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DECLARATION OF NICHOLAS GRIEPSMA 
IN SUPPORT OF AMAZON’S OPPOSITION TO COMPLAINT COUNSEL’S 

MOTION FOR SUMMARY DECISION 
 
 
I, Nicholas Griepsma, hereby declare: 
 

1. I am an attorney for Respondent Amazon.com, Inc. (“Amazon”) in the above-

captioned matter. 

2. I am over the age of 18 and I am competent to make this declaration. 

3. As used in this Declaration, “CPSC” refers to the U.S. Consumer Product Safety 

Commission. 

4. For ease of reference, Amazon has continued exhibit numbering from its September 

23, 2022 Motion for Summary Decision.  Amazon Exhibits 1–106 are attached to the September 

23, 2022 Declaration of Joshua González filed in support of Amazon’s Motion.  Amazon Exhibits 

107–122 are attached to this Declaration filed in support of Amazon’s Opposition to Complaint 

Counsel’s Motion for Summary Decision.   

5. Attached as Exhibit 107 is a true and correct copy of the Government 

Accountability Office report titled “Consumer Product Safety Commission: Better Data Needed 

to Help Identify and Analyze Potential Hazards” and dated October 23, 1997. 
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6. Attached as Exhibit 108 is a true and correct copy of the Government 

Accountability Office report titled “Consumer Product Safety Commission: Better Data Collection 

and Assessment of Consumer Information Efforts Could Help Protect Minority Children” and 

dated August 2009. 

7. Attached as Exhibit 109 is a true and correct copy of the CPSC’s consolidated notes 

from a discussion titled “What is an Effective Recall?” and hosted by CPSC staff members Carol 

Cave, Blake Rose, Shelby Mathis, and Tanya Topka at the CPSC’s Recall Effectiveness Workshop 

on July 25, 2017. 

8. Attached as Exhibit 110 is a true and correct copy of the Food and Drug 

Administration document titled “Public Warning and Notification of Recalls Under 21 CFR Part 

7, Subpart C - Guidance for Industry and FDA Staff” dated February 2019. 

9. Attached as Exhibit 111 is a true and correct copy of the Frequently Asked 

Questions (“FAQ”) page on the CPSC website titled “For Buying and Selling Products Online” as 

it appeared on the CPSC website on October 17, 2022. 

10. Attached as Exhibit 112 is a true and correct copy of the U.S. Congressional 

Record, Volume 118, Part 29, pages 21,768 through 21,917, dated June 21, 1972. 

11. Attached as Exhibit 113 is a true and representative copy of emails sent between 

Amazon’s Product Safety team and a seller for the Subject Product hair dryer with Amazon 

Standard Identification Number (“ASIN”) B07X182ZBB, Bates No. Amazon-CPSC-FBA-

00002346, sent on June 15, 2021.  This document is designated Confidential and will be submitted 

for in camera review pursuant to the Protective Order. 
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12. Attached as Exhibit 114 is a true and correct copy of the U.S. House of 

Representatives Committee on Interstate and Foreign Commerce Report No. 92-1153, dated June 

21, 1972. 

13. Attached as Exhibit 115 is a true and correct copy of the U.S. House of 

Representatives Committee on Interstate and Foreign Commerce Report No. 92-1593, dated 

October 12, 1972. 

14. Attached as Exhibit 116 is a true and correct copy of the U.S. Congressional 

Record, Volume 118, Part 29, pages 36,170 through 36,360, dated October 14, 1972. 

15. Attached as Exhibit 117 is a true and correct copy of the U.S. House of 

Representatives Committee on Energy and Commerce Report No. 110-501, dated December 19, 

2007. 

16. Attached as Exhibit 118 is a true and correct copy of the CPSC recall alert titled 

“Children’s Sleep Sacks Recalled by Gildan Activewear Due to Violation of Federal Flammability 

Standard; Sold Exclusively at AmericanApparel.com” and published on the CPSC website as part 

of CPSC Recall No. 19-747 on May 28, 2019. 

17. Attached as Exhibit 119 is a true and correct copy of the CPSC recall notice titled 

“L.L. Bean Girl’s Pajamas Recalled Due to Violation of Federal Flammability Standard” and 

published on the CPSC website as part of CPSC Recall No. 14-017 on November 12, 2013. 

18. Attached as Exhibit 120 is a true and correct copy of the CPSC recall notice titled 

“Roberta Roller Rabbit Recalls Children’s Pajama Sets” and published on the CPSC website as 

part of CPSC Recall No. 15-122 on April 23, 2015. 

19. Attached as Exhibit 121 is a true and correct copy of the CPSC recall notice titled 

“Esme Recalls Children’s Sleepwear Due to Violation of Federal Flammability Standards and 
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Burn Hazard” and published on the CPSC website as part of Recall No. 22-080 on February 16, 

2022. 

20. Attached as Exhibit 122 is a true and correct representative sample of the direct 

notice sent to purchasers of the Subject Product Home Swee children’s sleepwear garments with 

ASIN # B0761X8FCK, as it appeared in the “Message Center” inbox of purchasers’ accounts on 

Amazon.com, with Bates No. CPSC_AM0009553-09554.  This document is designated 

Confidential and will be submitted for in camera review pursuant to the Protective Order 

21. I declare under penalty of perjury that the foregoing is true and correct. 

 

Executed on October 21, 2022. 
 
       ____________________________ 
       Nicholas Griepsma  



 

CERTIFICATE OF SERVICE 

I hereby certify that, on October 21, 2022, a true and correct copy of the foregoing 

documents were, pursuant to the Order Following Prehearing Conference entered by the Presiding 

Officer on October 19, 2021: 

• filed by email with the Secretary of the U.S. Consumer Product Safety Commission, 

Alberta Mills at amills@cpsc.gov, with a copy to the Presiding Officer at alj@sec.gov 

and to all counsel of record; and 

• served to Complaint Counsel by email at jeustice@cpsc.gov, lwolf@cpsc.gov, and 

sanand@cpsc.gov. 

________________________________  
Nicholas Griepsma
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Consumer Product Safety Commission:
Better Data Needed to Help Identify and
Analyze Potential Hazards

Mr. Chairman and Members of the Subcommittee:

We are pleased to be here today to discuss our work on the Consumer
Product Safety Commission (CPSC). CPSC was created to protect consumers
from “unreasonable risk of injury,” and in doing so it oversees about
15,000 consumer products, ranging from kitchen appliances and children’s
toys to hot tubs and garage door openers. With a budget of about
$42.5 million, CPSC enforces existing federal consumer product regulations
and also develops agency projects to address products with a potential
hazard not covered by existing regulations.1 These projects may result in
CPSC’s issuing new regulations concerning a specific product, assisting in
the development of voluntary industry standards, or providing information
to consumers about how to use a product safely.

Contending that the agency is ineffectively allocating its resources, some
industry representatives and other individuals have voiced dissatisfaction
with the agency’s selection of certain projects and have questioned the
validity of CPSC’s cost-benefit and risk assessment analyses supporting
those projects. Congressional and interest-group critics have also raised
concerns about the agency’s procedures for ensuring the accuracy of
manufacturer-specific information before it releases the information to the
public, maintaining that such releases can mar the reputation of
responsible corporations. In light of these concerns, you asked us to
discuss CPSC’s project selection, use of cost-benefit analysis and risk
assessment, and information release procedures. Today, we are also
releasing our report on CPSC, which covers these issues in more detail.2

To do our work, we reviewed internal CPSC documents, relevant
legislation, regulations, and legal cases, and the literature on cost-benefit
analysis and on consumer product safety issues. In addition, we
interviewed current and former CPSC commissioners, CPSC staff, consumer
advocates, industry representatives, and outside experts to obtain their
perspectives on CPSC’s work. We identified CPSC projects by compiling from
various agency documents a list of 115 potential product hazards
examined by the agency from January 1990 to September 30, 1996, and we
reviewed available agency documentation on each of these projects. We

1Projects vary widely in scope, and CPSC has no standard definition of what constitutes a project. For
our review, we defined a “project” as work CPSC conducted on any specific consumer product that
was associated with a potential hazard or hazards not covered by existing regulation.

2Consumer Product Safety Commission: Better Data Needed to Help Identity and Analyze Potential
Hazards (GAO/HEHS-97-147, Sept. 29, 1997).
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examined the agency’s internal databases to obtain project information
and assess the agency’s information on product hazards.

In summary, although CPSC has established criteria to help select new
projects, with the agency’s current data, these criteria can be measured
only imprecisely if at all. CPSC has described itself as “data driven,” but its
information on product-related deaths and injuries is often sketchy, and its
lack of systematized descriptive information on past or ongoing projects
makes it more difficult for agency management to monitor current
projects and to assess and prioritize the need for new projects in different
hazard areas. CPSC’s data are often insufficient to support rigorous
application of risk assessment and cost-benefit analysis. In addition, the
cost-benefit analyses conducted by CPSC between 1990 and 1996 were
frequently not comprehensive, and the reports on these analyses were not
sufficiently detailed. We also found that CPSC has established procedures
to implement statutory requirements restricting the release of
manufacturer-specific information. Although industry representatives,
consumer advocates, and CPSC expressed differing views on the merits of
these restrictions, available evidence suggests that CPSC complies with
these statutory requirements.

Background CPSC was created in 1972 under the Consumer Product Safety Act (P.L.
92-573) to regulate consumer products that pose an unreasonable risk of
injury, to assist consumers in using products safely, and to promote
research and investigation into product-related deaths, injuries, and
illnesses. CPSC currently has three commissioners, who are responsible for
establishing agency policy.3 One of these commissioners is designated as
the chairman, who directs all the executive and administrative functions of
the agency.

In fiscal year 1997, CPSC carried out its broad mission with a budget of
about $42.5 million and a full-time-equivalent staff of 480. After adjusting
for inflation, the agency’s budget has decreased by about 60 percent since
1974. Similarly, CPSC’s current staffing level represents 43 percent fewer
positions as compared with the agency’s 1974 staff.

Although CPSC has broad regulatory powers, many of the agency’s efforts
are carried out using nonregulatory methods. For example, CPSC frequently
assists industry and private standard-setting groups in developing

3The Consumer Product Safety Act provides for the appointment of five commissioners by the
President of the United States for staggered 7-year terms. However, since 1986, no more than three
commissioners have been in office at one time.
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voluntary product safety standards.4 CPSC also addresses product hazards
by providing information to consumers on safety practices that can help
prevent product-related accidents. In addition to its own efforts to
disseminate information, CPSC provides considerable amounts of
information in response to requests from the public.

CPSC Has Limited
Information Available
to Assist in Project
Selection

CPSC’s Project Selection
Process

CPSC’s resource base and extensive jurisdiction require the agency to select
among potential product hazards. New agency initiatives may come to
CPSC in several ways. First, any person may file a petition requesting CPSC

to issue, amend, or revoke a regulation. For example, CPSC’s cigarette
lighter project, which resulted in a new mandatory safety standard,
originated with a petition from an emergency room nurse. Second, CPSC

can receive a product hazard project from the Congress. The Congress
may require CPSC to study a wide-ranging product area (such as indoor air
quality) or impose a specific regulation (such as a mandatory safety
standard for garage door openers).5 Third, CPSC commissioners and agency
staff can initiate projects or suggest areas to address.

CPSC has wide latitude over which potential product hazards it targets for
regulatory and nonregulatory action. Although the agency has little or no
discretion over projects mandated by the Congress, it can accept or reject
suggestions submitted by petition or proposed by agency staff. Of the 115
projects the agency worked on from January 1, 1990, to September 30,
1996, 59 percent were initiated by CPSC, 30 percent originated from a
petition, and about 11 percent resulted from congressional directives.

CPSC has established criteria for setting agency priorities and selecting
potential hazards to address. These criteria, which are incorporated in
agency regulations, include the following:

4The 1981 amendments to the Consumer Product Safety Act require CPSC to defer to a voluntary
standard—rather than issue a mandatory regulation—if the Commission determines that the voluntary
standard adequately addresses the hazard and that there is likely to be substantial compliance with the
voluntary standard.

5This mandate was imposed in the Child Safety Protection Act (P.L. 103-267, June 16, 1994).
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• the frequency of injuries and deaths resulting from the hazard;
• the severity of the injuries resulting from the hazard;
• addressability—that is, the extent to which the hazard is likely to be

reduced through CPSC action—agency regulations note that the cause of
the hazard should be analyzed to help determine the extent to which
injuries can reasonably be expected to be reduced or eliminated through
CPSC action;

• the number of chronic illnesses and future injuries predicted to result from
the hazard;

• preliminary estimates of the costs and benefits to society resulting from
CPSC action;

• the unforeseen nature of the risk—that is, the degree to which consumers
are aware of the hazard and its consequences;

• the vulnerability of the population at risk—whether some individuals
(such as children) may be less able to recognize or escape from potential
hazards and therefore may require a relatively higher degree of protection;

• the probability of exposure to the product hazard—that is, the number of
consumers exposed to the potential hazard, or how likely it is that typical
consumers would be exposed to the hazard; and

• additional criteria to be considered at the discretion of CPSC.

Commissioners and staff may select projects on the basis of what they
believe are the most important factors. For example, the regulations do
not specify whether any criterion should be given more weight than the
others, nor that all criteria must be applied to every potential project. Our
interviews with present and former commissioners and our review of CPSC

briefing packages showed that three criteria—the number of deaths and
injuries, the cause of injuries, and the vulnerability of the population at
risk—were more strongly emphasized than the others. However, although
the commissioners and former commissioners we interviewed generally
agreed about which criteria they emphasized for project selection, they
expressed very different views on how some of these criteria should be
interpreted. For example, their opinions differed about choosing projects
on the basis of the cause of injuries. A major issue in this regard
concerned the appropriate level of protection the agency should be
responsible for providing when a product hazard results, at least in part,
from consumer behavior. Some current and former commissioners argued
that no intervention was warranted when consumer behavior contributed
to injuries; others were more willing to consider a regulatory approach in
these situations.
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Project Management
Information Was
Incomplete or Unavailable

Although CPSC conducts a number of projects annually, staff were unable
to give us a comprehensive list of projects the agency had worked on in
the 6-year period we examined. CPSC was also unable to verify the
completeness of the project list that we compiled from agency documents
and interviews with staff. According to CPSC staff, internal management
systems do not generally contain this information because most projects
are accounted for under either broad codes such as “children’s products”
or activity codes such as “investigations,” “product safety assessment,”
and “emerging problems.” In addition, CPSC staff told us that reliable
inferences about the characteristics of individual projects, their outcomes,
and the resources spent on them cannot be drawn from management
information systems because of limitations in the computer system and
because no consistent rule exists about how staff time in different
directorates is recorded to project codes. Without systematic and
comprehensive information on its past efforts, CPSC cannot fully assess
whether its projects overrepresent some hazard areas and therefore
agency resources might be more efficiently employed. In our report, we
recommend that the Chairman of CPSC direct agency staff to develop and
implement a project management tracking system to compile information
on current agency projects.

Significant Gaps Exist in
CPSC’s Data on All
Selection Criteria,
Including Product-Related
Injuries and Deaths

CPSC has developed a patchwork of independent data systems to provide
information on deaths and injuries associated with consumer products. To
estimate the number of injuries associated with specific consumer
products, CPSC gathers information from the emergency room records of a
nationally representative sample of 101 hospitals. CPSC also obtains
information on fatalities by purchasing a selected group of death
certificates from the states. Because neither emergency room nor death
certificate data provide detailed information on hazard patterns or causes
of injuries, CPSC also investigates selected incidents to obtain more
detailed information.

CPSC’s data give the agency only limited assistance in applying its project
selection criteria. Data on all CPSC’s project selection criteria suffer from
major limitations, as shown in table 1. In fact, none of the criteria are
supported by complete data that are available for most projects at the time
the project is selected.
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Table 1: CPSC’s Regulatory
Priority-Setting Criteria and Their
Major Limitations

Criterion Major limitations

Number of deaths Incomplete because not all certificates are gathered and not all
product-related incidents are noted on the certificates

Number of injuries Generally limited to injuries treated in emergency room,
excluding injuries treated in other settings

Severity of injuries Not representative of the severity of all injuries

Chronic illnesses Little systematic information

Predicted future
injuries

Questionable validity, given changes in medical care over time

Vulnerable
populations

Incomplete—information available only on age and not on other
vulnerable populations, such as people with disabilities

Exposure Exposure surveys are time consuming and expensive, not done
for all projects, and done only after project is well under way

Addressability/
causation

Often impossible to make an informed judgment until project is
well under way; investigations are time consuming and expensive

Preliminary
cost-benefit analysis

Quality data are frequently not available; data from early stages
of project are of limited accuracy

CPSC staff identified four data-gathering areas as key concerns: (1) lack of
data on injuries treated in physicians’ offices and other settings outside the
emergency room; (2) lack of data that would identify chronic illnesses that
may be associated with consumer products; (3) sketchy information about
accident victims, which limits the ability to assess which hazards
disproportionately affect vulnerable populations; and (4) lack of data on
exposure to consumer products.

