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Attached for the Commission’s consideration is a draft Federal Register notice that
would issue a notice of proposed rule establishing a publicly available consumer product
safety information database. Section 212 of the Consumer Product Safety Improvement Act
of 2008 amended the Consumer Product Safety Act to add a new section 6A requiring the
Commission to establish and maintain a publicly available, searchable database on the safety
of consumer products and other products or substances regulated by the Commission. The
draft proposed rule would interpret the various statutory requirements pertaining to
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submitting reports of harm; providing notice of reports of harm to manufacturers; publishing
reports of harm and manufacturer comments in the database; and procedures for identifying
and dealing with confidential and materially inaccurate information.
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B. Do not approve publication of the draft notice in the Federal Register.

(Signature) (Date)

C. Publish the draft notice in the Federal Register with changes (please specify).

(Signature) (Date)

D. Other (please specify).
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INTRODUCTION

Section 212 of the Consumer Product Safety Improvement Act of 2008 (“CPSIA”, Pub.
L. 110-314) amends the Consumer Product Safety Act (“CPSA”) to add a new section 6A.
Section 6A of the CPSA requires the U.S. Consumer Product Safety Commission (“CPSC” or
“Commission”) to establish and maintain a publicly available, searchable database on the safety
of consumer products, and other products or substances regulated by the Commission, which is
accessible to the public through the Commission’s web site. Pursuant to section 6 A(a)(3) of the
CPSA, the public database must be established not later than 18 months after the Commission
submits a plan to Congress regarding the database under section 6A(a)(2). Such plan was
submitted to Congress on September 10, 2009, which means the database must be established not
later than March of 2011.

This memorandum contains the staff’s recommendations for interpreting the statutory
requirements for inclusion of the following information in the publicly available database:

e reports of harm relating to the use of consumer products or other products or
substances regulated by the Commission,; ,

e information derived by the Commission from mandatory and voluntary recall
notices;

e manufacturer and/or private labeler comments regarding reports of harm; and

e additional information the Commission has determined is in the public interest to
include in the public database.

This memorandum also contains the staff’s recommended interpretation of the statutory
requirements for:
¢ providing notice of reports of harm to the relevant manufacturer or private labeler;
¢ reporting incidents of harm to the public in the public database;
¢ and procedures for dealing with confidential and materially inaccurate
information.

The staff’s recommendations have been incorporated into the attached notice of proposed
rulemaking (“NPR”) regarding the publicly available consumer product information database
(“public database”). Also, attached for your review and consideration are the staff’s
recommended responses to comments received in response to a public hearing held on
November 10, 2009, and a public workshop held January 11 and 12, 2010, which have been
incorporated into the NPR.

STAFF RECOMMENDATIONS REGARDING INTERPRETATION OF SECTION 6A
OF THE CPSA, AS AMENDED BY SECTION 212 OF THE CPSIA'

! Staff recommends that the notice of proposed rulemaking solely address issues of statutory interpretation of section
6A of the CPSA. Although the Commission has solicited, and will continue to solicit comments from the public
with regard to the design of the public database, design issues devoid of substantive implications for the database are
not addressed as part of the rulemaking.
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Section 212 of the Consumer Product Safety Improvement Act of 2008 (“CPSIA”) (Pub.
Law 110-314) amended the Consumer Product Safety Act (“CPSA”) to create a new section 6A
of the CPSA, titled “Publicly Available Consumer Product Safety Information Database.”
Section 6A(a)(1) of the CPSA states that the Commission shall “establish and maintain a
database on the safety of consumer products, and other products or substances regulated by the
Commission....” The statute provides that the database must be publicly available, searchable,
and accessible through the Commission’s website.

L. Content Requirements

Pursuant to section 6A(b)(1) of the CPSA, the public database must contain:

(1) reports of harm, meaning reports of injury, illness, or death, or reports of any
risk of injury, illness or death as determined by the Commission, relating to the
use of consumer products or other products or substances regulated by the

Commission;

(ii) information derived by the Commission from voluntary and mandatory recall
notices; and

(1i1) comments that a manufacturer or private labeler of a consumer product wants

to include about a report of harm involving its product. Further, section
6A(b)(3) of the CPSA requires the Commission to include in the database,
consistent with the requirements of section 6(a) and (b)of the CPSA, any
additional information it determines to be in the public interest. Each of the
statutory content requirements is set forth below along with the staff’s
recommendations.

