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that the product creates an unreason-
able risk of serious injury or death. 

(b) Unreasonable risk. The use of the 
term ‘‘unreasonable risk’’ suggests 
that the risk of injury presented by a 
product should be evaluated to deter-
mine if that risk is a reasonable one. In 
determining whether a product pre-
sents an unreasonable risk, the firm 
should examine the utility of the prod-
uct, or the utility of the aspect of the 
product that causes the risk, the level 
of exposure of consumers to the risk, 
the nature and severity of the hazard 
presented, and the likelihood of result-
ing serious injury or death. In its anal-
ysis, the firm should also evaluate the 
state of the manufacturing or scientific 
art, the availability of alternative de-
signs or products, and the feasibility of 
eliminating the risk. The Commission 
expects firms to report if a reasonable 
person could conclude given the infor-
mation available that a product cre-
ates an unreasonable risk of serious in-
jury or death. In its evaluation of 
whether a subject firm is required to 
file a report under the provisions of 
section 15 of the CPSA the Commission 
shall, as a practical matter, attach 
considerable significance if such firm 
obtains information which reasonably 
supports the conclusion that its prod-
uct violates a standard or ban promul-
gated under the FHSA, FFA, PPPA or 
RSA and the violation could result in 
serious injury or death. 

(c) Serious injury or death. The term 
‘‘serious injury’’ is not defined in the 
CPSA. The Commission believes that 
the term includes not only the concept 
of ‘‘grievous bodily injury,’’ defined at 
§ 1115.12(d), but also any other signifi-
cant injury. Injuries necessitating hos-
pitalization which require actual med-
ical or surgical treatment, fractures, 
lacerations requiring sutures, concus-
sions, injuries to the eye, ear, or inter-
nal organs requiring medical treat-
ment, and injuries necessitating ab-
sence from school or work of more than 
one day are examples of situations in 
which the Commission shall presume 
that such a serious injury has occurred. 
To determine whether an unreasonable 
risk of serious injury or death exists, 
the firm should evaluate chronic or 

long term health effects as well as im-
mediate injuries. 

[57 FR 34228, Aug. 4, 1992] 

§ 1115.7 Relation to other provisions. 

The reporting requirements of sec-
tion 37 of the CPSA (15 U.S.C. 2084) are 
in addition to the requirement in sec-
tion 15 of the CPSA. Section 37 requires 
a product manufacturer to report cer-
tain kinds of lawsuit information. It is 
intended as a supplement to, not a sub-
stitute for, the requirements of section 
15(b) of the CPSA. Whether or not a 
firm has an obligation to provide infor-
mation under section 37, it must con-
sider whether it has obtained informa-
tion which reasonably supports the 
conclusion that its product violates a 
consumer product safety rule, does not 
comply with a voluntary safety stand-
ard upon which the Commission has re-
lied under section 9, contains a defect 
which could create a substantial prod-
uct hazard, or creates an unreasonable 
risk of serious injury or death. If a firm 
has obtained such information, it must 
report under section 15(b) of the CPSA, 
whether or not it is required to report 
under section 37. Further, in many 
cases the Commission would expect to 
receive reports under section 15(b) long 
before the obligation to report under 
section 37 arises since firms have fre-
quently obtained reportable informa-
tion before settlements or judgments 
in their product liability lawsuits. 

[57 FR 34229, Aug. 4, 1992] 

§ 1115.8 Compliance with product safe-
ty standards. 

(a) Voluntary standards. The CPSA 
and other federal statutes administered 
by the Commission generally encour-
age the private sector development of, 
and compliance with voluntary con-
sumer product safety standards to help 
protect the public from unreasonable 
risks of injury associated with con-
sumer products. To support the devel-
opment of such consensus standards, 
Commission staff participates in many 
voluntary standards committees and 
other activities. The Commission also 
strongly encourages all firms to com-
ply with voluntary consumer product 
safety standards and considers, where 
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appropriate, compliance or non-compli-
ance with such standards in exercising 
its authorities under the CPSA and 
other federal statutes, including when 
making determinations under section 
15 of the CPSA. Thus, for example, 
whether a product is in compliance 
with applicable voluntary safety stand-
ards may be relevant to the Commis-
sion staff’s preliminary determination 
of whether that product presents a sub-
stantial product hazard under section 
15 of the CPSA. 

(b) Mandatory standards. The CPSA 
requires that firms comply with all ap-
plicable mandatory consumer product 
safety standards and to report to the 
Commission any products which do not 
comply with either mandatory stand-
ards or voluntary standards upon 
which the Commission has relied. As is 
the case with voluntary consumer 
product safety standards, compliance 
or non-compliance with applicable 
mandatory safety standards may be 
considered by the Commission and staff 
in making relevant determinations and 
exercising relevant authorities under 
the CPSA and other federal statutes. 
Thus, for example, while compliance 
with a relevant mandatory product 
safety standard does not, of itself, re-
lieve a firm from the need to report to 
the Commission a product defect that 
creates a substantial product hazard 
under section 15 of the CPSA, it will be 
considered by staff in making the de-
termination of whether and what type 
of corrective action may be required. 

[71 FR 42030, July 25, 2006] 

§ 1115.9 [Reserved] 

§ 1115.10 Persons who must report and 
where to report. 

(a) Every manufacturer (including 
importer), distributor, or retailer of a 
consumer product that has been dis-
tributed in commerce who obtains in-
formation that such consumer product 
contains a defect which could create a 
substantial risk of injury to the public 
shall immediately notify the Office of 
Compliance, Division of Corrective Ac-
tions, Consumer Product Safety Com-
mission, Washington, DC 20207 (tele-
phone: 301–504–0608), or such other per-
sons as may be designated. Manufac-
turers (including importers), distribu-

tors, and retailers of consumer prod-
ucts subject to regulation by the Com-
mission under provisions of the FFA, 
FHSA, PPPA, as well as consumer 
products subject to regulation under 
the CPSA and RSA, must comply with 
this requirement. 

(b) Every manufacturer (including 
importer), distributor, or retailer of a 
consumer product that has been dis-
tributed in commerce who obtains in-
formation that such consumer product 
fails to comply with an applicable con-
sumer product safety standard or ban 
issued under the CPSA shall imme-
diately notify the Commission’s Office 
of Compliance and Enforcement, Divi-
sion of Corrective Actions or such 
other persons as may be designated. A 
subject firm need not report a failure 
to comply with a standard or regula-
tion issued under the provisions of the 
RSA, FFA, FHSA, or PPPA unless it 
can be reasonably concluded that the 
failure to comply results in a defect 
which could create a substantial prod-
uct hazard. (See paragraph (a) of this 
section.) 

(c) Every manufacturer (including 
importer), distributor, and retailer of a 
consumer product that has been dis-
tributed in commerce who obtains in-
formation that such consumer product 
fails to comply with a voluntary con-
sumer product safety standard upon 
which the Commission has relied under 
section 9 of the CPSA, shall imme-
diately notify the Commission’s Office 
of Compliance and Enforcement, Divi-
sion of Corrective Actions or such 
other persons as may be designated. 

(d) Every manufacturer (including 
importer), distributor, and retailer of a 
consumer product that has been dis-
tributed in commerce who obtains in-
formation that such consumer product 
creates an unreasonable risk of serious 
injury or death shall immediately no-
tify the Commission’s Office of Compli-
ance and Enforcement, Division of Cor-
rective Actions or such other persons 
as may be designated. This obligation 
applies to manufacturers, distributors 
and retailers of consumer products sub-
ject to regulation by the Commission 
under the Flammable Fabrics Act, Fed-
eral Hazardous Substances Act, Poison 
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