CPSC’s injury and death data allow at best an incomplete view—and at
worst a distorted one—of the incidents that result from consumer product
hazards. Product-related injuries may be treated in a variety of settings—a
hospital emergency room, a physician’s office, or an outpatient clinic, for
example. CPSC systematically collects information only on deaths and on
injuries treated in the emergency room; injuries treated in other settings
(such as physicians’ offices) are generally not represented in CPSC’s data.
Because CPSC’s data reveal only a portion of the injury picture, the agency
underestimates the total numbers of deaths and injuries associated with
any given consumer product. The extent of this undercount is unknown,
but it may be increasing; pressure to contain health care costs has led to
more injuries and illnesses being treated outside the hospital setting.6 In
addition, CPSC’s incomplete injury information raises doubts about whether
the agency can reliably discern long-term trends in injuries. Trend

6For example, according to the American Hospital Association, hospitalizations decreased by 5 percent
on a per capita basis between 1982 and 1994, while between 1983 and 1993 hospital outpatient clinics
saw a 53-percent increase in visits on a per capita basis.
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information is needed not only because it is a criterion for project
selection but also because it is important in evaluating the success of
CPSC’s injury reduction efforts and determining the need for possible
follow-up actions.

According to CPSC staff, identifying chronic illnesses associated with
consumer products is nearly impossible with CPSC’s current data. CPSC staff
stated that little is known about many chronic illness hazards that may be
associated with potentially dangerous substances, and even less
information is available about which consumer products may contain
these ingredients. Chronic illnesses are likely to be especially
underestimated in CPSC’s emergency room data, because they are
underrepresented among emergency room visits and because product
involvement is more difficult to ascertain. Similarly, consumer product
involvement is seldom recorded on death certificates in the case of
chronic illnesses.

Sketchy information about accident victims also limits CPSC’s ability to
assess which consumer product hazards have a disproportionate impact
on vulnerable populations. CPSC’s surveillance data systems provide
information only on the age of the victim; no systematic or comprehensive
information is available to determine whether a given hazard has a special
impact on other vulnerable populations such as people with disabilities. A
former commissioner told us that the lack of other demographic
information (such as race, income, and disability status) made it difficult
to know which subpopulations were predominantly affected by a
particular hazard. Another commissioner echoed this concern, adding that
such information would be useful in targeting public information
campaigns on certain hazards to those groups that need the information
most.

Although CPSC staff identified the need for additional exposure data as a
major concern, they also said that obtaining such information can be time
consuming and costly. Because exposure data are generally not included
in CPSC’s ongoing data collection efforts, exposure is assessed either not at
all or well after the project has started, precluding the use of exposure as
an effective criterion for project selection. Similarly, CPSC’s emergency
room and death certificate data give little information about the
circumstances of the incident. Therefore, CPSC staff follow up on a few
selected incidents to obtain additional details. These investigations may
include detailed interviews with victims and witnesses, police or fire
reports, photographs of the product and the accident site, laboratory
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testing of the product, and recreations of the incident. As with exposure
data, these investigations are not conducted for every project and are done
only after a project has been established. Thus, assessment of causation at
the project selection stage is unavoidably speculative.

We believe that improved information on each of these four areas is
necessary for CPSC to make informed decisions on potential agency
projects. However, we also recognize that such information may be costly
to obtain. In our report, we recommend that the Chairman of CPSC consult
with experts both within and outside the agency to prioritize CPSC’s needs
for additional data, investigate the feasibility and cost of alternative means
of obtaining these data, and design systems to collect and analyze this
information.

Better Data and
Methodology Are
Needed to Improve
CPSC’s Cost-Benefit
Analysis and Risk
Assessment

CPSC uses two analytical tools—risk assessment and cost-benefit
analysis—to assist in making decisions on regulatory and nonregulatory
methods to address potential hazards. Risk assessment involves estimating
the likelihood of an adverse event, such as injury or death. Cost-benefit
analysis details and compares the expected effects of a proposed
regulation or policy, including both the positive results (benefits) and the
negative consequences (costs). The Congress requires CPSC to perform
cost-benefit analyses before issuing certain regulations, and CPSC has
conducted cost-benefit analyses for these regulations and in other
situations in which such an analysis was not required by law. Because
most of the agency’s projects do not involve regulation, relatively few CPSC

projects conducted between January 1, 1990, and September 30, 1996,
were subject to these requirements. We identified 8 cost-benefit analyses
that CPSC performed in accordance with these requirements and an
additional 21 analyses that it conducted when it was not required.7 Before
issuing certain regulations, CPSC is required to consider the degree and
nature of the risk of injury the regulation is designed to eliminate or
reduce. However, CPSC usually does not conduct a formal, numerical risk
assessment before issuing a regulation, and the law does not require it to
do so. We determined that CPSC conducted 24 risk assessments between
January 1, 1990, and September 30, 1996; only 4 of these were associated
with regulatory action.

Both risk assessment and cost-benefit analysis require extensive data.
CPSC’s data systems are frequently unable to adequately meet the extensive

7In addition to the complete cost-benefit analyses, we identified an additional 23 cases in which some
information was provided on some economic benefits or costs.
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demands for information posed by risk assessment and cost-benefit
analysis. As a result, the agency’s estimates of risks, costs, and benefits are
less accurate because they reflect the substantial limitations of the
underlying data. For example, because CPSC’s data undercount the deaths
and injuries associated with particular consumer products, estimates of
risk—and the potential benefits of reducing that risk—appear smaller than
they actually are. However, CPSC’s data provide information only on
whether a product was involved in an accident, not whether the product
caused the accident. This can sometimes make the risks assessed by
CPSC—and the benefits of reducing those risks—appear greater.

The methodology used to conduct a cost-benefit analysis frequently
depends on the circumstances and the context of the analysis. For this
reason, there is no complete set of standards for evaluating the quality of
an individual cost-benefit analysis. However, the professional literature
offers some guidance for analysts, and certain specific elements are
frequently used to determine whether a given analysis meets a minimum
threshold of comprehensiveness and openness. For example, analysts
generally agree that all methodological choices and assumptions should be
detailed, all limitations pertaining to the data should be revealed, and
measures of uncertainty should be provided to allow the reader to take
into account the precision of the underlying data. Similarly, practitioners
generally call for sensitivity analysis, which enables the reader to
determine which assumptions, values, and parameters of the cost-benefit
analysis are most important to the conclusions.

Our review of all the cost-benefit analyses that CPSC conducted between
January 1, 1990, and October 31, 1996, showed that for six of eight
evaluation elements, CPSC’s analyses were not comprehensive and not
reported in sufficient detail (see table 2).8 Specifically, CPSC provided
descriptive information on proposals and also provided information on a
variety of reasonable alternatives in almost 100 percent of cases. But in
only 17 percent of its analyses did CPSC provide any statistical information
on the precision of the underlying estimates. Similarly, when estimates are
based on a relatively small sample size, projections are generally not
considered reliable. But CPSC analysts cautioned the reader against
drawing conclusions on the basis of small sample data only 45 percent of

8From our review of the cost-benefit literature, we developed a list of the elements that are frequently
used in evaluating cost-benefit analyses. Although we compared each of these elements with each of
CPSC’s analyses, not all elements were applicable to each case. For this reason, and to emphasize
those areas that we viewed as most critical, we reported only those results that related to key
elements, applied to the majority of CPSC’s analyses, and for which a determination was possible in all
or nearly all cases.
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the time. Furthermore, some of CPSC’s data sets have a known upward or
downward bias because of the way the data were constructed. For
example, when estimates of incidents are based only on investigated or
reported cases, two potential biases are likely to be introduced into the
analysis: (1) the estimates are likely to be biased downward by
nonreporting and (2) the incidents reported tend to be the more severe
ones. In only 53 percent of applicable cases did CPSC’s analysis inform the
reader of known limitations inherent in the data being used for
cost-benefit analysis.

Table 2: Evaluation of CPSC’s
Analyses Shows Problems in Several
Evaluation Elements

Evaluation element

Percentage
of CPSC’s

analyses
that were

consistent
with this
element

Provided descriptive information about a well-defined proposal 98

Addressed multiple alternatives 95

Reported measures of precision for underlying data 17

Cautioned reader about making inferences from data with a small sample
size 45

Reported known biases in underlying data 53

Provided any sensitivity analysis information 26

Included all important categories of benefits and costs 54

Considered risk-risk trade-offsa 49
aA “risk-risk” trade-off refers to an action to decrease a hazard’s risk that unintentionally increases
that or another risk.

We identified several other areas in which CPSC analyses could benefit
from improvement. For example, researchers agree that sensitivity
analysis should be incorporated in cost-benefit analyses. CPSC usually did
not provide sensitivity analysis information. In addition, only 54 percent of
CPSC analyses considered the full range of costs and benefits likely to
result from regulation. CPSC analysts frequently did not mention intangible
costs or benefits (costs or benefits that are difficult to quantify, such as
loss of consumer enjoyment) or potential indirect effects (such as changes
in the prices of related goods). CPSC also frequently excluded risk-risk
considerations from its evaluation of the costs and benefits of potential
actions. Sometimes actions taken to reduce one risk can unintentionally
increase that or another risk—such as when individuals take more or
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fewer precautions in response to a change in a product’s safety features.
For example, in establishing a standard for child-resistant packaging that
was also “senior-friendly,” CPSC considered that because child-resistant
medicine bottles can be difficult to open, a grandparent might leave the
cover off the bottle, creating an even greater risk than would exist with the
original cap. Although CPSC considered such factors in some cases, only
49 percent of its analyses reflected potential risk-risk trade-offs.

CPSC has not established internal procedures that require analysts to
conduct comprehensive analyses and report them in sufficient detail. For
example, according to CPSC staff, the agency has little written guidance
about what factors should be included in cost-benefit analyses, what
methodology should be used to incorporate these factors, and how the
results should be presented. Staff also told us that CPSC analyses are not
generally subject to external peer review. Such reviews can serve as an
important mechanism for enhancing the quality and credibility of the
analyses that are used to help make key agency decisions. In our report,
we recommend that the Chairman direct agency staff to develop and
implement procedures to ensure that all cost-benefit analyses performed
on behalf of CPSC are comprehensive and reported in sufficient detail,
including providing measures of precision for underlying data,
incorporating information on all important costs and benefits, and
performing sensitivity analysis.

CPSC Has Established
Procedures for
Complying With
Statutory
Requirements for
Releasing
Manufacturer-Specific
Information

To help minimize the possibility that a product might be unfairly
disparaged, in section 6(b) of the Consumer Product Safety Act, the
Congress imposed restrictions on CPSC’s disclosure of
manufacturer-specific information.9 Before CPSC can release any
information that identifies a manufacturer,10 it must

• take “reasonable steps” to verify the accuracy of the information and to
ensure that disclosure is fair;

• notify the manufacturer that the information is subject to release; and
• give the manufacturer an opportunity to comment on the information.

9An exception to these restrictions is given if CPSC has declared that the product is an “imminent
hazard” under section 12 of the Consumer Product Safety Act.

10These restrictions also apply even if the manufacturer is not named but the information would allow
the reader to readily identify the manufacturer from the context. For example, if there is only one
manufacturer of a product identified in the information, the information may be subject to restriction
even if the manufacturer’s name is not given.
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These restrictions apply not only to information the agency issues on its
own—such as a press release—but also to information disclosed in
response to a request under the Freedom of Information Act. Section 6(b)
also requires CPSC to establish procedures to ensure that releases of
information that reflect on the safety of a consumer product or class of
products are accurate and not misleading, regardless of whether the
information disclosed identifies a specific manufacturer.

In implementing section 6(b), CPSC established several procedures
designed to ensure compliance with these statutory requirements. These
include obtaining written verification from individuals of the information
they report to the agency, notifying manufacturers by certified mail when
manufacturer-specific information has been requested, and giving
manufacturers the option to have their comments published with any
information disclosed. For example, CPSC has issued clearance procedures
for situations when commissioners and staff initiate public
disclosures—for example, when CPSC publishes the results of agency
research. Under CPSC’s guidelines, each assistant or associate executive
director whose area of responsibility is involved must review the
information and indicate approval for the release in writing. After all other
reviews have been completed, the Office of the General Counsel must also
review and approve the release.

Information from three sources—industry sources, published legal cases,
and data on retractions—suggests that CPSC complies with its statutory
requirements concerning information release. Industry sources, even those
otherwise critical of the agency, told us that CPSC generally keeps
proprietary information confidential as required by law. Our review of
published legal decisions found no rulings that CPSC violated its statutory
requirements concerning the release of information. Retractions by CPSC

are also rare—only three retractions have been issued by CPSC since the
agency was established.11

Industry observers, CPSC staff, and consumer groups expressed a wide
range of opinions on the effectiveness of section 6(b). In response to our
inquiries, some CPSC commissioners and former commissioners said that
these restrictions serve a useful purpose and should not be changed.
However, CPSC’s current chairman, industry and advocacy group
representatives, and others expressed dissatisfaction with 6(b) and some

11Two of these retractions, in 1984 and 1994, were issued in response to requests from firms. A third
retraction, in 1990, was issued after CPSC discovered that a report in its public reading room had
mistakenly included inaccurate information.
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suggested possible changes. Although these individuals raised issues about
the extent of the protection afforded to manufacturers and the resources
necessary to ensure compliance, we did not assess whether the specific
suggestions were necessary or feasible.

CPSC’s chairman, other CPSC officials, former commissioners, and the
representative of a consumer advocacy group stated that compliance with
6(b) is costly for CPSC and delays the agency in getting information out to
the public. To reduce the burden of complying with these requirements,
CPSC staff have suggested that the notification requirement that gives
manufacturers 20 days in which to comment should apply only to the first
time information is released and that, instead of requiring CPSC to verify
information from consumer complaints, the agency should be allowed to
issue such information with an explicit disclaimer that CPSC has not
verified the consumer’s report.

Instead of reducing CPSC’s verification requirements, some industry
representatives suggested expanding them. These manufacturers stated
that before CPSC releases incident information, the agency should
substantiate it, rather than relying on a consumer’s testimony. Industry
representatives stated—and CPSC staff confirmed—that many of the
requests for CPSC information come from attorneys for plaintiffs in product
liability suits. As a result, some industry representatives expressed
concern that unsubstantiated consumer complaints could be used against
them in product liability litigation. They suggested that 6(b) should require
CPSC to substantiate all incident reports by investigating them before they
can be disclosed, instead of merely checking with the consumer. However,
CPSC officials told us that, because of limited resources,
investigations—which are time consuming and costly—can be conducted
only on a small proportion of specially selected cases.

Retailers’ representatives also suggested specific changes to CPSC’s
information release requirements. They said that retailers do not receive
timely notice of recalls because CPSC has interpreted the law to prohibit
advance notification of retailers. Consequently, the retailers said, they
sometimes receive notice of recalls at the same time as their customers
and have no time to prepare. Retailers’ representatives suggested
amending 6(b) to provide for 5 business days’ advance notice to retailers
before the public announcement of a recall. CPSC officials said that
typically manufacturers are, and should be, the ones to contact the
retailers and make all arrangements for a recall. Although they disagreed
on the need for a statutory change, both CPSC staff and a major retailers’
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association said they were trying to work out a more satisfactory
arrangement.

Mr. Chairman, that concludes my prepared statement. I would be happy to
answer any questions you or Members of the Subcommittee might have.
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specified in the mandate include Black, Hispanic, American Indian, Alaska 
Native, Native Hawaiian, and Asian/Pacific Islander.3 The mandate also 
required GAO to provide information about ways to minimize risks of 
preventable injuries and deaths among minority children, including 
through consumer education initiatives. To address this mandate, we 
examined (1) what is known about the relative incidence of preventable 
injuries and deaths related to drowning, poisoning, and suffocation 
associated with products intended for children’s use among minority 
children compared with nonminority children, and (2) what actions CPSC 
has taken through its public information and education initiatives to 
minimize child injuries and deaths, including those in minority 
populations, related to products intended for children’s use. 

To answer these questions, we reviewed studies and reports by the 
Institute of Medicine, federal agencies, researchers, and other 
organizations that assessed racial or ethnic differences in injury and death 
among children and related studies that discussed injury prevention 
programs targeted to minority populations.4 We reviewed injury and death 
data sources used by CPSC to estimate product-related injuries and 
deaths. We interviewed federal officials at CPSC and five Department of 
Health and Human Services (HHS) organizations to learn about their 
related programs and initiatives. In addition, we obtained information 
about injury data, racial and ethnic disparity issues, and injury prevention 
campaigns from researchers, representatives of injury prevention 
programs, consumer groups, and groups representing the health and 
consumer interests of minority populations. Finally, we reviewed CPSC 
documents and interviewed CPSC officials regarding the development, 
operation, and evaluation of the agency’s consumer information efforts. 
We compared the processes used by CPSC with key practices identified by 
experts in GAO’s previous work on consumer information and education.5 

                                                                                                                                    
3Racial and ethnic categories defined in Office of Management and Budget standards for 
maintaining, collecting, and presenting federal data on race include American Indian or 
Alaska Native, Asian, Black or African-American, Native Hawaiian or Other Pacific 
Islander, and White. There are two categories for data on ethnicity: Hispanic or Latino, and 
Not Hispanic or Latino. Hispanic or Latino refers to a person of Spanish culture or origin, 
regardless of race.  