A. Reports of Harm Relating to the Use of Consumer Products or Other
1. What is a “Report of Harm”?

Although the statute requires that the public database include “reports of harm,” the
statute uses the term without definition. See, e.g., section 6A(b)(1)(A) of the CPSA (“Reports of
harm relating to the use of consumer products, and other products or substances regulated by the
Commission, that are received by the Commission...”). Based on the minimum information
required for a report of harm to be included in the public database as set forth in section
6A(b)(2)(B) of the CPSAZ, the staff concludes that Congress uses the term “reports of harm” to
refer to what the Commission currently regards as consumer product incident reports, or incident
reports. Accordingly, the staff recommends that the rule define “report of harm™ as follows:

% To be included in the public database, the statute requires that the following information be provided: a description
of the consumer product; identification of the manufacturer or private labeler; a description of the harm relating to
the consumer product; contact information of the person submitting the report; verification that information in the
report is true and accurate; and consent to include the report in the public database. Section 6A(b)(2)(B) of the
CPSA.
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Report of harm means any information provided by a person or entity
regarding an injury, illness, or death, or any risk of injury, illness or death as
determined by the Commission, relating to the use of a consumer product or
other product or substance regulated by the Commission. A report of harm
may also be referred to as a consumer product incident report, or incident
report.

2. Who may submit reports of harm?

Section 6A(b)(1)(A) of the CPSA requires the public database to include reports of harm
relating to the use of consumer products or other products or substances regulated by the
Commission received by the Commission from:

1) consumers;

(ii)  local, State, or Federal government agencies;

(iti)  health care professionals;

(iv)  child service providers; and

(v) public safety entities.

Staff notes the breadth of the entities listed in section 6 A(b)(1)(A) of the CPSA and
concludes that the list is intended to be non-restrictive. Accordingly, staff recommends that,
except for information collected through the National Electronic Injury Surveillance System
(“NEISS”), which is information collected by selected hospital emergency rooms, and except for
information collected through Death Certificates, all reports of harm (or “incident reports™)
related to use of a consumer product or other substance regulated by the Commission, be
collected through the same incident report form, regardless of who is submitting the report of

harm’.

Selected information from all reports of harm that meet the minimum statutory
requirements for inclusion in the public database, regardless of source, should be available in the
public database, which should be accessible through the Commission’s web site as set forth in
more detail below.

Note that the staff recommends collecting more information on each report of harm than
it recommends the Commission report back out to the public. For example, although the
Commission will collect Personally Identifiable Information (PII) from each submitter, such
contact information cannot, by law, be reported in the public database.

Collection of all reports of harm on the same incident report form is a change from the
current system employed by the CPSC, where currently a separate form exists on the CPSC’s
website for:

(i) Consumers;
(i1) State Attorneys General and Health Departments, Fire, Police and Insurance
Investigators;

(iii)  Physicians and Health Care Professionals for patient injuries and deaths;

* Information reported by firms under section 15 and in other voluntary reporting will be accepted in the same way
that it is processed today. This staff memo does not address revisions to section 15 and other voluntary reporting.
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(iv)  Coroners and Medical Examiners (MECAP reports). The staff recommends that
these individual website forms be consolidated into one collection form located in
one location on the public website.

The staff recommends the following non-exhaustive list of examples of persons or
entities that may fall within the specified list of persons for each statutorily-enumerated class of
persons at section 6A(b)(1)(A) of the CPSA that may enter a report of harm into the public
database:

(1) consumers include, but are not limited to, the user of the
consumer product for which a report of harm is submitted, family
member or relative, parent, guardian, friend, or observer;

(ii) local, State, or Federal government agencies include, but are
not limited to, state attorneys general, social services, child protective
services, state agencies, other federal agencies including DoD (military),
or school systems;

(iii) kealth care professionals include, but are not limited to,
medical examiners, coroners, physicians, nurses, physician’s assistants,
hospitals, chiropractors, acupuncturists, elder care assistants, private care
providers, midwives, or poison control centers;

(iv) child service providers include, but are not limited to, day
care centers, day care providers, child-care providers, pre-kindergarten
school or care providers; and

(v) public safety entities include, but are not limited to, police,
fire, ambulance, emergency medical services, federal law enforcement or
other public safety official.

In addition to the statutorily-enumerated list of submitters, the staff proposes that the
following additional categories of persons be allowed to enter reports of harm into the public
database under the rubric of “Other” and that the Commission capture the type of person entering
the report:

(vi) Other submitters include, but are not limited to, attorneys,
professional engineers, investigators, non-governmental organizations, consumer
advocates and advocacy organizations, and trade complaints.

