioned other standards that address the
use of lead in electronic devices, specifically the European Union Directive 2002/95/EC on the
restriction of the use of certain hazardous substances in electrical and electronic equipment
(often abbreviated as EU RoHS). Most commenters stated that EU RoHS requirements would be
appropriate for regulating children's electronic products. One commenter (7) cautioned that the



EU RoHS directive does not allow an exemption for inaccessible parts and should not be adopted
for use in the U.S,

CPSC Staff Response:

Because the staff recognizes that it is currently not technologically feasible for certain parts of
electronic devices to comply with the CPSIA lead limits, and because the exemptions published
in the Annex to EU Directive 2002/95/EC (EU RoHS) are based in part on scientific and
technological feasibility, the staff is recommending that the Commission adopt, as exclusions to
the CPSIA lead limits for electronic devices, those exemptions, provided that the EU RoHS
exemption is based on a functional requirement both for the use of a lead-containing component
and for the use of lead in such component. Specifically, the staff recommends that if the
Commission adopts the EU RoHS exemptions, the crystal glass exemption and any other
exemption for uses of lead that are solely decorative or otherwise non-functional should not be
extended to children’s electronic devices subject to the CPSIA lead limits. The staff has noted
that the EU RoHS directive does not allow exemptions based on inaccessibility, since the goal of
EU RoHS is to restrict the overall use of lead in products. Because the CPSIA allows exclusion
from the lead limits for component parts that meet the CPSIA requirements for inaccessibility,
the staff does not recommend that the EU RoHS directive be adopted in its entirety.

The staff notes that the general lead limit in the EU RoHS directive is 0.1 percent (equivalent to
1000 parts per million [ppm]), while the CPSIA limits are 600 ppm as of February 10, 2009,
300 ppm as of August 14, 2009, and 100 ppm as of August 14, 2011, if technologically feasible.
The staff is recommending that if the Commission adopts exemptions such as those in the EU
RoHS legislation, then electronic devices could comply with the CPSIA by meeting any one of
three conditions: 1) by meeting the lead content limits of the CPSIA; 2) by meeting the
requirements for inaccessibility of lead-containing component parts; or 3) on the basis of the
allowed exemptions.
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