4The Institute of Medicine is a branch of the National Academy of Sciences, a private 
nonprofit organization made up of subject matter experts that advises the federal 
government on scientific and technological matters.  

5For details, see GAO, Digital Television Transition: Increased Federal Planning and 

Risk Management Could Further Facilitate the DTV Transition, GAO-08-43 (Washington, 
D.C.: Nov. 19, 2007).  
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The key practices include defining goals and objectives; analyzing the 
situation; identifying stakeholders; identifying resources; researching 
target audiences; developing consistent, clear messages; identifying 
credible messengers; designing media mix; and establishing metrics to 
measure success. Appendix I explains our scope and methodology in more 
detail. 

We conducted this performance audit from December 2008 through 
August 2009 in accordance with generally accepted government auditing 
standards. Those standards require that we plan and perform the audit to 
obtain sufficient, appropriate evidence to provide a reasonable basis for 
our findings and conclusions based on our audit objectives. We believe 
that the evidence obtained provides a reasonable basis for our findings 
and conclusions based on our audit objectives. 

 
CPSC was created in 1972 under the Consumer Product Safety Act to 
regulate consumer products that pose an unreasonable risk of injury, 
assist consumers in using products safely, develop uniform safety 
standards for consumer products, minimize conflicting state and local 
regulations, and promote research and investigation into product-related 
deaths, injuries, and illnesses. CPSC oversees about 15,000 types of 
consumer products used in the home, in schools, and in sports and 
recreation. In fiscal year 2008, CPSC carried out its mission with a budget 
of about $80 million and 396 full-time employees. Prior to 2008, CPSC 
experienced significant budget cuts and a sharp decline in its staffing level 
from a high of 978 employees in 1980. Congress appropriated increased 
funding totaling about $105 million for fiscal year 2009. This appropriation 
funds a staffing level of 483 full-time employees, according to CPSC’s 2010 
budget request. 

Background 

 
CPSC Efforts to Inform 
Consumers about Product 
Hazards 

CPSC uses different methods to inform the public about product recalls 
and safety practices that can help prevent product-related injuries (see fig. 
1). CPSC maintains a National Injury Information Clearinghouse that 
disseminates information to the public related to deaths and injuries 
associated with consumer products under the agency’s jurisdiction. CPSC 
also warns the public about product hazards by announcing product 
recalls and providing other safety information through print and electronic 
media, a telephone hotline, electronic mail, and the Internet. For example, 
CPSC works with manufacturers to provide public notice of product 
recalls, in which a defective item is to be removed from store shelves and 
consumers are alerted to return the item for repair, replacement, or 
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Recently passed legislation requires CPSC to improve its consumer 
information activities. For example, the Consumer Product Safety 
Improvement Act (CPSIA) requires CPSC to develop an online database 
that is publicly available and searchable by date, product name, model, 
and manufacturer. The database must contain reports of harm relating to 
the use of consumer products. CPSIA also specifies the information that 
must be included in a mandatory product recall notice, including details 
about related injuries and deaths. The act also authorizes CPSC to require 
manufacturers to give public notice in languages other than English, 
although this provision applies only to mandatory recalls, according to 
CPSC officials.6 

While CPSC is charged with protecting the public from unreasonable risks 
of injury and death from the thousands of types of consumer products 
under the agency’s jurisdiction, HHS offices and agencies also play a role 
in injury prevention by conducting injury prevention research and 
information campaigns, collecting injury data, and promoting the health of 
minority populations. For example, according to agency officials and 
documents, CDC and the National Institutes of Health support research on 
a variety of topics, including injury prevention, and have conducted public 
information campaigns to reduce childhood injury. CDC’s National Center 
for Health Statistics (NCHS) collects information about injuries, including 
race and ethnicity characteristics, from death certificates in all 50 states 
and the District of Columbia, as well as from household surveys and health 
care provider surveys. The Maternal and Child Health Bureau (MCHB) and 
the Indian Health Service (IHS) finance public health services, including 
injury prevention programs. HHS offices and agencies also lead efforts 
aimed at understanding and addressing racial and ethnic disparities in 
health care, including rates of unintentional injury among minority groups. 
For example, HHS’s Office of Minority Health serves as a focal point 
within HHS to coordinate efforts to improve racial/ethnic minority health 
and eliminate racial/ethnic health disparities. The Office of Minority Health 
is charged with providing leadership and coordination for offices of 
minority health operating in other HHS agencies and in states to reduce 
racial and ethnic health disparities, according to agency officials. CDC is 
the lead agency charged with measuring progress toward national HHS 

Related Department of Health 
and Human Services Efforts 

                                                                                                                                    
6CPSC rarely uses its authority to seek a mandatory recall. All of the 563 product recalls 
conducted in 2008 were voluntary, with CPSC negotiating a corrective action plan with the 
responsible companies.  
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goals to eliminate disparities in injuries, disabilities, and deaths due to 
unintentional injuries and violence. 

CPSC collects and analyzes data on consumer product-related injuries and 
deaths for products under its jurisdiction to determine where hazards 
exist and how to address them. CPSC obtains most of its information on 
injuries from its National Electronic Injury Surveillance System (NEISS), 
which gathers information from a nationally representative sample of 
about 100 hospital emergency rooms. NEISS provides national estimates 
of the number and severity of emergency room-treated injuries associated 
with, although not necessarily caused by, consumer products in the United 
States. Characteristics coded in the NEISS system include the date of 
treatment; the patient’s age, gender, race and ethnicity, injury diagnosis, 
body part affected, case disposition; incident location; as well as the 
product involved. In 2000, NEISS was expanded to provide data on all 
trauma-related injuries. The expanded data provide other federal agencies, 
researchers, and the public with more comprehensive information on 
injuries from all sources, not just consumer products. CPSC receives 
approximately $2 million each year from CDC to support this effort. 

Injury and Death Data Sources 
Used by CPSC 

CPSC obtains most of its information on fatal injuries from death 
certificates. Information recorded on death certificates includes the date 
and place of death, cause of death, age, gender, race and ethnicity, and 
residence of the deceased. CPSC estimates the number of consumer 
product-related deaths from data collected by NCHS about all deaths 
through the National Vital Statistics System. Because of the complexity 
and volume of collecting information about all deaths, there is over a 2 
year lag before NCHS mortality data become available. According to a 
CPSC official, to obtain more timely information, CPSC annually 
purchases about 8,000 death certificates directly from states for selected 
causes of death that the agency has determined are likely to be product-
related, such as bicycle accidents or falls involving playground equipment. 

CPSC supplements information from the NEISS system and death 
certificates with reports from individual consumers and with data from 
private organizations such as fire prevention groups and poison control 
centers. CPSC collects approximately 4,600 additional reports from 
participating medical examiners and coroners throughout the country, 
about 7,400 news clips, and 14,300 other reports of product-related injuries 
and deaths from consumers, lawyers, physicians, fire departments, and 
other sources, according to its 2010 performance budget request. 
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Few Studies Assess Racial 
and Ethnic Differences in 
Child Death Rates from 
Injuries Related to 
Consumer Products 

Although some research suggests racial disparities in child death rates 
resulting from general causes of injury—including drowning, poisoning, 
and suffocation—we identified few studies that assessed racial and ethnic 
differences in child death rates from injuries related to consumer 
products. The studies we identified included two that identified racial and 
ethnic disparities in drownings in swimming pools and a study that 
identified a disparity between black and white infants in the risk of 
suffocation or strangulation in bed. We did not identify any studies that 
compared the incidence of poisoning related to consumer products by 
children’s race and ethnicity. While these studies identified racial and 
ethnic differences in death rates related to specific products, the 
researchers were not consistently able to consider all factors that may 
contribute to these differences, such as differences in exposure to the 
consumer products. 

Mortality data reported by CDC suggest racial disparities in drowning 
rates, although these data do not specify whether the deaths involved 
consumer products. Drownings can occur in a variety of settings, such as 
natural water settings, swimming pools, bathtubs, and buckets. According 
to CDC, between 2000 and 2005, the fatal unintentional drowning rate of 
black children ages 5 to 14 was 3.2 times that of white children in the same 
age range. For American Indian and Alaska Native children, the fatal 
drowning rate was 2.4 times higher than for white children. 

Drowning 
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One study, conducted by researchers from HHS’s National Institutes of 
Health, CPSC, and a research institute, found racial and ethnic disparities 
in swimming pool drowning rates.7 This study examined circumstances 
surrounding 678 swimming pool drownings among U.S. residents aged 5 to 
24 years that occurred between 1995 and 1998. The study used data 
collected by CPSC about drowning deaths from death certificates, medical 
examiner reports, and newspaper clippings.8 The study found that black 
non-Hispanic males and females had higher swimming pool drowning 
rates compared with white non-Hispanic males and females of comparable 
age. Drowning rates were highest among black males, often occurring 
during the day at public pools, and this increased risk persisted after 
controlling for differences in neighborhood income. Hispanic males also 
had higher rates of pool drowning compared with white non-Hispanic 
males, but they had lower rates compared with black non-Hispanic males 
of comparable age. The drowning rates among Hispanic females were 
similar to those of white non-Hispanic females. The drowning rates among 
foreign-born victims were higher than among American-born victims. The 
study concluded that targeted interventions are needed to reduce the 
incidence of swimming pool drownings across racial and ethnic groups; it 
particularly recommended adult supervision at public pools and swimming 
instruction to increase children’s swimming ability. 

Another study examining racial disparities in drowning rates in specific 
locations found that after the age of 5 years, the risk of drowning in a 
swimming pool was greater among black males compared with white 
males.9 Specifically, this study analyzed death certificate data collected by 
CPSC and NCHS about U.S. drowning deaths of children aged up to 19 in 
1995. This research found that among black males aged 5 to 19 years, 
about 37 percent of drowning deaths with known location of drowning 
were in swimming pools, while only 10 percent of similar drownings 
among white males occurred in pools. 

                                                                                                                                    
7Gitanjali Saluja, Ruth A. Brenner, Ann C. Trumble, Gordon S. Smith, Tom Schroeder, and 
Christopher Cox, “Swimming Pool Drownings Among US Residents Aged 5-24 Years: 
Understanding Racial/Ethnic Disparities,” American Journal of Public Health (2006), 
96(4):728-733.  

8Although the race of the victim was included as a precoded field on death certificates, 
researchers used data on death certificates about place of birth, nationality, and country of 
origin to more specifically code ethnicity.  

9Ruth A. Brenner, Ann C. Trumble, Gordon S. Smith, Eileen P. Kessler, and Mary D. 
Overpeck, “Where Children Drown, United States, 1995,”Pediatrics, (2001), 108: 85-89.  
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One study conducted by CDC researchers found that black infants were 
disproportionately affected by accidental suffocation and strangulation in 
bed (27.3 versus 8.5 deaths per 100,000 live births for blacks and whites, 
respectively).10 This study analyzed infant deaths occurring between 1984 
and 2004 using CDC’s National Center for Health Statistics mortality files 
containing information from all death certificates. Researchers only 
analyzed differences between black and white infants in this study 
because of concerns about misreporting of racial and ethnic identity on 
death certificates for other racial and ethnic groups.11 Although not 
reported by racial group, beds, cribs, and couches were reported overall as 
the most common sleep surfaces where accidental suffocation and 
strangulation deaths occurred.12 In addition, co-sleeping or bed sharing 
was reported in over half of the cases. The study concluded that efforts 
should target those at highest risk and focus on helping parents and 
caregivers provide safer sleep environments. 

Suffocation 

We did not identify any studies that compared the incidence of poisoning 
related to consumer products by children’s race and ethnicity. CPSC has 
assessed differences in the incidence of product-related poisonings among 
children by age group and gender. A recent study conducted by CPSC staff 
found that 70 percent of an estimated 86,194 child poisoning incidents 
involving children less than 5 years of age treated in hospital emergency 
rooms that occurred in 2004 involved children 1 to 2 years of age; slightly 
more than one-half involved boys; and about 60 percent involved oral 
prescription drugs, nonprescription drugs, and supplements.13 The study 
concluded that while fatal child poisonings involving drugs and other 

Poisoning 

                                                                                                                                    
10Carrie K. Shapiro-Mendoza, Melissa Kimball, Kay M. Tomashek, Robert N. Anderson, and 
Sarah Blanding, “US Infant Mortality Trends Attributable to Accidental Suffocation and 
Strangulation in Bed From 1984 Through 2004: Are Rates Increasing?” Pediatrics (2009), 
No. 2, 123: 533-539.  

11See also E. Arias, W. Schauman, K. Eschbach, P. Sorlie, and E. Backlund, “The Validity of 
Race and Hispanic Origin Reporting on Death Certificates in the United States,” Centers for 
Disease Control and Prevention, National Center for Health Statistics, Vital and Health 

Statistics (2008), 2(148).  

12Accidental suffocation and strangulation in bed is a subgroup of sudden, unexpected 
infant deaths, a leading category of injury-related infant deaths.  

13Robert L. Franklin, MS, and Gregory B. Rodgers, PhD, Directorate for Economic Analysis, 
US Consumer Product Safety Commission, Bethesda, Maryland, “Unintentional Child 
Poisonings Treated in United States Hospital Emergency Departments: National Estimates 
of Incident Cases, Population-Based Poisoning Rates, and Product Involvement,” 
Pediatrics (2008), Vol. 122 No. 6.   
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hazardous household substances have decreased in recent years, nonfatal 
child poisonings treated in hospital emergency rooms have remained at 
high levels. 

Poisoning can also occur when children swallow or put in their mouths 
products that contain excessive levels of lead paint or lead content, such 
as toys or children’s costume jewelry; however, CPSC receives little 
information about such incidents through its data systems.14 According to 
CPSC officials, the agency rarely receives reports of child lead poisoning 
through its data systems because lead poisoning usually appears as a 
chronic illness rather than an acute injury, and as we have previously 
reported, CPSC’s data systems are not set up to capture information about 
chronic illnesses.15 

 
CPSC Has Not Analyzed 
Racial and Ethnic 
Differences in Product-
Related Injury and Death 
because of Data 
Limitations 

CPSC estimates product-related injury and death rates by age group, but 
because neither emergency room nor death certificate data provide 
complete information about both race and ethnicity and related products, 
CPSC has not analyzed product-related injury and death rates by race and 
ethnicity or other characteristics that could identify particularly 
vulnerable populations.16 While other federally supported data collection 
efforts provide more, or more reliable, information on the range of factors, 
including race and ethnicity, that may contribute to injury risk, these 
efforts have not collected data on consumer product involvement or CPSC 
has not been involved with them. 

While products related to patients’ injuries are coded in the NEISS system, 
limited patient race and ethnicity information has hindered analysis of 
racial and ethnic differences in product-related injuries. CPSC’s NEISS 
system specifies the products involved in injuries treated in hospital 
emergency rooms. NEISS coders can choose from approximately 900 
product codes when identifying any products mentioned in hospital 

NEISS System 

                                                                                                                                    
14Elevated blood lead levels are associated with harmful health effects in children, such as 
impaired mental and physical development.  

15GAO, Consumer Product Safety Commission: Better Data Needed to Help Identify and 

Analyze Potential Hazards, GAO/HEHS-97-147 (Washington, D.C.: September 1997).  

16We previously found that CPSC uses its data to identify rates of injury and death by age 
group, but not other characteristics, to assess which consumer product hazards have a 
disproportionate effect on vulnerable populations, such as persons with disabilities. For 
details, see GAO/HEHS-97-147.  
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emergency room records, such as toys, cribs, and swimming pools. 
Consumer products are coded to allow for specificity. For example, a baby 
bathtub seat would be specified differently from a baby bath. In its 2008 
performance report, CPSC reported conducting annual monitoring visits to 
all of the NEISS hospitals in its sample, concluding that data were 
collected on over 90 percent of product-related cases in emergency room 
records through the NEISS system. 

As shown in figure 2, our analysis of CPSC’s NEISS data found that race 
and ethnicity data were not coded in about 31 percent of cases in 2007. 
The percentage of NEISS cases missing race and ethnicity information has 
prevented CPSC and CDC from assessing racial and ethnic differences in 
nonfatal injury rates, according to agency officials. According to a CPSC 
official, the agency has been aware of the missing race and ethnicity data 
and considered ways of statistically estimating race and ethnicity 
information using existing data, but has not pursued such analysis because 
of competing agency priorities.17 

                                                                                                                                    
17Developing accurate estimates of product-related injury rates by racial and ethnic group 
could be challenging given existing CPSC data and data collection methods. Adequate 
numbers of cases from each racial and ethnic group are needed to develop accurate rates 
of product-related injury, and developing such rates could be a challenge in smaller 
minority groups. In addition, CPSC data systems do not collect other information that 
could explain differential rates of injuries treated in hospital emergency rooms, such as 
access to health insurance.  
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collect race and ethnicity information or may not understand that it is 
being used for purposes other than providing medical care. 