In the case of media reports for incidents related to the use of consumer products, the
staff enters such information in Injury or Potential Injury Incident (IPII). Unless reported
independently or subsequently verified by the staff, staff does not believe that these news-related
entries will ever meet the statutory minimum for inclusion in the public database, because such
information will not always contain a detailed description of the consumer product,
manufacturer, or harm, nor will it contain contact information for the victim, the incident
reporter’s verification of accuracy, or the incident reporter’s consent to publish the information.



Exceptions
a. NEISS Data

Staff concludes that NEISS data should not, at this time, be migrated to the public
database. NEISS data is already publicly available for search on the Commission’s web site.
NEISS should remain separately searchable since its records are collected from a statistically
selected sample of US emergency rooms and its primary value is in producing national estimates
of product related injuries. Moreover, only a very small percentage of the records include any
information to identify the brand or manufacturer of the product(s) involved. Most brand names
provided in NEISS records either pertain to products outside CPSC jurisdiction (e.g. drugs, cars)
or are brand names that are commonly used to generically reference a product.

b. Death Certificates

The staff recommends that death certificate data purchased from the fifty states and
District of Columbia also should not, at this time, be migrated to the public database. These
records have limited detail concerning the circumstances of the fatal injury (for example,
“drowned in hot tub”) and rarely mention the brand name of an involved product. Those that are
mentioned are usually genericized trademarks.

¢. Reports from Minors

The staff recommends that minors under the age of 18 not be allowed to submit a report
of harm in the public database without the consent of a parent or guardian as the named contact
person. First, a minor below the age of 18 is not of the legal age of consent in many
jurisdictions, and thus may not be able to meet the minimum statutory requirement for inclusion
of information in the public database. Second, the staff wants the information to be accurate, and
having a parent or guardian review the information may improve accuracy. Third, the report of
harm may include sensitive information about an injury, risk of injury, or medical treatment
related to a minor that a parent or guardian would want to review or have knowledge of before a
minor submitted such information for publication in the public database.

In order to ensure that an adult can be reached for verification of the information
submitted, the staff recommends that unless a parent or guardian consents, no information about
a minor be published in the public database.

b. How can reports of harm be submitted to the CPSC?

Section 6A(b)(2) of the CPSA provides that the Commission must allow reports of harm
for submission in the publicly-searchable database also be able to be submitted to the CPSC
electronically, telephonically, or via paper-based means. As discussed above, the Commission
has already begun the process of creating a new web-based system for the entry of reports of
harm. Set forth in more detail below is the staff’s recommendations with regard to the various
methods of submission of reports of harm for the public database.



a. Web-based submissions

Except as set forth above, staff recommends that all submissions of reports of
harm be submitted via a consolidated incident report form available on the CPSC’s web
site. This form will be available on the CPSC’s web site at all times the CPSC’s web
site is operational.

The staff further recommends that users who have started, but not completed, a
report of harm be given the option of saving and completing a report of harm at a later
time. For example, users can begin the process of entering a report of harm, but may
need to acquire additional information before submitting the report for inclusion in the
public database. Staff recommends they be provided an option for saving the draft
report of harm and returning to complete the information at a later time.

The staff recommends that the Commission collect and maintain all reports of
harm, even from anonymous submitters and reports that are incomplete. However, only
reports of harm that meet the minimum criteria for publication in the public database, as
set forth below, will be available for review and search in the public database. Reports
of harm that do not meet the minimum requirements will be maintained for appropriate
Commission use. *

b. Paper Submissions

Paper submission of incident reports are currently submitted through letters to
the Commission. These reports are usually received via US Postal Mail by the Office of
the Secretary. The Office of the Secretary sends paper submission either to the
Directorate of Epidemiology for coding and response or, in the case of a submission
relating to a product not regulated by the Commission, to the appropriate federal
regulatory agency.

In order to be included in the public database, all reports of harm, regardless of
how they are received by the Commission, must meet certain minimum requirements,
which include, among other things, that reports be verified by the submitter for
accuracy and that the submitter consent to inclusion of the report in the public
database’.  Accordingly, the staff recommends that paper submissions which do not
follow the incident report form being developed for the CPSC web site, be returned to
the submitter for further completion, verification and consents. The staff recommends

* Appropriate “Commission use” as used throughout this document means the collection and use of data for all
required or intended purposes of sections 5(a) and 6A of the CPSA, including but not limited to: (i) continuing
studies and investigations of deaths, injuries, diseases, other health impairments, and economic losses resulting from
accidents involving consumer products, and (ii) support for development and improvement of voluntary standards,
rulemaking proceedings, information and education campaigns, and administrative and judicial proceedings for
enforcement of the statutes, standards, and regulations administered by the Commission

* When a submitter is submitting an incident report, it may choose not to consent to its publication in the public
database. This is the case for all means of submission — online, paper, and telephone.
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the Commission continue to follow its existing procedures for notification under section
6(c) of the CPSA to manufacturers.

C. Telephonic submissions

Telephonic submissions of a report of harm are currently reported through the Consumer
Hotline. The staff recommends that this call center continue to collect reports of harm, but that
all callers be advised that a report of harm may be submitted via an on-line form located on the
CPSC’s website. In addition, callers that do not want to submit a report via the web site should
also be given the option to continue submission of a report of harm via telephone call.

Should a caller wish to continue submission of a report of harm via telephone, call center
personnel should enter information reported by a submitter directly into an internal version of the
web-based incident report form for reports of harm. Reports of harm reported telephonically
must still be verified by the submitter and the submitter must still consent to inclusion of the
information in the publicly-available database. The means of verification and consent will be
supported by the technology solution.

As with paper-based submissions, the time frame for notifying a manufacturer or private
labeler regarding the report of harm and for inclusion in the public database does not begin to run
until the CPSC receives the minimum statutorily-required information.

c. What minimum information must be provided for a report of harm to be
published in the public database?

Pursuant to section 6A(b)(2)(B) of the CPSA, in order to be included in the publicly-
searchable database, reports of harm must include, at a minimum:

€)] a description of the consumer product(or other product or substance regulated
by the Commission);

(b) the identity of the manufacturer or private labeler of the consumer product(or
other product or substance regulated by the Commission); ,

(c) a description of the harm relating to the use of the consumer product (or other
product or substance regulated by the Commission);

(d) contact information for the person submitting the report;

(e) a verification by the person submitting the information that the information
submitted is true and accurate to the best of the person’s knowledge; and

¢)) consent by the person submitting the information that such information be

included in the database.

Set forth below is the staff’s recommended interpretation of these minimum information
requirements.

a. Description of the consumer product




Staff recommends that, at minimum, a description of the consumer product mean a word
or phrase that distinguishes the product as a consumer product (as defined in section 3 of the
CPSA) or a component part of a consumer product, or that distinguishes the product as a product
or substance regulated by the Commission. Any report of harm describing a product that is not a
consumer product or other product or substance regulated by the Commission should not be
included in the public database. Such information should be forwarded to the appropriate state
or federal agency, and, if possible, the submitter should be notified.

The description of a consumer product may, but need not, include the name of the
product, model, serial number, manufacturer date, date code, date of purchase, price, photograph,
retailer, or other descriptive information about the product. The staff recommends that all such
additional information be captured and stored about the consumer product, and that a
photograph, in particular, be encouraged to aid in identification of the manufacturer, but that
such additional information not be required for inclusion of a report in the public database. All
that is required is a word or phrase that distinguishes the product as a consumer product, a
component part thereof, or that distinguishes the product as a product or substance regulated by
the Commission.

b. Identification of manufacturer or private labeler

The CPSA broadly defines a manufacturer as “any person who manufacturers or imports
a consumer product.” Section 3(a)(11) of the CPSA. “The term ‘manufactured’ means to
manufacture, produce, or assemble.” Section 3(a)(10) of the CPSA. Accordingly, a
manufacturer appropriately includes any person that “manufacture[s], produce]s], ...
assemble[s]” or “imports” a consumer product, which includes “any article, or component part
thereof.” The term “private labeler” is defined as “an owner of a brand or trademark on the label
of a consumer product which bears a private label.”

Staff recommends that to meet the minimum requirement for identification of the
manufacturer or private labeler, a consumer must enter the name of any one or more
manufacturers or private labelers, as defined in section 3 of the CPSA, of the consumer product
or other product or substance regulated by the Commission. Unless the submitter fails to enter
the name of a manufacturer or private labeler, any company information which distinguishes the
entity is sufficient.

C. Description of the harm related to use of the consumer product

The staff recommends that in order for a report of harm to meet the minimum
requirement to describe the harm related to the use of the consumer product or other product or
substance regulated by the Commission, the submitter must provide a brief narrative description
of the illness, injury or death, or risk of illness, injury or death, related to use of the consumer
product. Any description of a harm or potential harm to person is sufficient to meet the
minimum qualification.