Other studies have found incomplete and inconsistent collection of 
information about patient race and ethnicity from hospitals. A panel 
convened by the National Academy of Sciences conducted a survey of 
hospitals and found that many hospitals report collecting race and 
ethnicity information, but these data are not reported to state and federal 
programs in a standardized format, and the information reported for racial 
and ethnic groups other than white and black may be unreliable.18 The 
panel recommended that HHS require health insurers, hospitals, and 
private medical groups to collect data on race, ethnicity, socioeconomic 
position, and acculturation and language and provide leadership in 
developing standards for collecting these data. Another qualitative study, 
funded by the California Endowment, reviewed hospital efforts to provide 
culturally and linguistically appropriate health care in 60 hospitals 
nationwide.19 The majority of hospitals reviewed in this study had 
inconsistent methods for collecting data on patient race, ethnicity, and 
primary language. In some hospitals, systems were in place but not used; 
in others, staff appeared not to have been trained on methods to 
accurately collect data from patients. 

Death certificates may include more complete and accurate race and 
ethnicity information compared with nonfatal injury data from hospitals, 
according to CDC officials, but concerns remain about the accuracy of this 
information for some groups. The accuracy of race and ethnicity 
information recorded on death certificates has been studied over time. A 
recent evaluation conducted by CDC found that race and ethnicity 
reporting on death certificates has been excellent for white and black 
populations, poor for the American Indian or Alaska Native populations, 
and reasonably good for the Hispanic and Asian or Pacific Islander 
populations.20 According to CDC, studies have shown that individuals who 

Death Certificates 

                                                                                                                                    
18Michele Ver Ploeg and Edward Perrin, eds., Eliminating Health Disparities: 

Measurement and Data Needs (Washington, D.C.: The National Academies Press, 2004).  

19A. Wilson-Stronks and E. Galvez, Exploring Cultural and Linguistic Services in the 

Nation’s Hospitals: A Report of Findings. (Oakbrook Terrace, Ill.: Joint Commission, 
2007). 

20E. Arias, W. Schauman, K. Eschbach, P. Sorlie, and E. Backlund, “The Validity of Race and 
Hispanic Origin Reporting on Death Certificates in the United States,” Centers for Disease 
Control and Prevention, National Center for Health Statistics, Vital and Health Statistics 

(2008), 2(148).  
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self-reported as American Indian, Asian, or Hispanic on census and survey 
records were sometimes reported as white or non-Hispanic on the death 
certificate, resulting in an underestimation of deaths and death rates for 
the American Indian, Asian, and Hispanic groups. 

While death certificates may contain more complete and accurate race and 
ethnicity data than the NEISS system, according to CPSC and CDC 
officials, related product information is not consistently documented on 
the certificates. Unlike coders who enter data into CPSC’s NEISS system, 
individuals who complete death certificates are not prompted or required 
to record information identifying specific consumer products related to 
the death. Information about product involvement may be found in the 
narrative recorded on the certificate; however, this information is not 
consistently recorded, according to both CPSC and CDC officials. CPSC 
has developed national estimates of consumer product-related death rates 
by age group using HHS data containing information about all deaths; but 
CPSC has not analyzed these deaths by race and ethnicity, according to 
CPSC officials. A CPSC official told us that CPSC staff could analyze 
consumer product-related deaths by race and ethnicity, although the 
agency has not done so to date. CDC officials said that given the limited 
information about product involvement found on death certificates, 
estimating product-related death rates by race and ethnicity could produce 
underestimates. 

Some states are collecting information about product-related deaths as 
part of investigations to understand the causes of child deaths; however, 
CPSC has not been involved in this effort. HHS’s Maternal and Child 
Health Bureau funds a Web-based system and technical assistance center 
to support state collection of data from child death reviews, including race 
and ethnicity, type of injury, and details on product involvement. Child 
death reviews involve state and local officials from multiple disciplines 
sharing information to better understand child deaths and prevent future 
deaths. Since 2002, HHS’s Maternal and Child Health Bureau has funded 
the National Maternal Child Health Center for Child Death Review, a 
technical assistance center that developed the Child Death Review Case 
Reporting System. As of February 2009, 28 states have used the system, 
and states vary in the types of deaths reviewed, the timing of entry into the 
system, and the amount of detail entered into the system, according to 
officials. The system prompts the user to record whether the death was a 
consequence of a problem with a consumer product and, if so, collects 
information about the product and whether the incident was reported to 
CPSC. However, according to officials, CPSC has not been involved in the 
development and implementation of this system. CPSC does not currently 
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receive updates from HHS or the states directly through the Child Death 
Review Case Reporting System. 

According to CDC, injury data collected from household interviews 
through its National Health Interview Survey may include more accurate 
data on race and ethnicity compared with medical records-based data 
collection efforts because the information is self-reported or reported by a 
knowledgeable representative. The National Health Interview Survey also 
contains information about other factors that could account for health 
conditions, such as socioeconomic status, but lacks consistently reported 
information about product involvement, according to CDC officials. A 
CPSC official said the agency has not pursued working with CDC to 
augment its data collection efforts by modifying this survey, citing doubts 
that the data collected could include sufficient detail about product 
involvement even if the survey were modified. 

 
CPSC has incorporated some elements of key consumer education 
practices to provide consumer product safety information to minority 
populations, such as periodically using consumer and other stakeholder 
input to inform its outreach efforts, but it has not specifically defined goals 
or developed measures to assess whether these efforts are effectively 
reaching minority populations (see app. II for further detail on the key 
practices). 

CPSC Has Developed 
or Modified Some 
Consumer 
Information Efforts to 
Reach Specific 
Minority Populations, 
but Has Not Assessed 
the Results of These 
Efforts 

 

 

 

 
CPSC Has Tailored Some 
Outreach for Hispanic 
Communities and 
Established Relationships 
to Assist in Reaching Other 
Minority Populations 

CPSC’s consumer information efforts are intended to provide notice of 
product recalls and guidance on safely using products to the general 
public, although some of its safety information regarding children’s 
products has also been targeted to minority populations, particularly the 
Hispanic community. CPSC provides information in Spanish for many of 
its outreach efforts, and according to CPSC officials, has hired a Hispanic 
media consumer outreach specialist to assist with translations and to work 
with the Hispanic media, and has established practices to develop and 
disseminate safety information to this community. CPSC officials also told 
us that they provide information to Spanish-language television and radio 
stations, use Spanish-speaking telephone operators for CPSC’s toll-free 
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hotline, and maintain a language bank to provide assistance for calls in 
other languages.21 During fiscal year 2008, CPSC records indicate that 
CPSC hotline staff answered 1,570 calls in Spanish. The main CPSC Web 
site also includes a section called El Mundo Hispano de la CPSC with 
recall notices and other product safety information in Spanish. See figure 4 
for examples of CPSC consumer information in Spanish and English. 

                                                                                                                                    
21 According to CPSC officials, CPSC’s language bank is a working list of CPSC staff 
members who have proficiency in other languages. 
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CPSC has also identified and established relationships with other 
organizations to help disseminate consumer safety information to 
additional minority communities through electronic, broadcast, and print 
media. For example, CPSC officials noted that in 2000, CPSC worked with 
the Bureau of Primary Health Care, Gerber, and Black Entertainment 
Television (BET) to launch a safe sleep campaign to help lower sudden 
infant death syndrome (SIDS) rates, especially among African-Americans. 
The campaign included a nationwide television public service 
announcement about placing babies to sleep on their backs to prevent 
SIDS, and special programming to be televised on BET. CPSC has also 
worked on media outreach campaigns with other organizations such as 
public health agencies, industry groups, and child safety organizations. In 
2004, CPSC launched the Neighborhood Safety Network (NSN), to enlist 
support from community-based organizations in extending its messages to 
communities it designated as hard to reach, including older Americans, 
urban and rural low-income families, new parents, and minority groups. 
According to CPSC officials, CPSC uses NSN, now numbering about 5,600 
member organizations, to deliver information to minority populations. 
Membership in NSN is free and enrollment is voluntary. Some of the 
member organizations include HHS, hospitals and health clinics, day care 
centers, fire stations, parent organizations, and American Indian 
reservations. CPSC has developed a Web page offering online safety 
materials that NSN members can modify for use with specific groups. NSN 
member organizations receive CPSC’s e-mail updates with product safety 
information on topics such as drowning prevention, crib and toy safety, 
and poison prevention and may elect to employ these in their own 
outreach efforts. 

Organizations we contacted for this report, including NSN members, 
consumer groups, and organizations that conduct injury prevention 
research or implement injury prevention programs in diverse communities 
generally reported using safety information provided by CPSC, and some 
offered suggestions for improving efforts to reach minority communities. 
Some of the organizations said that they receive information from CPSC 
via e-mail notifications, and some mentioned distributing flyers or posters 
provided by CPSC and incorporating information from CPSC into their 
own pamphlets and brochures. Some suggestions to improve consumer 
information efforts for minority populations included additional exposure 
through broadcast media because access to electronic information via 
computers may be limited. Some NSN members also said it would be 
useful if safety information were provided in additional languages. 
According to CPSC officials, the agency does not have the resources to 
translate information into additional languages, but one NSN member we 
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interviewed mentioned that their organization had translated some CPSC 
materials for its audiences. Some organizations also expressed interest in 
collaborating more closely with CPSC on its consumer information efforts. 

 
CPSC Has Used Some 
Consumer Input to 
Develop Safety 
Information, but Has Not 
Assessed Outreach Efforts 
to Specific Audiences 

CPSC has periodically conducted audience research to strengthen its 
consumer information efforts. In 2003, the agency funded a literature 
review to examine the factors influencing consumers’ understanding of 
and responses to recall notices and other safety information. The study 
findings suggested ways product recall communications could be 
improved to help consumers eliminate or reduce product hazards, such as 
using pictures and signal language like “warning” or “danger” to help 
consumers attend to and understand safety messages. CPSC also created 
an online Consumer Opinion Forum that consumers can join to provide 
feedback on product safety issues, such as how a recall notice could be 
written more clearly; however, consumers must have Internet access to 
participate in this forum. In addition, CPSC recognizes that to understand 
the culture and diversity within the Hispanic community, it must take 
certain steps such as interviewing members of the community, reviewing 
related research, and consulting with colleagues from other federal 
agencies. For example, to translate and adapt materials for one of its 
outreach campaigns for different segments of the Spanish-speaking 
audience, CPSC conducted interviews with members of the Hispanic 
community from varying educational backgrounds. Although CPSC has 
periodically conducted audience research, agency officials told us they do 
not have the resources to regularly pretest safety messages. However, 
officials from a few organizations we interviewed noted that CPSC could 
conduct focus groups with members of the target audience or include 
representatives of organizations that work with the target audience on an 
advisory committee to help design and implement safety campaigns. 

CPSC has also established goals for its overall consumer information 
efforts, but not for its messages targeted to specific populations. In its 
2008 performance and accountability report, CPSC stated that its goal for 
using consumer information was to alert the public to children’s and other 
hazards through consumer outreach, press releases, and conducting nine 
public information efforts that included topics such as drowning and 
poisoning prevention. CPSC sets annual performance goals that measure 
the success for each of these consumer information methods according to 
the total number of items issued, viewed, or conducted during that fiscal 
year. For example, CPSC set a fiscal year 2008 goal to receive 450 million 
views of its safety messages through television appearances, video news 
releases, and downloads of e-publications. 
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CPSC relies on the Neighborhood Safety Network to share product safety 
information with audiences that can be hard to reach, but the agency has 
not formally assessed whether these populations are receiving and using 
the information. And while CPSC tracks the number of views its safety 
messages receive, CPSC officials stated that they do not collect 
information on audience demographics, which could indicate the target 
audiences being reached. Likewise, CPSC has conducted surveys to assess 
customer satisfaction with its toll-free hotline, Web site, and partnerships 
with state government agencies, and these surveys indicate a high level of 
satisfaction with CPSC services; however, these surveys do not collect 
information about the demographic characteristics of the consumers using 
CPSC’s services to determine the extent to which they are representative 
of the general population. According to CPSC officials, CPSC has also not 
identified outcome measures to evaluate how well its campaigns affected 
the attitudes and behaviors of the target audiences it set out to influence. 
We previously identified strategies used by other federal agencies to 
evaluate the effectiveness of information campaigns, including analyzing 
findings from previous research, collaborating with program partners to 
help meet the information needs of diverse audiences and expand the 
usefulness of evaluations, and surveying the intended audience to ask 
about program exposure, knowledge, and attitude change.22 CPSC officials 
have also cited a lack of resources as a challenge to establishing 
evaluation programs to measure results; however, CPSC has recently 
received more resources from the fiscal year 2009 appropriation for the 
Virginia Graeme Baker Pool and Spa Safety Act. In the course of our 
review, CPSC officials stated that with this new funding for the act, they 
planned to include an evaluation component, but as of the writing of this 
report, it was not yet known how CPSC planned to implement this 
component. 

 
Protecting children from dangerous consumer products is a critical part of 
CPSC’s mission. Some research suggests that there are racial and ethnic 
disparities in child death rates due to injuries related to particular 
consumer products; however, CPSC does not routinely assess whether 
such disparities exist, primarily because data limitations make it 
challenging to conduct such analyses. In addition, the lack of information 
about other characteristics of individuals who are injured or die from 

Conclusions 

                                                                                                                                    
22GAO, Program Evaluation: Strategies for Assessing How Information Dissemination 

Contributes to Agency Goals, GAO-02-923 (Washington, D.C.: Sept. 30, 2002). 
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involvement with a consumer product, such as socioeconomic status, 
prevents CPSC from identifying potential underlying causes of racial and 
ethnic differences in injury and death rates. Without efforts to augment or 
improve existing data, CPSC may not know which groups are most 
vulnerable to product-related injury or death. If available data are 
improved, CPSC may be better able to identify hazards that 
disproportionately affect certain communities and develop ways to reduce 
those hazards. 

Despite limited information on racial and ethnic differences in product-
related injury and death, CPSC has made some special efforts to deliver 
some of its consumer information to audiences the agency identified as 
hard to reach, including minority groups. However, CPSC has not 
collected information on whether these targeted groups are receiving and 
acting on the safety information. Without fully assessing its consumer 
education and public outreach campaigns, CPSC cannot know how 
effective these initiatives are at reaching intended audiences, some of 
which may be at an elevated risk of injury or death. 

 
To better understand the relative risk of product-related injury among 
minority and nonminority children, we recommend that the Commission, 
in consultation with HHS, 

Recommendations for 
Executive Action 

• Develop and implement cost-effective means of improving CPSC’s data 
collection on factors that may contribute to differences in the incidence of 
injury and death related to specific types of consumer products, including 
race, ethnicity, and other patient characteristics. For example, steps CPSC 
could consider include improving the NEISS racial and ethnic 
classification system; working with NEISS hospitals to improve collection 
of data on patient race and ethnicity; and leveraging related data collection 
efforts, such as those sponsored by the Maternal and Child Health Bureau, 
the National Center for Health Statistics, or the National Institutes of 
Health. 

To improve the effectiveness of consumer information efforts, we 
recommend that the Commission, 

• Develop and implement cost-effective ways to enhance and assess the 
likelihood that CPSC’s safety messages are received and implemented by 
all the intended audiences. For example, CPSC could consider convening 
groups of consumers or Neighborhood Safety Network members to advise 
on the design and implementation of campaigns targeted to specific 
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communities, surveying NSN members, establishing metrics to measure 
NSN’s success, and evaluating the effectiveness of information campaigns 
targeted to the racial and ethnic groups at highest risk of drowning as part 
of its implementation of the Virginia Graeme Baker Pool and Spa Safety 
Act. 

 
We provided a draft of this report to CPSC and HHS for review and 
comment. CPSC and HHS concurred with our recommendations and 
provided technical comments, which we incorporated as appropriate. A 
letter conveying HHS’s comments is reproduced in appendix III. 

Agency Comments 
and Our Evaluation 

 
 We are sending copies of this report to the appropriate congressional 

committees, the Chairman of the U.S. Consumer Product Safety 
Commission, the Secretary of Health and Human Services, and other 
interested parties.  In addition, the report will be available at no charge on 
GAO’s Web site at http://www.gao.gov. 

If you or your staff have any questions regarding this report, please 
contact me at (202) 512-7215 or ashbyc@gao.gov. Contact points for our 
Offices of Congressional Relations and Public Affairs may be found on the 
last page of this report. GAO staff who made major contributors to this 

Cornelia M. Ashby 

report are listed in appendix IV. 

Director, Education, Workforce, 
y Issues  and Income Securit
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Appendix I: Objectives, Scope, and 
Methodology 

The objectives of this report were to examine (1) what is known about the 
relative incidence of preventable injuries and deaths related to drowning, 
poisoning, and suffocation associated with products intended for 
children’s use among minority children compared with nonminority 
children, and (2) what actions the Consumer Product Safety Commission 
(CPSC) has taken through its public information and education initiatives 
to minimize child injuries and deaths, including those in minority 
populations, related to products intended for children’s use. 

To address the first objective, we reviewed injury and death data sources 
used by CPSC to estimate product-related injuries and deaths. We 
reviewed data and documentation obtained from CPSC concerning its 
databases that contain injury and death data, including the Death 
Certificates database, National Electronic Injury Surveillance System 
(NEISS), Injury or Potential Injury Incidents file, and In-Depth 
Investigations file.1 We reviewed information describing Department of 
Health and Human Services (HHS) mortality data, which includes 
information from death certificates filed in the United States collected 
through the National Vital Statistics System. We also reviewed HHS 
household and health care provider surveys that include injury data, such 
as the National Health Interview Survey and the National Hospital 
Discharge Survey. We also interviewed CPSC officials, HHS officials, and 
researchers to gather information about the strengths and weaknesses of 
available data sources. 

We assessed the completeness and reliability of the NEISS data set by (1) 
reviewing NEISS’s technical documentation and methodological reports, 
(2) interviewing CPSC officials, (3) examining these data for obvious 
inconsistencies, and (4) visiting three NEISS hospitals to better 
understand how the data are coded. We determined that these data were 
sufficiently reliable to use as sources of summary statistics about the 
extent of missing race and ethnicity information in the NEISS system. To 
determine the extent of missing race and ethnicity information in CPSC’s 
NEISS system, we analyzed NEISS data obtained from CPSC for the years 
1999-2007. 

To explore available data published in related studies, we searched 
relevant databases, including PubMed, ProQuest, PsycFirst, and 

                                                                                                                                    
1The Injury or Potential Injury Incidents and In-Depth Investigations files include 
information about related consumer products, but not race and ethnicity information.  
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ScienceDirect. We also consulted with CPSC and HHS staff to identify 
related studies. We limited the scope of our work by looking at studies 
published since 1999. Through this process, our literature search identified 
about 70 studies, but only 3 studies published data on racial and/or ethnic 
differences in child injury or death rates related to specific consumer 
products, and we conducted detailed reviews of these studies. Our reviews 
entailed an assessment of each study’s research methodology, including its 
data quality, research design, and analytic techniques, as well as a 
summary of each study’s major findings and conclusions. We also assessed 
the extent to which each study’s data and methods supported its findings 
and conclusions. 

To address the second objective, we reviewed CPSC documents and 
interviewed CPSC officials regarding the development, operation, and 
evaluation of the agency’s consumer information efforts. Specifically, we 
reviewed CPSC’s Web site, and documents such as CPSC customer 
satisfaction surveys, press releases, strategic plans, and performance and 
accountability reports. We compared the processes used by CPSC with 
key practices identified by experts in GAO’s previous work as important to 
planning a consumer education campaign, motivating a target audience, 
and alleviating challenges in a campaign (see app. II for a description of 
these practices). We interviewed federal officials at CPSC and five HHS 
organizations—Centers for Disease Control and Prevention, Indian Health 
Service, Maternal and Child Health Bureau, National Institutes of Health, 
and the Office of Minority Health—to learn about their related programs 
and initiatives. In addition, we interviewed representatives of injury 
prevention programs, consumer groups, and members of CPSC’s 
Neighborhood Safety Network to obtain their views on CPSC’s efforts to 
provide product safety information to minority communities. 

We conducted this performance audit from December 2008 through 
August 2009 in accordance with generally accepted government auditing 
standards. Those standards require that we plan and perform the audit to 
obtain sufficient, appropriate evidence to provide a reasonable basis for 
our findings and conclusions based on our audit objectives. We believe 
that the evidence obtained provides a reasonable basis for our findings 
and conclusions based on our audit objectives. 
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Appendix II: Key Practices for Consumer 
Education Planning 

In a 2007 GAO report on consumer issues pertaining to the digital 
television transition, a panel of 14 senior management-level experts in 
strategic communications identified and came to consensus on key 
planning components for consumer education and outreach (see table 1). 

Table 1: Key Practices for Planning Consumer Education Campaigns 

Key practice Description 

Define goals and 
objectives 

Define the goals of the communications campaign, e.g., to 
increase awareness or motivate a change in behavior. Define 
the objectives that will help the campaign meet those goals. 

Analyze the situation Analyze the situation, including any competing voices or 
messages, related market conditions, and key dates or timing 
constraints. Review relevant past experiences and examples 
to identify applicable “lessons learned” that may help to guide 
efforts. 

Identify stakeholders Identify and engage all the key stakeholders who will be 
involved in communications efforts. Clarify the roles and 
responsibilities of each stakeholder, including which entity or 
entities will lead overall efforts. 

Identify resources Identify available short- and long-term budgetary and other 
resources. 

Research target 
audiences 

Conduct audience research, such as dividing the audience 
into smaller groups of people who have relevant needs, 
preferences and characteristics, as well as measuring 
awareness, beliefs, competing behaviors, and motivators. 
Also, identify any potential audience-specific obstacles, such 
as access to information. 

Develop consistent,  
clear messages 

Determine what messages to develop based on budget, 
goals, and audience research findings. Develop clear and 
consistent audience messages; test and refine them. 

Identify credible 
messengers  

Identify who will be delivering the messages and ensure that 
the source is credible with audiences. 

Design media mix  Plan the media mix to optimize different types of media such 
as news stories, opinion editorials, and broadcast, print, and 
Internet advertising. Identify through which methods (e.g., 
advertising in newsprint ads), how often (e.g., weekly or 
monthly) and over what duration (e.g., 1 year) messages will 
reach audiences. 

Establish metrics to 
measure success  

Establish both process and outcome metrics to measure 
success in achieving objectives of the outreach campaign. 
Process metrics ensure the quality, quantity, and timeliness of 
the contractor’s work. Outcome metrics evaluate how well the 
campaign influenced the attitudes and behaviors of the target 
audience(s) that it set out to influence. 

Source: GAO-08-43.  
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Exhibit 109



 

 
Thank you to all stakeholders who participated in the workshop on July 25th, 2017 

  Recall Effectiveness Workshop  
          CPSC in cooperation with stakeholders

         Consolidated Discussion Notes 
 

What is an Effective Recall? 
Carol Cave with Blake Rose, Shelby Mathis, and Tanya Topka 

 
What is an effective recall? 

 Sufficient remedy (appealing to consumers) 

 Use alternative metrics/measures 

 No incidents after recall announcement 

 Done quickly 

 Fulfillment by firm quickly 

 Eliminate future causes for recall 
 
What does an effective recall look like? 

 Tailored to hazard 

 Flexible for manufacturers, retailers etc. in 
communicating recall information 

 Done quickly  

 Maintain brand image through recall process 
 
What elements should the CPSC consider when 
determining if a recall is effective? 

 Consumer correction rate 

 Firm’s speed and efficiency 

 Readiness to provide remedy / Flexibility of 
announcement date 

 Clear message communicated 

 Consumer motivational challenges 

 Early communication of pending recall to 
retailers  

 Measure the effort of firm. Multiple ways to 
reach consumer 

 Actual use, expected life of product 

 Ease of taking advantage of remedy 

 Getting and addressing negative feedback 

 Consumer feedback to CPSC‐ make available 
to all public 

 Hire contractors for surveying and modeling 
(to determine what elements to measure)  

 Retail reporting limitations 

What can the CPSC do to increase recall 
effectiveness? 
 
Collaborate 

 Collaborate with other agencies 
 
Communication Channels 

 Multimodal (if no initial response) – Use 
various channels 

 New category of alerts (non‐press release, 
non‐recall alert) 

 Clearer expectations on social media 

 Consumer feedback 
 
Flexibility 

 With firm as long as recall effective (direct to 
consumer)  and potential resellers (press 
release) 

 Give staff greater approval authority 

 Eliminating legal imped. of Fast Track 
 
Explore new methods for: 

 Ways to communicate 

 Track purchases (apple pay, credit card 
companies)  

 Consumer and retailer education on 
technology  

 Consumer behavior research 

 Consider appropriate use of word “recall” – 
change instructions, warning labels, inspect 
and then repair if necessary  

Registration 

 Increase registration rate (durables) via 
CPSC.gov 

 Revisit regulations on juvenile product 
registration 
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 Research on registration cards 

 Improve and ease of registration of products 

 Creative registration ways (at purchase 
checkout) 

 
Speed, Efficiency, Transparency 

 Ensuring hazard and risk is efficiently 
communicated  

 Shorter turnaround  

 Increase transparency  

 Tier hazards and give time frames like HC 

 Speed up PSA process ‐ if really a hazard 
should know sooner 

 CAPs include being ready  

 Set reach rate mirroring risk (comprehensive 
process) 

 Reduce time between report and 
announcement 

 Trust (company and CPSC) 

 Engaging marketing /sales with safety/legal 
for notices 

 Public information of correction rates (overall 
general /specific)  

 Evaluate content of releases 
 
Indirect Recall Support 

 Communication retailer and recalling firm 
especially if won’t do it (communicate CPSC 
to retailer) 

 Acknowledge costs retailers to recalling firm 
and privacy concerns  
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  Recall Effectiveness Workshop  
          CPSC in cooperation with stakeholders

         Consolidated Discussion Notes 
 

Communicating the Hazard 
Celestine Kish and Tanya Topka with Shelby Mathis 

 
What communication channels are available to 
convey a recall message?  

 Bloggers  

 CPSC.gov 

 Emails (potential risk – privacy) 

 Letters company website  

 Social media (and user tags) 

 Online communications with consumers 

 Text messaging (potential risks – privacy)  

 Use targeted advertising information to push 
recall information  

 Trade magazines 

 Registration with preferences from consumer 
for contacts 

 Micro‐targeting (by zip codes for instance)  
 
Do companies develop specific marketing strategies 
for recalls?  

 High hazard focused strategy 

 Facebook/Social media ads 

 Resonating message 

 Recall strategies should match marketing 
strategies 

 Increase registration by consumers 

 Fast Track requires quick decision‐making and 
cross‐marketing strategy  

 
What is the best way to convey the hazard in recall 
communications?  

 Consider term “recall” in some cases 

 Recall symbols (such as for recycling) 

 Use recognizable term (e.g. “safety” to cue 
consumer)  

 
How do consumers respond to the use of social 
media regarding recalls?  

 Large amount of hits/traffic 

 Effective for product registration  

 Facebook messenger, texting = younger 
demographic reached 

 Consider brand image impact from social 
media campaigns  

 
What elements form the most effective social media 
communications?  

 Clear and concise 

 Videos (high click through rates) 

 Images (high share/pass on rates – for videos 
as well) 

 Use “URGENT” or other attention‐grabbing 
language 

 Facebook App (always on top and accessible) 
with tracking information on use 

 How‐to videos (e.g. repairs) 

 Use comments from public to communicate 
recall information effectively  

 Timely campaigns  
 
What tips and tricks have you used for promoting 
your posts?  

 Affordable ads via Facebook 

 No competing messages 

 Repetition is key  

 Reach out to bloggers to reach new audience 

 Connect with local media (not just via press 
release) 

 Encourage sharing 
 
Are there any barriers to the use of social media to 
promote recalls?  

 Adequate staff for questions from public 

 Limited to network of followers only 
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 Continually evolving/changing (social media 
type changes) 

 Consumer fatigue/message confusion 

 Clear hazard language  
 
What types of notices are available for use in retail 
locations? 

 Could maybe include in circulars  

 Store posters ineffective  

 Location of posters important (wrong location 
means consumers don’t see) 

 Be creative about notices in store  
o Elevator space 
o Use related product space to post e.g. 

cribs and diapers 

 Limited recalls by retailer = better viewing 

 App for recall notices 

 Store receipts 

 Loyalty programs 

 Consumer targeted messaging much preferred 

 On front door (most effective in retail)  
 
In what situations are they use of posters most 
effective?  
  Skipped 
 
What other types of notification are available to 
promote recalls?  

 Advertising 

 OEM CRM 

 Credit card statements 

 Push notices to smart devices 

 Direct mail 

 Phone calls 

 Text messages 

 Loyalty programs/rewards clubs  

 Online interest groups tied to product  

 YouTube videos  
 
What are some of the limitations, barriers, or 
challenges of these communication channels? 

 Push notices to smart devices 
o Could be firewalled 

 Direct mail 
o Reimbursement requests and lack of 

customer information and overall costs 

 Phone calls 
o Reassigned numbers  
o Issues with consumer protection 

 Text messages 
o Reassigned numbers 

 Loyalty programs/rewards clubs 
o Subject to use terms/limits  
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  Recall Effectiveness Workshop  
          CPSC in cooperation with stakeholders

         Consolidated Discussion Notes 
 

Consumer Motivation 
Shelby Mathis and Tanya Topka 

 
How has consumer behavior changed in the last 20 
years?  

 Immediate gratification  
o Quick response 

 Attention span 
o High priority recalls 

 Lifespan of products has decreased 
o Remedies change 

 Higher expectation of quality 

 Less consumer interaction 
o Online registration  

 More vocal consumers 

 More diverse news sources 
o Good initial response for companies 

 Peer recommendations more important 

 More global markets  
 

What challenges exist in motivating consumer 
behavior for recalls? 

 Too complex/Time‐consuming 

 Brand image/maintenance of integrity with 
consumer 

 Consumer can evaluate message/clearly 
communicate 

 Communicate impact to consumer (of defect) 

 Balance risk with remedy 

 Recall effectively communicated very 
important measure 

 

What motivates consumer to participate in recalls? 

 Convey the message 

 Consumer research/feedback on lack of recall 
participation 

 Where in useful life of product consumers are 

 Lack of alternatives 
 
What type of incentives are the most effective for 
recalls? 

 Communication of recall expense 

 Discount/replacement with new product 

 Repair vs. full refund 

 More options 

 Accessories and gifts (helps brand image) 

 Remove hurdles to participate (receipts)  
 
Are there wording styles/changes that can be made 
to notices that will help motivate consumers? 

 Photos and image 

 Uniform recall message – highlight retailer, 
time frame 

 Consumer research on recall message needed 
(focus group) 

 Picture of product and hazard wanted up front 

 Call to action prominent 

 Few seconds to convey message 

 Press alert easier to follow than what goes to 
consumers  
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  Recall Effectiveness Workshop  
          CPSC in cooperation with stakeholders

         Consolidated Discussion Notes 
 
 

Technological Advances to Improve Recall Effectiveness 
Carol Cave, Pamela Chisholm, Christopher Nguyen, Blake Rose, and Mary Toro  

with Celestine Kish, Matthew Lee, Stephen Lee, and Troy Whitfield 
 

Questions: 
(1) What advances in technology have arisen to improve the notification of consumers?  
(2) What advances in technology have arisen to improve the effectiveness of recalls?  
(3) What can companies do to improve direct notification?  
(4) What challenges exist in implementing new practices or acquiring new technology to assist in notifying 

consumers?  

 
Technological advances that improve notification and 
other technology that improves effectiveness (Questions 1 
&2): 

 Email addresses and email tracking/open rate 

 Social Media, Facebook and Twitter, SM buzz 
platform 

 Recall registration sites with scheduling for repairs 

 Retailer posting National Brand recall 

 CRM/loyalty programs 

 QR and RFID Codes in retail locations 

 Personal URL 
o Product confirmation  
o Remedy selection 

 Micro‐targeting of websites (art and music) 
o Stimulating to consumers but shouldn’t 

sensationalize the hazard 
o Consider how you target, one size does not 

fit all 

 Include clicks/views in effectiveness measures 
o Shares, opened emails 

 Strong self‐serving tools (registration – 
automation) 

 Serial numbers 

 Software updates and firmware 

 Accept photo of destroyed product for verification  

 Plenty of technology assuming 
registration/permission/tech to register 

o Text messaging 
o Email  

 Apps – messaging functions 

 Advanced search functions on website 

 Text mining tools – CPSC to expand retail reporting 
preprogram  

o Synthesize data and use data analytics 
(sales force)  

o Use for recall effectiveness  

 QRD and FRID (when affordable) at SKU level 

 Connected devices allow for direct communication 

 Voice activated communication devices  
 

Direct Notification or Registration (Question 3): 

 Online sales 

 Make registration easier 
o Time of purchase registration/notification 

(Opt in/Opt out) 
o Incentives for registering ($, free gift, gift 

cards, coupons) 
o App 
o QR code or picture registration 
o Standardization of registration with 

voluntary standard  

 Direct Mail with confirmation and incentive to 
respond 

 Apps: Information collection app for receipt 
scanning, push notifications, easier for connective 
products) 

 Targeted mailings (including bilingual) 

 Better collaboration between retailers and 
manufacturers to contact consumers 
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 Leveraging smart home or voice activated products 
Google Home, Amazon Alexa  

 Repetition in different forms of communication 

 
 

 
Challenges (Question 4): 

 No incentive to be creative  

 Resources and Cost 

 Rapid change in technology – time and resources 

 Product marketing/brand protection mindset 

 Notification issues with recall fatigue 

 Notification issues with company contact fatigue 
(too many emails cause consumers to 
ignore/delete before reading) 

 Consumer motivation issues 

 Privacy concerns and Confidentiality  
o Information collection and sharing 
o Knowing and understanding the data 
o Budget – IT 
o Multiple contracts for sharing information  

 The more complex the marketing/recall plan is, 
more staff involved – procedural slow down  

 More social media requires more staff to respond  

 Registration/challenges too much information 

 One size doesn’t fit all – creative actions creates 
expectation for future recalls 

 140 characters (twitter) 
 
Other suggestions and comments: 

 Handbook Best Practices 

 Video – How‐to‐do Recall 

 Something new = Replace old idea  
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Public Warning and Notification of 
Recalls Under  

21 CFR Part 7, Subpart C 
Guidance for Industry and FDA Staff 

 
 This guidance represent the current thinking of the U.S. Food and Drug Administration (FDA, 
we, or Agency) on this topic. It does not establish any rights for any person and is not binding  
on the FDA or the public. You can use an alternative approach if it satisfies the requirements 

 of the applicable statutes and regulations. To discuss an alternative approach, contact the FDA 
 staff responsible for this guidance as listed on the title page. 