As with the description of the consumer product, the staff recommends that the
Commission collect additional data related to the harm, including the date and severity of the



injury, and whether medical treatment was sought. While this information is helpful to the
Commission in analyzing the nature of the incident, the staff recommends any description of
harm be sufficient to meet the minimum requirements for publication in the public database.

d. Contact information for person submitting report

The staff recommends that the following minimum contact information should be
required of a submitter of a report of harm in order for the incident they report to be published in
the public database:

e First name;
e [Last name; and
e Complete mailing address.

Additionally, submitters will be strongly encouraged to enter an email address and a
phone number for follow-up purposes. By statute, this or any other contact information cannot
be displayed in the public database and may only be provided to manufacturers if the submitter
consents.

The majority of the staff on the rulemaking committee recommends requiring a name and
complete mailing address of submitters because of the value of geographic location information
in the case of a decision by the Commission to engage in further investigation of an incident.

A minority of staff members on the rulemaking committee advocate only requiring a
name and telephone number or a name and an email address that is verifiable. These staff
members feel that minimizing the hurdles for inclusion of reports of harm in the public database
is more important than verifying the accuracy of every report, especially in cases where valid
reports of harm are excluded because the reporter does not want to provide additional personal
identifying information. Requiring only a telephone or email address would not preclude the
Commission from collecting zip code or state information to aid in identifying patterns of
consumer product safety issues.

On balance, the majority of the staff believes that requiring a mailing address is not
burdensome to the submitter and should not deter any valid submission of a report of harm for
inclusion in the public database. Moreover, even if an individual chooses not to provide a
complete mailing address, the report of harm is not lost. Although it will not appear in the public
database in this case, it will still be captured and maintained for appropriate Commission use.

e. Verification that the information is true and accurate

The staff recommends that for each incident report submitted, the submitter be prompted
to affirmatively check a box indicating that it has reviewed the report and that it is verifying that
the information contained in the report is true and accurate to the best of its knowledge. The
staff suggests the following prompt or a different but substantially similar prompt for submitters
of reports of harm.
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“Please carefully review all of the information entered above to ensure the information is
correct and complete. By submitting this information to the CPSC you are certifying that the
information entered is true and accurate to the best of your knowledge.”

This same prompt can appear on email and paper-based forms for verification purposes,
although the paper-based form should require the submitter’s signature.

The staff further recommends that, at the time of submission of the web-based form, the
form prompt users to complete any of the minimum required fields for inclusion in the public
database, but allow the submitter to continue without completing these fields if desired,
especially in cases where the submitter has not consented to inclusion of the report of harm in the
public database.

f. Consent to include information in the public database

Staff recommends that the following information and options, or substantially similar
information and options, related to consent to inclusion in the public database and consent to
release of contact information the manufacturer or private labeler be available for selection on
every report of harm:

Consent 1:

May we include your report without your name and contact information in
CPSC’s Public Database?

--Yes, you may include my report.
--No, do not include my report.

Consent 2:

Would you like us to release your name and contact information to the product
manufacturer or private labeler?

-- Yes, you may release my name and contact information to the product
manufacturer.

--No, do not release my name and contact information to the product
manufacturer.

d What additional information should the Commission collect relating to a
report of harm?
In addition to the minimum required information outlined above, the staff recommends

that the Commission collect and maintain the information that is listed in Attachment B. Much
of this information is currently collected, but the staff suggests collecting several new categories
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of information. The web-based information collection form will be enhanced by technology
allowing submitters to make choices from lists of information, rather than requiring free-text
entries and narratives in every field.

Information collected for each report of harm:

The data fields that are to be collected in a report of harm are enumerated in the table in
Attachment A. In addition to the fields that will be collected, the table lists the fields that will be
displayed publicly from incident reports that meet the minimum criteria. The table also lists the
name of new fields that are not currently collected but will be in the new system.

e. What information collected on a report of harm should not be made
available for search and retrieval in the public database?

Although the staff recommends collecting all of the information outlined in Attachment
B, the following fields should not be available for search or retrieval in the public database.

e Name and contact information of the submitter, pursuant to section 6A(b)(6).

¢ Victim’s name and contact information, except for the victim’s State, consistent
with section 6A(b)(6). Allowing the victim’s State to display on public search
pages will enable users to view any geographical patterns of incident reports that
are relevant to them.

¢ Photographs which, in the determination of the Commission, are not in the public
interest including photographs that depict a person o