 
 
 

I. Introduction:  
The purpose of this guidance is to assist and provide recommendations to industry and FDA staff 
regarding the use, content, and circumstances for issuance of public warnings and public 
notifications for firm-initiated or FDA-requested recalls under 21 CFR Part 7, Subpart C – 
Recalls (Including Product Corrections) –Guidance on Policy, Procedures, and Industry 
Responsibilities.  The guidance also discusses what information should be included in a public 
warning, as well as the parties responsible for issuing it.  It represents FDA’s current thinking on 
public warning and notification of recalls under 21 CFR Part 7.   
This guidance applies to voluntary recalls of products subject to FDA’s jurisdiction, including 
any food, drug, and device intended for human or animal use, any cosmetic and biologic 
intended for human use, any tobacco product intended for human use, and any item subject to a 
quarantine regulation under 21 CFR Part 1240.  However, it does not apply to radiation emitting 
electronic products which are governed only by 21 CFR Parts 1003 and 1004.   
FDA's guidance documents do not establish legally enforceable responsibilities. Instead, 
guidance describes the Agency's current thinking on a topic and should be viewed only as 
recommendations, unless specific regulatory or statutory requirements are cited. The use of the 
word should in Agency guidance means that something is suggested or recommended, but not 
required. 
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II. Terminology: 
Recall 

Recall means a firm’s removal or correction of a marketed product that FDA considers to be in 
violation of the laws it administers and against which the Agency would initiate legal action, 
e.g., seizure.  Recall does not include a market withdrawal or a stock recovery.1 (21 CFR 
§7.3(g)) 
Recall Determination  

A recall determination is the assessment the FDA makes in deciding that a firm’s ongoing or 
completed removal or correction of a marketed violative product constitutes a recall as defined at 
21 CFR § 7.3(g). A firm’s characterization of its action is not determinative of whether the FDA 
would determine that the action is a recall.  A firm’s action constitutes a recall when it meets the 
definition of “recall” under 21 CFR § 7.3(g).  
Recall Classification 

Recall classification means the numerical designation, i.e., I, II, or III, assigned by the FDA to a 
particular product recall to indicate the relative degree of health hazard presented by the product 
being recalled or considered for recall.  (21 CFR §§ 7.3(m), 7.41(b)). The determination is made 
on the basis of the health hazard evaluation and in consideration of the factors provided at 21 
CFR § 7.41.  
Public Warning 

The purpose of a public warning under 21 CFR Part 7 is to alert the public that a product being 
recalled presents a serious health hazard.  It is reserved for urgent situations where other means 
of preventing use of the recalled product appear inadequate.  (21 CFR § 7.42(b)(2)).2  Public 
warnings under 21 CFR Part 7 can be disseminated through general or specialized news media, 
e.g., professional or trade press, and/or to specific segments of the population such as physicians, 
hospitals, etc.  The FDA may issue public warnings in a variety of forms, including, but not 
limited to, press releases, emails, and web and social media postings.  
Public Notification of Recalls 

The FDA promptly makes available to the public in the weekly FDA Enforcement Report a 
descriptive listing of each new recall according to its classification, whether it was FDA-
requested or firm-initiated, and the specific action being taken by the recalling firm.  (21 CFR § 

                                                 
1 21 CFR § 7.3(j) defines market withdrawal to mean a firm's removal or correction of a distributed product which 
involves a minor violation that would not be subject to legal action by the Food and Drug Administration or which 
involves no violation, e.g., normal stock rotation practices, routine equipment adjustments and repairs, etc.  Stock 
recovery means a firm's removal or correction of a product that has not been marketed or that has not left the direct 
control of the firm, i.e., the product is located on premises owned by, or under the control of, the firm and no portion 
of the lot has been released for sale or use.  21 CFR § 7.3(k). 
2 In addition to the public warning authority described in 21 CFR Part 7, the Agency has other authorities to 
disseminate information in an array of circumstances, for example, the Secretary’s authority in 21 U.S.C. 375(b) to 
disseminate information about FDA regulated products in situations that the Secretary determines involve imminent 
danger to health or gross deception of the consumer .  Nothing in this guidance is meant to define, shape, or limit 
those authorities in any way.  
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7.50).   
Confidential Commercial Information (CCI) 

Commercial or financial information that is privileged or confidential means valuable data or 
information which is used in one's business and is of a type customarily held in strict confidence 
or regarded as privileged and not disclosed to any member of the public by the person to whom it 
belongs. (21 CFR § 20.61(b)).  
 

III. Discussion:  
The FDA’s policy is to evaluate the particular circumstances of each individual recall in 
determining whether a public warning is needed in accordance with 21 CFR § 7.42(b)(2) as part 
of the recall strategy.  The FDA may issue a public warning or notification before formally 
classifying a recall under 21 CFR § 7.41(b).  We note that due to the level of hazard associated 
with Class I recalls, the FDA has generally issued, and/or sought issuance of, public warnings in 
Class I or potential Class I recalls unless specific circumstances indicate that one would not be 
beneficial to the public.  The FDA also recommends and/or issues public warnings for some 
urgent Class II recalls that, while not rising to Class I hazards, still present a serious hazard to 
health.3  
Once the FDA makes a recall determination or classification, the recall will be listed in the 
weekly FDA Enforcement Report in accordance with 21 CFR §7.50.   
 

A. Public Warnings  
 

1. Under what circumstances should firms issue public warnings? 
Public warnings are for urgent situations and are issued to alert the public that a product being 
recalled presents a serious hazard to health, and where other means for preventing the use of a 
recalled product appear inadequate.  For instance, public warnings may be appropriate for urgent 
recalls of prescription drugs or medical devices when retail level consignees cannot identify 
persons to whom the drug or device was dispensed.  A public warning is also often needed when 
a recalled product has been widely distributed.   
On the other hand, when recalled products have only been distributed to direct accounts4, and the 
recalling firm has records that show exactly where the products have gone, a prompt and 
effective communication to such accounts informing them of the recall may be adequate to 

                                                 
3 FDA has recommended public warnings for Class II recalls involving, for example, foods with low levels of 
undeclared allergens (e.g., wheat).  While the adverse health consequences may be remote or temporary, FDA is 
committed to acting immediately when necessary to protect the public health. 
4 For internet purchases, the consumer level is considered a direct account.  For some internet purchases, prompt and 
effective communication may not be feasible, and thus distribution to the direct account in an internet transaction 
may warrant a public warning.  Where communication is feasible, the internet seller should attempt to confirm 
receipt of the communication.  
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prevent the use of a recalled product.5 This could be an instance where the product has only 
reached the wholesale level, such as a warehouse or distribution center, and has not been further 
distributed to the retail or consumer level.   
The FDA generally recommends public warning for recalls that are likely to be classified as, or 
have been classified as Class I recalls, unless specific circumstances indicate that the warning 
would not be beneficial to the public. Such circumstances could be where there is not adequate 
information to convey risk and appropriate actions, or when the product is limited to a small 
number of consignees that are easily identified and can be rapidly reached through targeted 
contact. Furthermore, different products might dictate different communication considerations.  
For instance, during a medical device recall, the FDA may consider how patients respond to a 
public warning about a defective product without first having the benefit of consulting with their 
physician.  In these and similar situations, public warnings may be more confusing than helpful. 
The FDA will continue to assess the need for public warnings for voluntary recalls of FDA-
regulated products based on the particular circumstances of the individual recall.  The following 
recalls generally present examples of serious hazards to health such that a public warning may be 
warranted: 

 Recalls of food products initiated by a firm after receipt of consumer reports of illness 
or injury (including allergic reactions), for which there is an active outbreak 
associated with the product or its ingredients, or for which the FDA has substantiated 
reports of illness or injury.  

 Recalls of food products that are intended for or would more likely be consumed by 
vulnerable populations.  Examples of vulnerable human populations include infants, 
toddlers, the elderly, pregnant women, and medically-compromised individuals, who 
may be more susceptible to foodborne hazards than healthy persons. 
 

 Recalls of food products initiated because of manufacturing deviations where the 
consequences of the manufacturing deviations could have significant health impacts; 
e.g., under processed low-acid canned foods which could result in botulism if the 
product is consumed. 

 Recalls of food products initiated because of microbiological pathogen findings (e.g., 
Listeria monocytogenes, Salmonella, etc.) in environmental testing where direct food 
manufacturing contact surfaces are found to be contaminated. 
 

 Recalls of animal food products which may be contaminated with low levels of drugs 
or unsafe food additives. Examples include pet jerky treats contaminated with 
antibiotics, and cat food products containing propylene glycol.  

 
 Recalls of home use medical devices which could malfunction and lead to incorrect 

dosing of drugs or blood volumes.  

                                                 
5 To be adequate to prevent the use of the product, a recalling firm should be able to confirm that business accounts 
received the communication and understood the instructions conveyed in the communication.  FDA’s model recall 
return response form, available in FDA’s Regulatory Procedures Manual, is one way a recalling firm can document 
such confirmation from business accounts.  
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 Recalls of sterile injectable drug products which may contain particulate matter. 
 
 Recalls of implantable pacemakers or defibrillators where the device’s battery may 

fail suddenly and without warning. 
 

The FDA may issue or supplement a firm’s public warning, among other actions, in the 
following situations: a firm refuses to issue its own public warning when recommended or 
requested by the FDA, an ongoing recall or public warning is not prompt or effective, or the 
FDA learns of a completed recall where new adverse events associated with the product are 
reported after completion of the recall. The FDA will generally provide a timeframe for when the 
firm should issue a public warning based on the circumstances of the individual recall.  While 
timeframes will vary depending on the recall and product, these firms should generally issue a 
public warning within 24 hours of the FDA notifying the firm that it believes a public warning is 
appropriate.  
 

2. Who prepares public warnings? 
The FDA generally gives firms the first opportunity to prepare and issue public warnings during 
recalls. For instance, for firm-initiated recalls, recalling firms are expected to develop their own 
recall strategy. The recall strategy addresses, among other things, whether a public warning is 
needed and how it will be issued.  In most cases, the FDA reviews and comments on the recall 
strategies, including any public warnings developed by firms (see 21 CFR § 7.42(b)(2)). Firms 
should include any drafted public warning as part of their submission of the recall strategy to the 
extent that it does not delay strategy development or recall initiation.6  In other situations that 
warrant an immediate warning, firms may choose to issue public warnings without the FDA’s 
review.  The FDA may supplement that warning with its own public statement, if necessary.  
When the FDA believes that a public warning is appropriate and the recalling firm does not 
include one in its initial recall strategy, the FDA will generally request one from the recalling 
firm.   
In some situations, the FDA may prepare and issue public warnings on its own initiative and in 
accordance with 21 CFR § 7.42(b)(2).  This may occur, for instance, when the public needs 
immediate warning concerning a product and the firm has not issued a public warning or a firm’s 
public warning is deficient. The FDA will ordinarily work with the recalling firm to ensure the 
factual accuracy of a public warning. However, the FDA is not required to contact the firm 
before issuing a public warning or allow its review of the proposed statement.  
If a firm issues a public warning that is deficient in any respect (see also section III.A.3 in this 
document), the FDA may supplement or correct that warning with its own public warning. If a 
firm’s public warning is not reasonably likely to be adequately received by the target audience, 
the FDA may ask the firm to reissue its public warning and/or the FDA may issue its own public 
warning.  Additionally, the FDA may publicly issue information that may address outstanding 
questions about the nature of the incident and/or the Agency’s actions.  

                                                 
6 Firms are reminded that, under 21 CFR § 7.42, they need not delay the initiation of a recall pending the FDA’s 
review of their recall strategy. 
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3. What information should be contained in a public warning? 

The purpose of a public warning is to alert the public that a product being recalled presents a 
serious hazard to health. As such, a public warning should include: a) information to help 
identify the recalled product including images, numerical product information (e.g., lot number, 
expiration date, serial number, unique device identification (UDI) number), packaging 
information or brand names; b) the geographic areas and dates of distribution of the affected 
product; c) a thorough description of the product defect, health hazard involved, and reason(s) 
for recall (e.g., product testing, environmental sampling, etc.); d) the name and contact 
information for the recalling firm; e) instructions to consumers or users; f) the number and nature 
of any illnesses/injuries/complaints associated with the product, related to the product defect; and 
g) a description of common symptoms of any illness of concern. The headline of the public 
warning should include the brand name, type of product, and the hazard prompting the recall 
(e.g., “XYZ chocolate chip cookies recalled for potential Salmonella contamination.”).   
In some cases, it may also be necessary to include the recalling firm’s supply-chain relationships 
in order to alert the public of the product being recalled. When possible, the FDA encourages 
firms to provide specifics about firms it sold product to in order to help people better identify and 
avoid recalled product.7    
What should not be included 
Public warnings should not contain content that detracts from or defeats the purpose of the 
warning.  Brief and succinct warnings are generally better at informing consumers of a product 
hazard and helping consumers understand the importance of avoiding the product. On the other 
hand, messages that cloud or lengthen a warning may distract a consumer and should be avoided.  
Generally, firms should not promote the qualities of the product being recalled, other products 
sold by the firm, or the firm in general, as part of a public warning. Phrases such as “an 
abundance of caution,” that can be seen as trying to minimize the hazard, should not be used, for 
example, when illnesses or injury have resulted, or when there are positive results for pathogens 
associated with the finished product or ingredients. 
What might make a public warning deficient 
A public warning may be considered deficient if, among other things, it does not adequately 
identify the recalled product, describe the health hazard involved, or identify relevant 
information about the product’s distribution.  A public warning might also be considered 
deficient if, on the basis of the FDA’s media monitoring, it is determined that the warning did 
not sufficiently reach the target audience (e.g., the firm’s release was not disseminated 
sufficiently by the news media; the firm’s warning for a nationally-distributed product was 
issued only to a regional audience; no Spanish translation was made available for a product 
largely used by Spanish-speaking populations).  A factual statement in a firm’s public warning 
that the FDA is unable to verify might also cause the FDA to issue a separate public warning.  

                                                 
7 FDA’s recall communications are intended to be as informative as possible within the scope of the Agency’s 
authority for information disclosure.  For example, depending on the circumstances, certain information such as 
supply-chain relationships and product distribution data may be CCI, which is generally protected from public 
disclosure.  FDA’s regulations authorize the release of CCI, in relevant part, when necessary to effectuate a recall. 
(21 CFR § 20.91). 
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The FDA will take actions to correct or supplement deficient public warnings as described in this 
guidance.  The Agency encourages firms issuing public warnings to monitor media coverage and 
take further action to raise public awareness if media coverage appears to be insufficient. 
 

4. How are public warnings distributed and displayed? 
 
Firms and the FDA can alert the public about a recall by various means, including issuing press 
releases to the media, sending emails to a listserv or subscription service, and posting on the 
FDA and company websites or social media.  All of these methods could be used to issue a 
public warning. 
 
Issuing the Public Warning through a Press Release 
It is critical that public warnings are distributed in a way that ensures that the information 
conveyed in the warning actually reaches the public. To this end, the FDA is open to different 
vehicles of dissemination that best convey the information of the particular recall.  Historically, 
the FDA and industry have used general news media, as well as specialized news media, e.g., 
professional or trade press, among other means.  When warranted, the FDA recommends that 
firms use press release distribution services or other mechanisms that ensurethe information in 
the press release will be appropriately relayed to the public, e.g., through news media outlets.  
Part of a firm’s responsibility to inform a consumer of a recalled product includes taking earnest 
efforts to ensure that the information is actually distributed. 
Firms issuing public warnings through press releases should also consider the area of distribution 
of the recalled product.  The distribution of the release should match the distribution of the 
product: if the product is available online or is distributed nationally, the public warning should 
also be available online and/or distributed nationwide.  Similarly, if the product is only available 
in a regional market, and the FDA and the firm are confident that no consumers from outside that 
region may have received it, the distribution of the public notification may be similarly targeted.  
If it is apparent that a significant percentage of consumers using the recalled product speak a 
language other than English, firms should consider having the public warning translated into that 
language and distributed via the appropriate distribution service. 
Posting a Public Warning or Press Release on a firm or FDA Webpage 
In many cases, a firm will announce a removal of an FDA regulated product from the market or 
correction8 through a press release or other public announcement prior to the FDA reviewing and 
determining the action to be a recall.  The FDA may post the information in or the text of the 
announcement on FDA.gov/recalls9 if the FDA believes the announcement is factually correct 
and beneficial to consumers.   
The FDA does not typically post a firm’s announcement of an action that the FDA believes will 

                                                 
8 A correction is a repair, modification, adjustment, relabeling, destruction or inspection (including patient 
monitoring) of a product without its physical removal to some other location. 21 CFR § 7.3(h). 
9 This webpage also provides links to various FDA Center webpages, where public warnings of recalls of products 
specific to that Center are also posted. 
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not be considered a recall. Further, not all recalls are posted on the FDA.gov/recalls page since 
not all recalls warrant a public warning and not all firms will issue a press release, depending on 
the circumstances. When the FDA posts removal or correction information that has been 
publicized by a firm, we do so as a public service and it does not necessarily mean that the 
situation is urgent or that the product presents a serious hazard to health, such that it would be 
considered a “public warning” as the term is defined in this guidance document.  Information on 
major product recalls that the FDA believes merit expanded coverage due to the impact they 
have on public health can be found at 
https://www.fda.gov/Safety/Recalls/MajorProductRecalls/default.htm.  When a firm posts its 
public warning on its own webpage, it should ensure that the warning is prominently displayed 
and accessible from both its home page and a web search.  The posting should remain publicly 
accessible until the product is no longer expected to be used or consumed.   
 

B. Public Notification of Recalls 
The FDA provides public access to information on recalls by posting a listing of recalls 
according to their classification in the FDA Enforcement Report, whether they were requested by 
FDA or firm-initiated, and the specific action taken by the recalling firm.10 The FDA 
Enforcement Report is designed to provide a public listing of products in the marketplace that 
are being recalled.  Unlike with public warnings, the recalls listed in the FDA Enforcement 
Report are not limited to urgent situations that present serious hazards to health and are not 
necessarily used to alert the public about the risk or hazard of a product under recall.   
Information on all recalls will be provided in the FDA Enforcement Report, regardless of the 
level of the hazard.  The FDA will attempt to promptly post public notifications; however, delays 
might occur due to the timeliness of a firm’s recall submission, the availability of facts, and other 
factors outside the FDA’s control. The FDA may consider delaying public notification if it may 
cause unnecessary and harmful anxiety in certain consumers (e.g., when a patient needs to hear 
first from his doctor about a defective implanted medical device). The FDA is not required to 
provide firms with an opportunity to review and comment on public notifications, but may 
consult with a firm to ensure factual accuracy or when otherwise warranted.  
Public notifications of recalls will only be posted in the FDA Enforcement Report after the FDA 
makes a determination that the action is a recall under 21 CFR § 7.3(g).  If the recall posted in 
the FDA Enforcement Report has not yet been classified, the FDA will document the recall as 
not yet classified.11  

IV. References 
1. U.S. Food and Drug Administration.  Guidance for Industry: Product Recalls, Including 

Removals and Corrections. Last updated 08/22/2014.  
https://www.fda.gov/Safety/Recalls/IndustryGuidance/ucm129259.htm 
 

                                                 
10 We note that, although they are not the subject of this guidance document, mandatory recalls are also listed in the 
FDA Enforcement Report.  
11 FDA has begun posting information relating to some voluntary recalls when this information is provided to the 
agency, prior to the review and possible classification. 
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10/17/22, 9:39 AM For Buying and Selling Products Online | CPSC.gov

https://www.cpsc.gov/About-CPSC/Division-of-Field-Operations/FAQs-For-Buying-and-Selling-Products-Online 2/2

How do I know if a product is recalled?

Search for recalls at https://www.cpsc.gov/Recalls/.

 

What if I find a recalled product for sale on-line?

You should report the sale through saferproducts.gov.  If you can, include a screenshot

of the site and a link to the exact page where you found the product. You can also

contact CPSC by phone at (800) 638-2772.

 

Is it okay to sell a recalled product if it’s in good

shape and hasn’t caused me any problems?

No, selling recalled products is unlawful. Additionally, many online sales platforms

speci�cally prohibit the sale of a recalled product.

 

Can I sell a recalled product if the item has been

fixed with the remedy outlined in the public recall

notice?

Yes, you can sell the product as long as the remedy has been applied. The sales listing

should make it clear that the remedy is included.
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ÍÛÝÌ×ÑÒ ïò ÍØÑÎÌ Ì×ÌÔÛå ÌßÞÔÛ ÑÚ ÝÑÒÌÛÒÌÍò

ø¿÷ ÍØÑÎÌ Ì×ÌÔÛò Ì¸·­ ß½¬ ³¿§ ¾» ½·¬»¼ ¿­ ¬¸» ��Ý±²­«³»® Ð®±¼«½¬ Í¿º»¬§ Ó±¼
»®²·¦¿¬·±² ß½¬��ò 

ø¾÷ ÌßÞÔÛ ÑÚ ÝÑÒÌÛÒÌÍò Ì¸» ¬¿¾´» ±º ½±²¬»²¬­ º±® ¬¸·­ ß½¬ ·­ ¿­ º±´´±©­æ 
Í»½ ï Í¸±® · »å ¿¾ » ± ½±² »² ­
Í»½ î Î» »®»²½»­
Í»½ í ß« ¸±®· § ± ·­­«» ·³° »³»² ·²¹ ®»¹« ¿ ·±²­

Ì×ÌÔÛ ×�ÝØ×ÔÜÎÛÒ Í ÐÎÑÜËÝÌ ÍßÚÛÌÇ 

Í»½ ïðï Þ¿² ±² ½¸· ¼®»² ­ °®±¼«½ ­ ½±² ¿·²·²¹ »¿¼å »¿¼ °¿·²  ®« »  
Í»½ ïðî Ó¿²¼¿ ±®§ ¸·®¼ó°¿® § »­ ·²¹ ±® ½»® ¿·² ½¸· ¼®»² ­ °®±¼«½ ­  
Í»½ ïðí Ì®¿½µ·²¹ ¿¾» ­ ±® ½¸· ¼®»² ­ °®±¼«½ ­  
Í»½ ïðì Í ¿²¼¿®¼­ ¿²¼ ½±²­«³»® ®»¹·­ ®¿ ·±² ± ¼«®¿¾ » ²«®­»®§ °®±¼«½ ­
Í»½ ïðë Ô¿¾» ·²¹ ®»¯«·®»³»² ±® ½»® ¿·² ·² »®²» ¿²¼ ½¿ ¿ ±¹«» ¿¼ª»® ·­·²¹ ± ±§­ ¿²¼ ¹¿³»­
Í»½ ïðê Í «¼§ ± °®»ª»² ¿¾ » ·²¶«®·»­ ¿²¼ ¼»¿ ¸­ ·² ³·²±®· § ½¸· ¼®»² ®» ¿ »¼ ± ½±²­«³»® °®±¼«½ ­
Í»½ ïðé Î»ª·»© ± ¹»²»®¿ §ó¿°° ·½¿¾ » ­ ¿²¼¿®¼­ ±® ±§­

Ì×ÌÔÛ ××�ÝÑÒÍËÓÛÎ ÐÎÑÜËÝÌ ÍßÚÛÌÇ ÝÑÓÓ×ÍÍ×ÑÒ ÎÛÚÑÎÓ 

Í»½ îðï Î»¿« ¸±®·¦¿ ·±² ± ¸» Ý±³³·­­·±²
Í»½ îðî Í ®«½ «®» ¿²¼ ¯«±®«³
Í»½ îðí Í«¾³·­­·±² ± ½±°§ ± ½»® ¿·² ¼±½«³»² ­ ± Ý±²¹®»­­
Í»½ îðì Û¨°»¼· »¼ ®« »³¿µ·²¹
Í»½ îðë Ð«¾ ·½ ¼·­½ ±­«®» ± ·² ±®³¿ ·±²
Í»½ îðê Ð«¾ ·½ § ¿ª¿· ¿¾ » ·² ±®³¿ ·±² ±² ·²½·¼»² ­ ·²ª± ª·²¹ ·²¶«®§ ±® ¼»¿ ¸
Í»½ îðé Ð®±¸·¾· ·±² ±² ­ ±½µ°· ·²¹ «²¼»® ± ¸»® Ý±³³·­­·±²ó»² ±®½»¼ ­ ¿ « »­
Í»½ îðè Ò± · ·½¿ ·±² ± ²±²½±³° ·¿²½» ©· ¸ ¿²§ Ý±³³·­­·±²ó»² ±®½»¼ ­ ¿ « »
Í»½ îðç Û²¸¿²½»¼ ®»½¿ ¿« ¸±®· § ¿²¼ ½±®®»½ ·ª» ¿½ ·±² ° ¿²­
Í»½ îïð É»¾­· » ²± ·½» ²± ·½» ± ¸·®¼ °¿® § ·² »®²» ­» »®­ ¿²¼ ®¿¼·± ¿²¼ » »ª·­·±² ²± ·½»
Í»½ îïï ×²­°»½ ·±² ± ½»® · ·»¼ °®±°®·» ¿®§ ¿¾±®¿ ±®·»­
Í»½ îïî ×¼»² · ·½¿ ·±² ± ³¿²« ¿½ «®»® ·³°±® »®­ ®» ¿· »®­ ¿²¼ ¼·­ ®·¾« ±®­
Í»½ îïí Û¨°±® ± ®»½¿ »¼ ¿²¼ ²±²ó½±² ±®³·²¹ °®±¼«½ ­
Í»½ îïì Ð®±¸·¾· ·±² ±² ­¿ » ± ®»½¿ »¼ °®±¼«½ ­
Í»½ îïë ×²½®»¿­»¼ ½·ª· °»²¿ §
Í»½ îïê Ý®·³·²¿ °»²¿ ·»­ ± ·²½ «¼» ¿­­» ±® »· «®»
Í»½ îïé Û² ±®½»³»² ¾§ Í ¿ » ¿ ±®²»§­ ¹»²»®¿
Í»½ îïè Û »½ ± ®« »­ ±² °®»»³° ·±²
Í»½ îïç Í¸¿®·²¹ ± ·² ±®³¿ ·±² ©· ¸ Ú»¼»®¿ Í ¿ » ±½¿ ¿²¼ ±®»·¹² ¹±ª»®²³»² ¿¹»²½·»­
Í»½ îîð ×²­°»½ ±® Ù»²»®¿ ¿« ¸±®· § ¿²¼ ¿½½»­­·¾· · §
Í»½ îîï Î»°»¿
Í»½ îîî ×²¼«­ ®§ó­°±²­±®»¼ ®¿ª» ¾¿²
Í»½ îîí ß²²«¿ ®»°±® ·²¹ ®»¯«·®»³»²
Í»½ îîì Í «¼§ ±² ¸» » »½ ·ª»²»­­ ± ¿« ¸±®· § ®» ¿ ·²¹ ± ·³°±® »¼ °®±¼«½ ­

ÍÛÝò îò ÎÛÚÛÎÛÒÝÛÍò

ø¿÷ ÝÑÓÓ×ÍÍ×ÑÒò ß­ «­»¼ ·² ¬¸·­ ß½¬ô ¬¸» ¬»®³ ��Ý±³³·­­·±²�� ³»¿²­ ¬¸» Ý±²
­«³»® Ð®±¼«½¬ Í¿º»¬§ Ý±³³·­­·±²ò

ø¾÷ ÝÑÒÍËÓÛÎ ÐÎÑÜËÝÌ ÍßÚÛÌÇ ßÝÌò Û¨½»°¬ ¿­ ±¬¸»®©·­» »¨°®»­­´§ °®±ª·¼»¼ô 
©¸»²»ª»® ·² ¬¸·­ ß½¬ ¿² ¿³»²¼³»²¬ ·­ »¨°®»­­»¼ ¿­ ¿² ¿³»²¼³»²¬ ¬± ¿ ­»½¬·±² ±®
±¬¸»® °®±ª·­·±²ô ¬¸» ®»º»®»²½» ­¸¿´´ ¾» ½±²­·¼»®»¼ ¬± ¾» ³¿¼» ¬± ¿ ­»½¬·±² ±® ±¬¸»®
°®±ª·­·±² ±º ¬¸» Ý±²­«³»® Ð®±¼«½¬ Í¿º»¬§ ß½¬ øïë ËòÍòÝò îðëï »¬ ­»¯ò÷ò

ø½÷ ÎËÔÛò ×² ¬¸·­ ß½¬ ¿²¼ ¬¸» ¿³»²¼³»²¬­ ³¿¼» ¾§ ¬¸·­ ß½¬ô ¿ ®»º»®»²½» ¬± ¿²§ 
®«´» «²¼»® ¿²§ ß½¬ »²º±®½»¼ ¾§ ¬¸» Ý±³³·­­·±² ­¸¿´´ ¾» ½±²­·¼»®»¼ ¿ ®»º»®»²½» ¬±
¿²§ ®«´»ô ­¬¿²¼¿®¼ô ¾¿²ô ±® ±®¼»® «²¼»® ¿²§ ­«½¸ ß½¬ò

ÍÛÝò íò ßËÌØÑÎ×ÌÇ ÌÑ ×ÍÍËÛ ×ÓÐÔÛÓÛÒÌ×ÒÙ ÎÛÙËÔßÌ×ÑÒÍò

Ì¸» Ý±³³·­­·±² ³¿§ ·­­«» ®»¹«´¿¬·±²­ô ¿­ ²»½»­­¿®§ô ¬± ·³°´»³»²¬ ¬¸·­ ß½¬ ¿²¼
¬¸» ¿³»²¼³»²¬­ ³¿¼» ¾§ ¬¸·­ ß½¬ò

Ì×ÌÔÛ ×�ÝØ×ÔÜÎÛÒ�Í ÐÎÑÜËÝÌ ÍßÚÛÌÇ 

ÍÛÝò ïðïò ÞßÒ ÑÒ ÝØ×ÔÜÎÛÒ�Í ÐÎÑÜËÝÌÍ ÝÑÒÌß×Ò×ÒÙ ÔÛßÜå ÔÛßÜ Ðß×ÒÌ ÎËÔÛò 

ø¿÷ ÝØ×ÔÜÎÛÒ�Í ÐÎÑÜËÝÌÍ ÝÑÒÌß×Ò×ÒÙ ÔÛßÜò  
øï÷ ÞßÒÒÛÜ ØßÆßÎÜÑËÍ ÍËÞÍÌßÒÝÛò Ûºº»½¬·ª» ïèð ¼¿§­ ¿º¬»® ¬¸» ¼¿¬» ±º »²

¿½¬³»²¬ ±º ¬¸·­ ß½¬ô ¿²§ ½¸·´¼®»²�­ °®±¼«½¬ ½±²¬¿·²·²¹ ³±®» ¬¸¿² ¬¸» ¿³±«²¬­ 
±º ´»¿¼ ­»¬ º±®¬¸ ·² °¿®¿¹®¿°¸ øî÷ ­¸¿´´ ¾» ¿ ¾¿²²»¼ ¸¿¦¿®¼±«­ ­«¾­¬¿²½» ©·¬¸·²
¬¸» ³»¿²·²¹ ±º ­»½¬·±² îø¯÷øï÷ ±º ¬¸» Ú»¼»®¿´ Ø¿¦¿®¼±«­ Í«¾­¬¿²½»­ ß½¬ øïë
ËòÍòÝò ïîêïø¯÷øï÷÷ò

øî÷ ÍÌßÒÜßÎÜ ÚÑÎ ßÓÑËÒÌ ÑÚ ÔÛßÜò Ì¸» ¿³±«²¬­ ±º ´»¿¼ ®»º»®®»¼ ¬± ·² 
°¿®¿¹®¿°¸ øï÷ ­¸¿´´ ¾»  

øß÷ êðð °¿®¬­ °»® ³·´´·±² ¬±¬¿´ ´»¿¼ ½±²¬»²¬ ¾§ ©»·¹¸¬ º±® ¿²§ °¿®¬ ±º ¬¸»
°®±¼«½¬å

øÞ÷ íðð °¿®¬­ °»® ³·´´·±² ¬±¬¿´ ´»¿¼ ½±²¬»²¬ ¾§ ©»·¹¸¬ º±® ¿²§ °¿®¬ ±º ¬¸»
°®±¼«½¬ô »ºº»½¬·ª» î §»¿®­ ¿º¬»® ¬¸» ¼¿¬» ±º »²¿½¬³»²¬ ±º ¬¸·­ ß½¬å ¿²¼

øÝ÷ ïðð °¿®¬­ °»® ³·´´·±² ¬±¬¿´ ´»¿¼ ½±²¬»²¬ ¾§ ©»·¹¸¬ º±® ¿²§ °¿®¬ ±º ¬¸»
°®±¼«½¬ô »ºº»½¬·ª» ì §»¿®­ ¿º¬»® ¬¸» ¼¿¬» ±º »²¿½¬³»²¬ ±º ¬¸·­ ß½¬ô «²´»­­ ¬¸»
Ý±³³·­­·±² ¼»¬»®³·²»­ô ¿º¬»® ²±¬·½» ¿²¼ ¿ ¸»¿®·²¹ô ¬¸¿¬ ¿ ­¬¿²¼¿®¼ ±º ïðð
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°¿®¬­ °»® ³·´´·±² ·­ ²±¬ º»¿­·¾´»ô ·² ©¸·½¸ ½¿­» ¬¸» Ý±³³·­­·±² ­¸¿´´ ®»¯«·®»
¬¸» ´±©»­¬ ¿³±«²¬ ±º ´»¿¼ ¬¸¿¬ ¬¸» Ý±³³·­­·±² ¼»¬»®³·²»­ ·­ º»¿­·¾´» ¬±
¿½¸·»ª»ò

øí÷ ÝÑÓÓ×ÍÍ×ÑÒ ÎÛÊ×Í×ÑÒ ÌÑ ÓÑÎÛ ÐÎÑÌÛÝÌ×ÊÛ ÍÌßÒÜßÎÜò  
øß÷ ÓÑÎÛ ÐÎÑÌÛÝÌ×ÊÛ ÍÌßÒÜßÎÜò Ì¸» Ý±³³·­­·±² ³¿§ô ¾§ ®«´»ô ®»ª·­» 

¬¸» ­¬¿²¼¿®¼ ­»¬ º±®¬¸ ·² °¿®¿¹®¿°¸ øî÷øÝ÷ º±® ¿²§ ½´¿­­ ±º ½¸·´¼®»²�­ °®±¼
«½¬­ ¬± ¿²§ ´»ª»´ ¿²¼ º±®³ ¬¸¿¬ ¬¸» Ý±³³·­­·±² ¼»¬»®³·²»­ ·­  

ø·÷ ³±®» °®±¬»½¬·ª» ±º ¸«³¿² ¸»¿´¬¸å ¿²¼
ø··÷ º»¿­·¾´» ¬± ¿½¸·»ª»ò

øÞ÷ ÐÛÎ×ÑÜ×Ý ÎÛÊ×ÛÉò Ì¸» Ý±³³·­­·±² ­¸¿´´ô ¾¿­»¼ ±² ¬¸» ¾»­¬ ¿ª¿·´¿¾´» 
­½·»²¬·º·½ ¿²¼ ¬»½¸²·½¿´ ·²º±®³¿¬·±²ô °»®·±¼·½¿´´§ ®»ª·»© ¿²¼ ®»ª·­» ¬¸»
­¬¿²¼¿®¼ ­»¬ º±®¬¸ ·² ¬¸·­ ­»½¬·±² ¬± ®»¯«·®» ¬¸» ´±©»­¬ ¿³±«²¬ ±º ´»¿¼ ¬¸¿¬
¬¸» Ý±³³·­­·±² ¼»¬»®³·²»­ ·­ º»¿­·¾´» ¬± ¿½¸·»ª»ò

øì÷ ÝÑÓÓ×ÍÍ×ÑÒ ßËÌØÑÎ×ÌÇ ÌÑ ÛÈÝÔËÜÛ ÝÛÎÌß×Ò ÓßÌÛÎ×ßÔÍò Ì¸» Ý±³³·­
­·±² ³¿§ô ¾§ ®«´»ô »¨½´«¼» ½»®¬¿·² °®±¼«½¬­ ¿²¼ ³¿¬»®·¿´­ º®±³ ¬¸» °®±¸·¾·¬·±²
·² °¿®¿¹®¿°¸ øï÷ ·º ¬¸» Ý±³³·­­·±² ¼»¬»®³·²»­ ¬¸¿¬ ¬¸» ´»¿¼ ½±²¬»²¬ ·² ­«½¸
°®±¼«½¬­ ¿²¼ ³¿¬»®·¿´­ ©·´´ ²±¬ ®»­«´¬ ·² ¬¸» ¿¾­±®°¬·±² ±º ´»¿¼ ·² ¬¸» ¸«³¿²
¾±¼§ ±® ¼±»­ ²±¬ ¸¿ª» ¿²§ ¿¼ª»®­» ·³°¿½¬ ±² °«¾´·½ ¸»¿´¬¸ ±® ­¿º»¬§ò

øë÷ ÜÛÚ×Ò×Ì×ÑÒ ÑÚ ÝØ×ÔÜÎÛÒ�Í ÐÎÑÜËÝÌò  
øß÷ ×Ò ÙÛÒÛÎßÔò ß­ «­»¼ ·² ¬¸·­ ­«¾­»½¬·±²ô ¬¸» ¬»®³ ��½¸·´¼®»²�­ °®±¼

«½¬�� ³»¿²­ ¿ ½±²­«³»® °®±¼«½¬ ¿­ ¼»º·²»¼ ·² ­»½¬·±² íøï÷ ±º ¬¸» Ý±²­«³»® 
Ð®±¼«½¬ Í¿º»¬§ ß½¬ øïë ËòÍòÝò îðëîøï÷÷ ¼»­·¹²»¼ ±® ·²¬»²¼»¼ °®·³¿®·´§ º±®
½¸·´¼®»² ïî §»¿®­ ±º ¿¹» ±® §±«²¹»®ò

øÞ÷ ÚßÝÌÑÎÍ ÌÑ ÞÛ ÝÑÒÍ×ÜÛÎÛÜò ×² ¼»¬»®³·²·²¹ ©¸»¬¸»® ¿ °®±¼«½¬ ·­ 
°®·³¿®·´§ ·²¬»²¼»¼ º±® ¿ ½¸·´¼ ïî §»¿®­ ±º ¿¹» ±® §±«²¹»®ô ¬¸» º±´´±©·²¹ º¿½
¬±®­ ­¸¿´´ ¾» ½±²­·¼»®»¼æ

ø·÷ ß ­¬¿¬»³»²¬ ¾§ ¿ ³¿²«º¿½¬«®»® ¿¾±«¬ ¬¸» ·²¬»²¼»¼ «­» ±º ­«½¸
°®±¼«½¬ô ·²½´«¼·²¹ ¿ ´¿¾»´ ±² ­«½¸ °®±¼«½¬ ·º ­«½¸ ­¬¿¬»³»²¬ ·­ ®»¿­±²
¿¾´»ò

ø··÷ É¸»¬¸»® ¬¸» °®±¼«½¬ ·­ ®»°®»­»²¬»¼ ·² ·¬­ °¿½µ¿¹·²¹ô ¼·­°´¿§ ±®
¿¼ª»®¬·­·²¹ ¿­ ¿°°®±°®·¿¬» º±® «­» ¾§ ½¸·´¼®»² ïî §»¿®­ ±º ¿¹» ±® §±«²¹
»®ò

ø···÷ É¸»¬¸»® ¬¸» °®±¼«½¬ ·­ ½±³³±²´§ ®»½±¹²·¦»¼ ¾§ ½±²­«³»®­ ¿­
¾»·²¹ ·²¬»²¼»¼ º±® «­» ¾§ ½¸·´¼ ïî §»¿®­ ±º ¿¹» ±® §±«²¹»®ò

ø·ª÷ Ì¸» ß¹» Ü»¬»®³·²¿¬·±² Ù«·¼»´·²»­ ·­­«»¼ ¾§ ¬¸» Ý±³³·­­·±²
­¬¿ºº ·² Í»°¬»³¾»® îððîô ¿²¼ ¿²§ ­«½½»­­±® ¬¸»®»¬±ò

øê÷ ÛÈÝÛÐÌ×ÑÒ ÚÑÎ ×ÒßÝÝÛÍÍ×ÞÔÛ ÝÑÓÐÑÒÛÒÌ ÐßÎÌÍò Ì¸» ­¬¿²¼¿®¼­ »­¬¿¾
´·­¸»¼ «²¼»® °¿®¿¹®¿°¸ øî÷ ­¸¿´´ ²±¬ ¿°°´§ ¬± ¿²§ ½±³°±²»²¬ °¿®¬ ±º ¿ ½¸·´¼®»²�­ 
°®±¼«½¬ ¬¸¿¬ ·­ ²±¬ ¿½½»­­·¾´» ¬± ¿ ½¸·´¼ ¬¸®±«¹¸ ²±®³¿´ ¿²¼ ®»¿­±²¿¾´§ º±®»­»»
¿¾´» «­» ¿²¼ ¿¾«­» ±º ­«½¸ °®±¼«½¬ô ¿­ ¼»¬»®³·²»¼ ¾§ ¬¸» Ý±³³·­­·±²ò ß ½±³
°±²»²¬ °¿®¬ ·­ ²±¬ ¿½½»­­·¾´» «²¼»® ¬¸·­ °¿®¿¹®¿°¸ ·º ­«½¸ ½±³°±²»²¬ °¿®¬ ·­
²±¬ °¸§­·½¿´´§ »¨°±­»¼ ¾§ ®»¿­±² ±º ¿ ­»¿´»¼ ½±ª»®·²¹ ±® ½¿­·²¹ ¿²¼ ¼±»­ ²±¬ ¾»
½±³» °¸§­·½¿´´§ »¨°±­»¼ ¬¸®±«¹¸ ®»¿­±²¿¾´§ º±®»­»»¿¾´» «­» ¿²¼ ¿¾«­» ±º ¬¸»
°®±¼«½¬ò Ì¸» Ý±³³·­­·±² ³¿§ ®»¯«·®» ¬¸¿¬ ½»®¬¿·² »´»½¬®±²·½ ¼»ª·½»­ ¾»
»¯«·°°»¼ ©·¬¸ ¿ ½¸·´¼ ®»­·­¬¿²¬ ½±ª»® ±® ½¿­·²¹ ¬¸¿¬ °®»ª»²¬­ »¨°±­«®» ±º ¿²¼
¿½½»­­·¾·´·¬§ ¬± ¬¸» °¿®¬­ ±º ¬¸» °®±¼«½¬ ½±²¬¿·²·²¹ ´»¿¼ ·º ¬¸» Ý±³³·­­·±² ¼»¬»®
³·²»­ ¬¸¿¬ ·¬ ·­ ²±¬ º»¿­·¾´» º±® ­«½¸ °®±¼«½¬­ ¬± ±¬¸»®©·­» ³»»¬ ­«½¸ ­¬¿²¼¿®¼­ò

ø¾÷ Ðß×ÒÌ ÍÌßÒÜßÎÜò  
øï÷ ×Ò ÙÛÒÛÎßÔò Ò±¬ ´¿¬»® ¬¸¿² ïèð ¼¿§­ ¿º¬»® ¬¸» ¼¿¬» ±º »²¿½¬³»²¬ ±º ¬¸·­ 

ß½¬ô ¬¸» Ý±³³·­­·±² ­¸¿´´ ³±¼·º§ ­»½¬·±² ïíðíòï ±º ¬·¬´» ïêô Ý±¼» ±º Ú»¼»®¿´
Î»¹«´¿¬·±²­ô ¬±  

øß÷ ®»¼«½» ¬¸» ­¬¿²¼¿®¼ ¿°°´·½¿¾´» ¬± ´»¿¼ °¿·²¬ ¾§ ­«¾­¬·¬«¬·²¹ ��ðòððç
°»®½»²¬�� º±® ��ðòðê °»®½»²¬�� ·² ­«¾­»½¬·±² ø¿÷ ±º ¬¸¿¬ ­»½¬·±²å 
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10/17/22, 10:19 AM Children’s Sleep Sacks Recalled by Gildan Activewear Due to Violation of Federal Flammability Standard; Sold Exclusively at A…

https://www.cpsc.gov/Recalls/2019/Childrens-Sleep-Sacks-Recalled-by-Gildan-Activewear-Due-to-Violation-of-Federal-Flammability-Standard-Sold-Ex… 3/4

Recall Details

Description:

This recall involves a American Apparel brand Baby Rib Collection children’s 100%

cotton and 90% cotton and 10% polyester-blended knit sleep sacks. They were sold in

size 6 12 months and in the following colors:  Black, green, gray, light blue, navy, pink,

red and white.  American Apparel and Baby Rib Collection are printed on a neck label.

Made in Honduras and the size are printed on another neck label.

Remedy:

Consumers should immediately take the recalled sleep sacks away from children, stop

using them and contact American Apparel for a full refund or a replacement product

of similar value. Gildan Activewear is contacting all known purchasers directly.

Incidents/Injuries:

None reported

Sold At:

Online at www.americanapparel.com from January 2018 through January 2019 for

between $15 and $20.

Importer(s):



10/17/22, 10:19 AM Children’s Sleep Sacks Recalled by Gildan Activewear Due to Violation of Federal Flammability Standard; Sold Exclusively at A…

https://www.cpsc.gov/Recalls/2019/Childrens-Sleep-Sacks-Recalled-by-Gildan-Activewear-Due-to-Violation-of-Federal-Flammability-Standard-Sold-Ex… 4/4

Gildan Activewear SRL, of Barbados

Manufactured In:

Honduras

Recall number:

19-747
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10/17/22, 10:22 AM L.L. Bean Girl’s Pajamas Recalled Due to Violation of Federal Flammability Standard | CPSC.gov

https://www.cpsc.gov/Recalls/2014/LL-Bean-Girls-Pajamas-Recalled 3/4

Recall Details

Description:

The recall includes Girl's or Little Girl's jersey knit aurora purple pajama sets sold by

L.L. Bean. The sets have a solid purple top with long sleeves and purple pants with a

pattern and a solid purple waistband. The pajamas were sold in girls sizes small (size

8) through extra large (size 18) and little girls sizes small (size 4) through large (6X/7).

The pajamas product ID numbers included in the recall are 284889 and 284890

printed on the second side seam label under the care label. GPU#6 is also printed on

the garment label located on the inside left seam near the bottom of the pajama top.

L.L. Bean is printed inside the back of the neck of the garment.

Remedy:

Consumers should immediately take the recalled pajama sets away from children and

contact L.L. Bean to receive a free replacement, a full refund or store gift certi�cate.

Incidents/Injuries:

None reported.

Sold At:

L.L. Bean retail stores nationwide from June 2013 through September 2013 for about

$30.



10/17/22, 10:22 AM L.L. Bean Girl’s Pajamas Recalled Due to Violation of Federal Flammability Standard | CPSC.gov

https://www.cpsc.gov/Recalls/2014/LL-Bean-Girls-Pajamas-Recalled 4/4

Importer:

L.L. Bean Inc., of Freeport, Maine

Importer

L.L. Bean Inc., of Freeport, Maine

Manufactured In:

China

Recall number:

14-017
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10/17/22, 10:22 AM Roberta Roller Rabbit Recalls Children’s Pajama Sets | CPSC.gov

https://www.cpsc.gov/Recalls/2015/Roberta-Roller-Rabbit-Recalls-Childrens-Pajama-Sets 3/4

Recall Details

Description:

This recall involves children's pajamas from Roberta Roller Rabbit by Roberta Freyman.

The pajamas are 100% cotton, two-piece pajama sets sold in toddler size 1 through

youth 12. The sets were sold in two styles; long sleeve with pants or short sleeve with

shorts. Both styles were sold in eighteen prints in various colors; Babar, Bump,

Christopher, Colada, Dino, Elephant, Goby, Hathi, Heart, Heebo, Moby, Monkey, Owl,

Rain, Rico, Scotty, Teddy, and Ticochon. Roberta Roller Rabbit is identi�ed on a yellow

label sewn into the neck and waist of both the top and bottom.  This recall includes

all children's sleepwear garments with a sewn in label at the neck. Garments that are

screen printed at the neck are not a�ected.

Remedy:

Consumers should immediately take the recalled pajamas away from children, stop

using them and return them to Roberta Roller Rabbit for instructions on receiving a

free replacement pajama set or a full refund.

Incidents/Injuries:

None reported

Sold At:
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Roberta Roller Rabbit retail stores, online at www.robertarollerrabbit.com and through

other retail and wholesale outlets from January 2012 through February 2015 for

between $55 and $65.

Importer(s):

Roberta Roller Rabbit, of New York, N.Y.

Manufactured In:

Peru

Recall number:

15-122
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Refund

Replace

Recall Date:

February 16, 2022

Units:

About 3,600

Consumer Contact

Esme toll-free at 833-961-7011 from 9:30 a.m. to 3 p.m. PT Monday through Friday,
email at recall@esmewear.com or online at 
https://esmewear.com/pages/safety-information or www.esmewear.com and click
on Safety Information at the bottom of the webpage for additional information.
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Set 

 

47%Modal

47%cotton

6%spandex

Cherry Print

 

Style Number

SF937/57

 

Cut Number

2730

 

Short

Sleeve/Crop

Legging Pajama

Set 

 

47%Modal

47%cotton

6%spandex

2T, 3T, 4T, 5, 6, 7, 8, 9, 10,

12, and 14.

$50

-

$63
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3 /4 Sleeved Top

and Pant Pajama

Set

 

47%Modal

47%cotton

6%spandex

Remedy:

Consumers should immediately take the recalled sleepwear garments away from

children, stop using them and contact the �rm for a free replacement garment or a

full refund. Esme is contacting all known purchasers and providing prepaid mailers to

return the products for a full refund or replacement.

Incidents/Injuries:

None reported

Sold At:

Online at www.esmewear.com and children’s boutiques nationwide from May 2021

through August 2021 for between $45 and $65.
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Manufacturer(s):

Bottoms R US Inc, d/b/a Esme, of City of Industry, California

Manufactured In:

United States

Recall number:

22-080
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